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Smlouva o klinickém hodnoceni

TATO SMLOUVA O KLINICKEM
HODNOCENI (dale jen ,smlouva”) nabyva
ucinnosti poslednim dnem posledniho podpisu
smluvnich stran (dale jen ,den ucinnosti”),
kterymi jsou

PPD Czech Republic, s.r.o. s hlavnim mistem
podnikani v: Bud¢&jovicka alej, Antala Staska
2027/79, 140 00 Praha 4, Ceskd republika,
zastoupend MUDr. Darinou Hrdlickovou,
vykonnou feditelkou zapsanou v obchodnim
rejstiiku u Mestského soudu v Praze, oddilu C,
vlozce 37941 (kopie vypisu z obchodniho
rejstiiku a pInd moc PPD signatate jsou piilozeny
jako Piiloha ¢. 6 této smlouvy).

IC: 63671077
DIC:CZ63671077
(dale jen ,,PPD”).

a

Fakultni nemocnice Olomouc,

se sidlem LP. Pavlova 6, 775 20 Olomouc, Ceska
republika, zastoupena doc. MUDr. Romanem
Havlikem, PhD., feditelem nemocnice., kopie
ztizovaci listiny a popf. plnd moc signatafe jsou
ptilozeny jako Ptiloha ¢. 7 této smlouvy.

IC: 00098892
DIC: CZ00098892
(dale jen ,,poskytovatel”)

VZHLEDEM K TOMU, ZE PPD, smluvni
vyzkumna organizace, kterd plsobi jako
nezavisly  dodavatel jménem  spoleénosti
Medimmune, LLC, a wholly owned subsidiary of
AstraZeneca PLC, One Medimmune Way,
Gaithersburg, Maryland, 20878, USA (déle jen
,Zadavatel) (plnda moc zadavatele pro PPD je
pflozena jako Pfiloha ¢. 3 k této smlouve), ma
zajem 0 zapojeni sluzeb tohoto poskytovatele a
hlavniho zkous$ejiciho za ugelem provedeni
vyzkumu  Kklinického hodnoceni  nazvaného
“Dvojit¢ maskovana, placebem kontrolovana
studie s obdobim oteviené 1é€by pro hodnoceni
ucinnosti a bezpecnosti piripravku MEDI-551 u
dospélych subjektti trpicich neuromyelitis optica
a onemocnénimi ze spektra poruch typu
neuromyelitis optica” (dale jen ,klinické
hodnoceni*), v souladu s protokolem zadavatele
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Clinical Study Agreement

THIS CLINICAL STUDY AGREEMENT
(“Agreement”) is effective on the last date of
signature of the parties (“Effective Date”) by and
between

PPD Czech Republic, s.r.o. with its principal place
of business at Budejovicka alej, Antala Staska
2027/79, 140 00 Praha 4, Czech Republic,
represented by MUDr. Darina Hrdlickova,
executive and registered in the Commercial
Register at the Municipal Court in Prague,
Section C, Insert 37941 (copy of an extract from
Commercial Register and POA of PPD signatory
is attached as Exhibit 6 hereto).

Company ID no.: 63671077
Tax ID no.: CZ63671077
(“PPD”)

and

Fakultni nemocnice Olomouc,

with registered address at I.P. Pavlova 6, 775 20
Olomouc, Czech Republic, represented by doc.
MUDr. Roman Havlik, PhD., hospital director.,
copy of an incorporation deed, and if applicable
POA of Institution’s signatory is attached as
Exhibit 7 hereto.

Company ID no.: 00098892

Tax ID no.:CZ00098892

(“Institution”)

WHEREAS, PPD, a clinical research organization
acting as an independent contractor on behalf of
MedImmune, LLC, dcefina spole¢nost spolecnosti
AstraZeneca PLC, One Medimmune Way,
Gaithersburg, Maryland, 20878, USA (“Sponsor”)
(POA from Sponsor to PPD forms Exhibit 3
hereto), desires to engage the services of the
Institution and Principal Investigator for the conduct
of a clinical research study entitled “A Double-
masked, Placebo-controlled Study with Open-Label
Period to Evaluate the Efficacy and Safety of
MEDI-551 in Adult Subjects with Neuromyelitis
Optica and Neuromyelitis Optica Spectrum
Disorders” (“Study”) in accordance with Sponsor’s
protocol no. CD-IA-MEDI-551-1155
(“Protocol”);
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& CD-IA-MEDI-551-1155 (dale jen ,,protokol*);

VZHLEDEM K TOMU, ZE poskytovatel a
hlavni zkousejici, XXX (,,hlavni zKkouSejici®)
opraviluji  spole€nost PPD k vykonéavani
jakychkoliv a vSech povinnosti zadavatele, které
jsou delegované spole¢nosti PPD a k vykonavani
veskerych prav zadavatele, které jsou delegované
spolecnosti PPD; a

VZHLEDEM K TOMU, ZE poskytovatel a
hlavni zkousejici maji zajem se podilet na
provedeni klinického hodnoceni.

SE SMLUVNI STRANY DOHODLY, poté, co

byly zvazeny vzajemné sliby a dohody uvedené v
této smlouve, uznany piijem a dostatenost, takto:

1. Provedeni klinického hodnoceni

a. Poskytovatel a hlavni zkouSejici
poskytnou sluzby spojené s provedenim
klinického hodnoceni, uvedené v protokolu, ktery
je soucasti této smlouvy, a zaélenéné v této
smlouveé (dale jen ,sluzby*). Sluzby budou
poskytovany v souladu s podminkami této
smlouvy, protokolem a vSemi platnymi zakony,
pravidly a predpisy, avSak za predpokladu, ze
protokol byl schvalen spole¢nosti  PPD,
zadavatelem, Statnim tustavem pro kontrolu 1é¢iv
(dale jen ,regula¢ni ufad” nebo ,,RU*), multi-
centrickou etickou komisi (dale jen “MEK®) a
ptislusnou lokalni etickou komisi (,,LEK®).
Pokud existuje rozpor mezi podminkami
uvedenymi v protokolu a v této smlouvé, pak jsou
ur¢ujici podminky protokolu pro provadéni
klinického hodnoceni a 1é¢bu subjektt s nim
souvisejici a podminky smlouvy jsou urcujici pro
ostatni zalezitosti. Kopie souhlasnych stanovisek
RU, MEK a LEK tvofi Piilohu &. 4 této smlouvy.

b. V souvislosti s poskytovanim sluzeb, je
posyktovatel odpovédny  za  poskytnuti
odpovidajiciho personalu, vybaveni a dalSich
prostfedkti nezbytnych k vykonani téchto sluzeb,
a to na vlastni ndklady a vydaje.

c. Poskytovatel prohlasuje, ze on ani
hlavni zkousejici se nepodileji a ani nebudou
podilet, a to kdykoliv b&hem trvani této smlouvy,
na jiném Kklinickém hodnoceni, které by svou
povahou a podminkami znemoznilo splnéni
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WHEREAS, Institution and Principal Investigator
XXX (,,Principal Investigator) shall permit PPD
to perform any and all of Sponsor’s obligations as a
sponsor, as delegated to PPD, and to exercise any
and all rights of the Sponsor, as delegated to PPD;
and

WHEREAS, Institution and the Principal
Investigator desire to participate in the conduct of
the Study.

NOW, THEREFORE, in consideration of the
mutual promises and covenants contained herein,
the receipt and sufficiency of which are hereby
acknowledged, the parties agree as follows:

1. Performance of the Study

a. Institution and Principal
Investigator shall provide those certain services
related to the conduct of the Study and set forth in
the Protocol, which Protocol is made a part of this
Agreement and incorporated by reference herein
(“Services”). The Services shall be provided in
accordance with the terms of this Agreement, the
Protocol, and all applicable laws, rules and
regulations; provided, however that such Protocol
has been approved by PPD, Sponsor, the State
Institute  for Drug Control (“Regulatory
Authority” or “RA”), a Multi-centre Ethics
Committee (“MEC”) and the appropriate Local
Ethics Committee (“LEC”). If there is any
discrepancy or conflict between the terms contained
in the Protocol and this Agreement, the terms of the
Protocol shall govern and control the conduct of the
Study and the treatment of Subjects in connection
therewith and the Agreement will govern and
control all other matters. Copies of the concurring
opinions of RA, MEC and LEC collectively form
Exhibit 4 hereto.

b. In connection with the provision of
the Services, Institution shall be responsible for
providing, at its sole cost and expense, adequate
personnel, facilities and other resources necessary
to perform the Services.

C. Institution represents that it and
Principal Investigator that they do not and will not,
at any time during the Term of this Agreement,
participate in any other study which, by its nature or
its terms, will prevent it/him/her from fulfilling any
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nékteré z povinnosti této smlouvy.

d. Poskytovatel prohlasuje, Ze sluzby
budou provedeny za pouziti maximalniho usili, a
zahrnuji, ale neomezuji se pouze na nasledujici:

(D Uplatnéni nezavislého
1ékatského rozhodnuti o slucitelnosti jednotlivych
subjektt s pozadavky protokolu;

2 Ziskani podepsaného
informovaného souhlasu od vSech subjektt
klinického hodnoceni podle ustanoveni 1 e) nize;

(3) Prezkoumani vSech zaznamu
subjektti hodnoceni, zda jsou spravné a uplné;

(4) Ptedlozeni vSech udaji a
dalsich informaci tykajicich se klinického
hodnocenti a to v¢as;

(5) Oznameni PPD a RU/MEK
a/nebo LEK, jakékoli neocekdvané nebo vazné
nezadouci Géinky hodnocenych 1é¢iv zadavatele
(jak je definovano nize), nebo komparatord a to
podle postupt stanovenych v protokolu v souladu
s platnymi pravnimi predpisy;

(6) Oznameni PPD a RU/MEK
a/nebo LEK, pisemné, jakékoliv odchylky od
protokolu;

(7) Uchovani vSech zdznama, uctu,
poznamek, zprav a udaji a komunikace s
RU/MEK a/nebo LEK (podéani, schvéleni a
zpravy 0 postupu), ziskanych, vytvotenych ¢&i
pouzitych v souvislosti s Klinickym hodnocenim,
at uz v pisemné, elektronické ¢i jiné formé,
véetn¢  vSech  zaznamenanych  ptvodnich
pozorovani a zapisu o aktivitach Klinického
hodnoceni,  napfiklad  zdznamii  subjektu
hodnoceni a vSechny dal$i zpravy a zaznamy,
které jsou potiebné pro posouzeni a vykonani
klinického hodnoceni (,,dokumentace klinického
hodnoceni”);

(8) Povoleni PPD a/nebo zadavateli

kontrolu a audit veSkerych  zafizenich
pouzivanych  poskytovatelem a  hlavnim
zkousejicim  pro  klinické  hodnoceni a

dokumentaci klinického hodnoceni, véetné, a bez
omezeni, zdravotnické dokumentace a dalsich
podkladii a také vSech pozadovanych licenci,
osvédCeni a akreditaci, na zakladé upozornéni
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of the obligations hereunder.

d. Institution  represents that the
Services shall be performed using best efforts,
which shall include, but not be limited to, the
following:

(1) Exercising independent
medical judgment as to the compatibility of each
subject with the Protocol requirements;

(2) Obtaining a signed informed
consent from each Study subject pursuant to
Section 1 e) below;

(3) Reviewing all case report
forms for accuracy and completeness;

(4) Submitting all data and other
information related to the Study in a timely
manner;

(5) Notifying PPD, and
RA/MEC and/or LEC, if applicable, of any
unanticipated or serious adverse reactions to the
Sponsor Test Drug (as defined below) or control
drug and following the procedures set forth in the
Protocol and in accordance with applicable law;

(6) Notifying PPD, and
RA/MEC and/or LEC, if applicable, in writing, of
any deviations from the Protocol;

(7) Maintaining all  records,
accounts, notes, reports and data, and RA/MEC
and/or LEC, communications (submission
approval and progress reports) collected,
generated or used in connection with the Study,
whether in written, electronic, optical or other
form, including all recorded original observations
and notations of clinical activities such as case
report forms and all other reports and records
necessary for the evaluation and reconstruction of
the Study (“Study Documentation”);

(8) Allowing PPD and/or
Sponsor to inspect and audit any facilities used by
Institution and Principal Investigator for the Study
and Study Documentation, including, without
limitation, subject medical records and other
source documents and all required licenses,
certificates and accreditations, upon reasonable
advance notice; and,
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predem; a

(9) Spoluprace s PPD v jeho Usili

monitorovat klinické hodnoceni, a umozit
zadavateli  monitoraci  prab&hu  klinického
hodnoceni.

e. Poskytovatel a hlavni zkousejici musi
ziskat v souladu s § 51 ¢l. 2 h) z&k. 378/2007 Sb.
o lécivech, ve znéni pozd¢jsich piedpist, a § 8
vyhl. 226/2008 Sb. vcetné pfilohy, ve znéni

pozdgjSich  predpist, informovany souhlas
subjektd  Klinického hodnoceni k ucasti v
klinickém  hodnoceni. Forma  takového

informovaného souhlasu musi byt v aktualni
podobé schvalené RU, MEK a/nebo LEK, pokud
je to tak aplikovatelné, a spole¢nosti PPD. A musi
obsahovat jazyk nezbytny k povoleni regulacnich
organti, RU/MEK a/nebo LEK, pokud je to tak
aplikovatelné, zadavatele, a PPD, mit plny pfistup
k informacim o zdravi pacienti v souladu se
vSemi platnymi zdkony na ochranu soukromi a
predpisy.

f. Zadna zména v protokolu nesmi byt
vykondna  poskytovatelem  ani  hlavnim
zkouSejicim, s vyhradou platnych zakond
tykajicich se bezpe€nosti subjektt Klinického
hodnoceni, které vyzaduji odchylku od protokolu.
V takovém pfipadé strana, ktera si uvédomuje
potiebu odchylky, neprodlené oznami PPD a
zadavateli divody pro takovou odchylku, jakmile
jsou tyto skutecnosti této strané¢ znamé. Uvedené
oznameni  bude  nasledovano  pisemnym
potvrzenim o tomtéz.

g. Poskytovatel a hlavni zkousejici berou
na védomi, ze zadavatel je vlastnikem MEDI-551
1é¢ivého piipravku zadavatele, ktery ma byt
hodnocen a testovan v klinickém hodnoceni
(,,hodnoceneé 1é¢ivo zadavatele”), a také vSech
placeb a podobnych 1é¢iv. Hodnocené Iécivo
zadavatele zistava v péci a fizeni poskytovatele a
hlavniho zkousejiciho po celou dobu klinického
hodnoceni, a posyktovatel a hlavni zkousejici
mohou  pouzivat toto hodnocené 1éCivo
zadavatele, pouze tak, jak je popsano v protokolu.

h. Poskytovatel a hlavni zkousejici musi
uchovat dokumentaci klinického hodnoceni po
dobu patnacti (15) let po ukonéeni klinického
hodnoceni, nebo po predcasném ukonceni
klinického hodnoceni, a =zajisti, aby Zadna
dokumentace klinického hodnoceni nebyla
zni¢ena bez piedchoziho pisemného souhlasu
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(9) Cooperating with PPD in its
efforts to monitor the Study, and allow Sponsor to
monitor the conduct of the Study.

e. Institution and Principal
Investigator shall obtain, in accordance with
Section 51 article 2 (h) of Act no. 378/2007 Coll.
on Pharmaceuticals, as amended, and § 8 Decree
no. 226/2008 Coll., including annex, as amended,
an informed consent from Study subjects to
participate in the Study. The form of such
informed consent must be the most current form
approved by RA, MEC and/or LEC, if
applicable, and PPD. and must contain language
necessary to permit regulatory agencies, the
RA/MEC and/or LEC, if applicable, Sponsor, and
PPD to have full access to and use patient health
information in accordance with all applicable
privacy laws, rules and regulations.

f. No change in the Protocol shall
be made by Institution or Principal Investigator,
subject to any applicable laws relating to the
safety of research subjects that require a deviation
from the Protocol. In such case, the Party aware of
the need for a deviation shall immediately notify
PPD and Sponsor of the facts supporting such
deviation as soon as the facts are known to said
Party. Said notification shall be followed by written
confirmation of same.

. The Institution and Principal
Investigator acknowledge that the Sponsor owns
MEDI-551, the Sponsor medicinal product being
studied or tested in the Study (“Sponsor Test
Drug”) and any placebo and comparator drug. The
Sponsor Test Drug shall remain within custody and
control of Institution and Principal Investigator at
all times during the Study and Institution and
Principal Investigator shall only use the Sponsor
Test Drug as described in the Protocol.

h. The Institution and Principal
Investigator shall maintain Study Documentation
for fifteen (15) years, after the completion of the
Study or the early termination of the Study and
shall ensure that no Study Documentation is
destroyed without the prior written approval of
PPD (or Sponsor as the case may be). The
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PPD (nebo zadavatele). Hlavni zkousejici je
povinen dodrZzovat platné ptredpisy pro zdravotni
personal v Ceské republice a Evropské unii a
vSechny ostatni platné piedpisy tykajicich se
uchovavani dokumentace klinického hodnoceni.

i. Poskytovatel a hlavni zkousejici
souhlasi, s poskytnutim soucinnosti spole¢nosti
PPD (nebo zadavateli) s regula¢nimi podanimi, v
ptipadé potieby. Poskytovatel a hlavni zkousejici
budou dostate¢né odmenovany za pomoc s témito
regula¢nimi podanimi.

j- Poskytovatel povéii zaméstnance
kvalifikovaného odpovidajicim zpisobem k
jednani jako povéreného farmaceuta (dale jen
,farmaceut®), aby zajistil spravné zachazeni s
hodnocenym 1é¢ivem zadavatele v souladu s
protokolem, spravnou lékéarenskou praxi a vyhl.
226/2008 Sb. a vsech dalsich pfislusnych
mistnich predpist.

2. Doba platnosti a ukonceni

a. Platnost této smlouvy zacind dnem
ucinnosti a bude pokracovat az do doby, dokud
ucel tohoto klinického hodnoceni nebude
dokon¢en (,,doba platnosti”), pokud neni
smlouva ukoncena piedCasné podle ustanoveni
¢lanku 2 této smlouvy.

b. PPD mize podle svého uvazeni,
ukon¢it tuto smlouvu a to i bez udani davodu, po
tficeti (30) dnech po predchozim pisemném
ozn&meni poskytovateli a hlavnimu zkousejicimu.

c. Tato smlouva muize byt ukoncena
spole¢nosti PPD a to s okamzitou platnosti z
nasledujicich divodi:

(1) povoleni k  provedeni
klinického hodnoceni je zamitnuto americkym
ufadem pro kontrolu potravin a 1é¢iv (Food and
Drug Administration, dale jen ,,FDA®);

(2) udaje klinického hodnoceni a
vysledky  hodnoceni  naznaCuji  ukonceni
klinického hodnoceni z jakéhokoli duvodu,
véetné  bezpeCnosti  subjektd  Klinického
hodnoceni;

3) PPD stanovi na ziklad¢

svého  vlastniho uvazeni, Ze  hlavnimu
ZkouSejicimu se nepodafilo piijmout nebo zaradit
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Principal Investigator agrees to comply with the
current regulations of health professionals in the
Czech Republic, the European Union and all other
applicable regulations regarding the retention of
Study Documentation.

i The Institution and Principal
Investigator agree to assist PPD (or Sponsor as the
case may be) with regulatory submissions, if
necessary. Institution and Principal Investigator
will be reasonably reimbursed for assisting with
such regulatory submissions.

j. The Institution will authorize an
employee appropriately qualified to act as a
delegated pharmacist (further “Pharmacist”) to
secure proper handling of the Sponsor Test Drug
in accordance with Protocol, Good
Pharmaceutical Practice and Decree no. 226/2008,
Coll. and all other relevant local regulations.

2. Term and Termination

a. The term of this Agreement shall
begin on the Effective Date and shall continue until
the objectives of the Study are accomplished
(“Term”), unless sooner terminated pursuant to this
Section 2.

b. PPD may, in its sole discretion,
terminate this Agreement, with or without cause,
upon thirty (30) days’ prior written notice to
Institution and Principal Investigator.

C. This  Agreement may be
terminated by PPD effective immediately for any of
the following reasons:

Q) authorization and
approval to conduct the Study is withdrawn by the
Food and Drug Administration (“FDA”);

(2 the Study data and test
results support termination of the Study for any
reason, including the safety and welfare of Study
subjects;

(3) PPD determines, in its
sole and absolute discretion, that Principal
Investigator has failed to recruit or enroll a
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dostate¢ny pocet subjektt pro ucast v klinickém
hodnoceni, aby bylo pravdépodobné, ze
pozadavky klinického hodnoceni budou splnény,
nebo

(4) PPD stanovi na ziklad¢
svého vlastniho uvazeni, ze poskytovatel ¢i hlavni
zkousejici zavazné porusuji podminky této
smlouvy;

(5) smlouva o poskytovani
sluzeb mezi PPD a zadavatelem uzaviena za
ucelem provadéni klinického hodnoceni je
ukonéena nebo zadavatel piestane zafazovat
subjekty hodnoceni do klinického hodnocent;

(6) v jinych  ptipadech
stanovenych platnymi zékony.

d. poskytovatel souhlasi s tim, Ze klinické
hodnoceni je soucasti multicentrického klinického
hodnoceni, a Ze v dob€ dosazeni cile zafazovani v
celkovém multicentrickém klinickém hodnocent,
bude zafazovani uzavieno ve vSech fesitelskych
centrech, a to i u poskytovatele, bez ohledu na to,
zda poskytovatel ¢i jiné feSitelské centrum
dosahlo svého stanoveného cile zafazovani.

e. Tato smlouva maze byt vypovézena
poskytovatelem do 30 dnd na zaklad¢é piedchozi
pisemné vypovédi pro zdvazné poruseni na strané
PPD, pokud uvedena poruseni nejsou napravena
do 30 dnti od oznameni. Tato smlouva muze také
byt ukonéena poskytovatelem do 30 dni na
zakladé predchozi pisemné vypovédi, pokud
zadavatel nebo PPD provede takové zmény v
Klinickém hodnoceni, které vyznamné zvySuji
naklady poskytovatele na provedeni klinického
hodnoceni.

f. Thned po obdrzeni vypovédi,
poskytovatel a hlavni  zkouSejici  ukonc¢i
zafazovani subjekti do Kklinického hodnoceni,
zastavi provadéné postupy subjektt hodnocenti,
ktefi jiz byli zazazeni do protokolu, a zdrzi se z
dalsich nakladi a vydaji v maximalni mozné
mife.

g. V pfipadé ukonceni bude Ccastka
splatna podle této smlouvy omezena na pomérné
poplatky na zakladé skute¢né vykonanych sluzeb
vsouladu s protokolem, jak je stanoveno
Vv ustanoveni ¢lanku 3 niZze, a podle rozpisu
plateb, ktery je pfilohou této smlouvy jako
Ptiloha ¢. 1 (déle jen ,,rozpis plateb”). Jakékoliv
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sufficient number of subjects for participation in the
Study to make it likely that the statistical
requirements applicable to the Study will be met; or

4) PPD determines, in its
sole and absolute discretion, that the Institution or
Principal Investigator materially breaches the terms
of this Agreement;

(5) The services agreement
between PPD and Sponsor for the conduct of the
Study is terminated or Sponsor ceases enrolling
subjects into the Study; or

(6)

applicable laws.

as otherwise required by

d. Institution acknowledges that the
Study is part of a multi-center Study and that when
the enrolment goal for the multi-center Study as a
whole is reached, enrolment will be closed at all
sites, including at the Institution, regardless of
whether the Institution or any other site has reached
its individual enrolment goal.

e. This Agreement may be terminated
by Institution upon thirty (30) days’ prior written
notice of termination for material breach by PPD, if
said breach is not cured within said 30-day period.
This Agreement may also be terminated by
Institution upon thirty (30) days’ prior written
notice of termination if Sponsor or PPD makes
changes to the Study that materially increase the
Institution’s costs of performing the Study.

f. Immediately upon receipt of a
notice of termination, Institution and Principal
Investigator shall cease entering subjects into the
Study, cease conducting procedures to the extent
medically permissible on subjects already entered
into the Protocol, and refrain from incurring
additional costs and expenses to the extent possible.

g. In the event of termination, the
sum payable under this Agreement shall be limited
to prorated fees based on actual Services performed
pursuant to the Protocol as determined in
accordance with Section 3 below and the budget
attached hereto and incorporated herein by
reference as Exhibit 1 (the “Budget”). Any
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Castka  nepfislusici  podle této  smlouvy
poskytovateli nebo hlavnimu zkousejicimu, ale jiz
zaplacend, musi byt vracena spole¢nosti PPD bez
pfipominani do tficeti (30) dni od pisemné vyzvy
podlozené podklady spolecnosti PPD.

h. Po dokonceni klinického hodnoceni ¢i
pfed¢asném ukonéeni této smlouvy, musi
poskytovatel a/nebo hlavni zkousejici ptipravit a
predlozit spolec¢nosti PPD zavérecnou zpravu
obsahujici vSechny relevantni informace o
Klinickém hodnoceni, tak jak je uvedeno v
protokolu, vcetné vSech udaji a vysledku
Klinického hodnoceni, a musi navratit prislusSnym
vlastnikim veskeré informace o spolecnosti PPD
a zadavateli, tak jak je definovano v této smlouve.

i. Po skonéeni klinického hodnoceni ¢i
predcasném ukoncéeni této Smlouvy, vsechna
nevyuzitda ~ hodnocena  1éCiva  zadavatele,
slouCeniny, zafizeni a materidly souvisejici s
klinickym hodnocenim, poskytnuté zadavatelem
nebo spolecnosti PPD poskytovateli a/nebo
hlavnimu zkousejicimu, musi byt vracena nebo
skartovdna podle pokyni PPD ¢&i  jejim
zmocnéncem. Zadna nevyuzita hodnocena 1é¢iva
zadavatele, nesmi byt poskytovatelem ani
hlavnim zkousejicim prodavana.

j. Poskytovateli a/nebo  hlavnimu
zkousejicimu mulze byt poskytnuto vybaveni
pozadované¢ pro klinické hodnoceni. Takové
vybaveni ~mize byt vyuzivano  pouze
poskytovatelem, hlavnim zkouSejicim a/nebo
témi studenty, zaméstnanci, zastupci nebo jinymi
osobami vcetné spoluzkousejicich povérenymi
poskytovatelem (,,studijni tym*), provadénim
klinického hodnoceni pouze Vv rozsahu
pozadovaném klinickym hodnocenim a pouze pro
ucely popsané v protokolu. Vybaveni musi byt
vraceno PPD po dokonceni nebo predCasném
ukonceni  klinického  hodnoceni. Pokud
poskytovatel a/nebo hlavni zkouSejici nevrati
vybaveni, jeho trzni hodnota bude odectena
z konecné platby hlavnimu zkousejicimu, jak je
uvedeno i Vseparatni smlouvé s hlavnim
zkousejicim.

k. zadavatel a/nebo PPD mohou tuto
smlouvu vypoveédét okamzité prostrednictvim
pisemné vypovédi vSem stranam této smlouvy v
souvislosti s bezpecnostnimi opatfenimi, nebo v
jinych piipadech stanovenych platnymi zakony.
Zadavatel mtize ukonéit klinické hodnoceni z
jakéhokoli diivodu a to pisemnou vypovédi. Thned
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amounts not due to the Institution or Principal
Investigator pursuant to this Agreement, but already
paid, must be returned to PPD without demand
within thirty (30) days from delivery of written
notification with appropriate evidence by PPD.

h. Upon completion of the Study or
earlier termination thereof, Institution and/or
Principal Investigator shall prepare and forward a
final report containing all relevant information for
the Study as described in the Protocol, including all
data and Study results to PPD, and shall return all
PPD and Sponsor Information, as defined herein, to
its respective owner.

i Upon completion of the Study or
early termination thereof, all unused Sponsor Test
Drug, compounds, devices and related Study
materials furnished to Institution and/or Principal
Investigator by or on behalf of Sponsor or PPD
shall be returned or disposed as instructed by PPD
or its designee.  Any unused Sponsor Test Drug
must not be sold by Institution or Principal
Investigator.

J- Equipment required for the Study may be
provided to Institution and/or Principal Investigator.
Such equipment may only be accessed and used by
the Institution, Principal Investigator and/or those
students, employees, agents or others who are
engaged by the Institution in the conduct of the
Study, including any sub-investigator (“Study Site
Staff”) to the extent required for the conduct of the
Study and only for the purposes described in the
Protocol. The equipment must be returned to PPD
upon completion of the Study or early termination
thereof. If Institution and/or Principal Investigator
do not return the equipment, the fair market value of
the equipment will be deducted from the final
payment of Principal Investigator as stipulated in
separate agreement with the Investigator.

k. Sponsor, and/or PPD  may
terminate the Agreement immediately upon written
notice to all parties hereunder for safety concerns or
as otherwise required by applicable laws. Sponsor
can terminate the Study for any reason, with written
notice. Immediately upon receipt of a notice of
termination, Institution and Principal Investigator
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po obdrzeni vypoveédi, poskytovatel a hlavni
zkousejici ukonci zatazovani subjektli hodnoceni
do klinického hodnoceni, zastavi provadéné
ukony subjektd hodnoceni, které jiz byli zafazeni
do protokolu, a zdrzi se z dalSich nakladi a
vydajii v maximalni mozné mire.

l. pokud hlavni zkouSejici neni dale
schopen (z jakéhokoliv divodu) vykonavat funkci
hlavniho zkous$ejiciho klinického hodnoceni a
neni dohodnuta nihrada pfijatelna pro zadavatele,
PPD a poskytovatele, smluvni strana smi ukoncit
tuto smlouvu pisemnou vypovedi.

3. Platby

a. Zadavatel, prostiednictvim
spole¢nosti PPD, je povinnen hradit sluzby
poskytovateli a hlavnimu zkousejicimu, v souladu
s rozpisem plateb, avSak za predpokladu, Ze tyto
sluzby byly tadné¢ provedeny v souladu s
protokolem a touto smlouvou. Strany souhlasi, ze
nahrada piedstavuje trzni hodnotu poskytovanych
sluzeb. Poskytovatel a hlavni zkousejici rozumi,
ze zadné dalsi platby (jak je definovano nize
v ustanoveni ¢lanku 14 a., nebudou provedeny

spole¢nosti  PPD  jménem  zadavatele za
dokoncené sluzby, které nejsou uvedeny v
protokolu ani zahrnuty v rozpisu plateb.

Poskytovatel a hlavni zkousejici byli vybrani k
provedeni klinického hodnoceni, vzhledem ke
svym zkusenostem, znalostem a dovednostem, ale
v zadném ptipadé ne jako podnét, nebo vyménou
za minulé, soucasné nebo budouci ptedepsani,
nakup, doporuceni, pouziti ¢i zisk prednostniho
formulafe, postaveni nebo vydeje jakéhokoli
produktu zadavatele. Poskytovatel a hlavni
zkousejici nebudou odskodnéni za zadné subjekty
klinického hodnoceni, které byli zafazeni bez
fadné podepsaného informovaného souhlasu v
souladu s ustanovenim ¢lanku 1d. (2)ale., a
které nespliiuji kritéria pro zatazeni/vyfazeni. Bez
ohledu na jakékoli opacné ustanoveni obsazené v
této smlouvé, platby uréené pro poskytovatele
musi byt provedeny na ucet piijemce plateb, na
adresu uvedenou v této smlouve, a to pomoci
platebniho formulatre, ktery je pfilozen jako
Priloha ¢. 2 nebo pomoci jiné¢ho pfislusného
formulate poskytnutého spolecnosti PPD, ktery
musi byt pfedloZzen pied uzavienim této smlouvy.

b. Platby jsou z&vislé na
podminkéch uvedenych v rozpoc¢tu a zpravach a
dal$ich informacich podle ustanoveni ¢lanku 2 h.,
které jsou ptedlozeny spolecnosti PPD vcas a
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shall cease entering Study subjects into the Study,
cease conducting procedures to the extent medically
permissible on Study subjects already entered into
the Protocol, and refrain from incurring additional
costs and expenses to the extent possible.

. If Principal Investigator is no
longer able (for whatever reason) to act as Principal
Investigator of the Study and no replacement
mutually acceptable to Sponsor, PPD and Institution
has been found, a Party may terminate upon notice.

3. Payments

a. Sponsor, through PPD, shall
compensate Institution and Principal Investigator
for the Services in accordance with the Budget;
provided, however, that the Services have been
properly performed in accordance with the Protocol
and this Agreement. The parties agree the
compensation constitutes fair market value for
Services actually provided. The Institution and
Principal Investigator understand that there will be
no other Payments (as defined below in Section
14a) made by PPD on behalf of Sponsor for
services completed that are not contemplated by the
Protocol and included in the Budget. In addition,
the Institution and the Principal Investigator have
been selected to conduct the Study because of
their experience, expertise and resources and not,
in any way, as an inducement to, or in return for,
past, present or future prescribing, purchasing,
recommending, using, obtaining preferential
formulary status for or dispensing any Sponsor
product Institution and Principal Investigator will
not be compensated for any Study subjects who
were enrolled without a properly executed informed
consent form in accordance with Sections 1 d. (2)
and 1 e and who do not meet the
inclusion/exclusion  criteria. ~ Notwithstanding
anything to the contrary contained herein, all
Payments for the Institution shall be made to the
payee and at the address indicated in this
Agreement and on the Payment Authorization Form
attached hereto as Exhibit 2 or other applicable
form provided to PPD, which form shall be
submitted to PPD before the execution of this
Agreement.

b. Payments are dependent upon the
conditions set out in the Budget and upon the
reports and other information pursuant to Section
2 h. being submitted to PPD in a timely and
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uspokojiveé. Platba za castecné ukoncené, tedy
nedokonéené piipady, musi byt provedena
pomérnym dilem za sluzby poskytnuté v souladu
s rozpisem plateb. Poskytovateli ani hlavnimu
ZkouSejicimu nebude vyplaceno za Zadné
provedené sluzby, které jsou povaZovany za
poruseni této smlouvy.

C. Platby splatné podle této smlouvy
jsou prichozi platby od zadavatele. PPD provede
platou poskytovateli po obdrzeni penéznich
prostiedkti od zadavatele.

d. Poskytovatel a hlavni zkousejici
nebudou G¢tovat pojistovnam nebo jinym tretim
stranam (véetné vlady) za naklady vyplacené
poskytovateli a hlavnimu zkouSejicimu za
poskytnuté sluzby nebo postupy, které jsou
pozadovany protokolem.

e. Pokud poskytovatel, hlavni
zkousejici nebo pacient pozaduje nahradu za
poskozeni pacienta, musi tuto skute¢nost

poskytovatel nebo hlavni zkouSejici okamzité
oznamit spolec¢nosti PPD.

f. Spole¢nost PPD prohlasuje, ze byla s

hlavnim  zkouSejicim uzaviena smlouva o
poskytovani  sluzeb  ktomuto  Kklinickému
hodnoceni, na zdkladé¢ které budou hlavni

zkousejici a studijni tym odménéni za provedeni
klinického hodnoceni. Tato odména bude
korespondovat s odménou pro feSitelsky tym
uvedenou v piiloze ¢. 1 smlouvy.

4.  Zastoupeni a zaruky

a. Poskytovatel prohlasuje a zaruCuje, ze on
i hlavni zkousejici:

1) maji zkuSenosti a schopnosti
odpovidajici pfedmétu a dalsi zdroje, véetné, ale
nikoli vyhradné, dostatku personalu a zafizeni,
které piesné, Gcinné a vytrvale plni Klinické
hodnoceni.

(2) budou poskytovat sluzby podle této
smlouvy  profesiondlnim a  kompetentnim
zpisobem, provadét prislusné procedury a
vénovat nezbytny personal a vybaveni po celou
dobu provadéni klinického hodnoceni takovym
zpusobem, popsanym v této SmIOuve.

3 provedou klinické hodnoceni v
ptisném souladu s protokolem a touto smlouvou.
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satisfactory manner. Payment for partially
completed cases, i.e., early withdrawals, shall be
made on a pro-rata basis for Services performed
according to the Budget. Institution and Principal
Investigator will not be paid for any Services
performed that are deemed violations of this
Agreement.

C. Payments due under this
Agreement are pass-through payments from
Sponsor. PPD shall make payment to Institution
upon its receipt of funds from Sponsor.

d. Institution and Principal
Investigator will not bill insurance companies or
other third party payors (including government) for
costs paid to Institution and Principal Investigator
for Services provided or procedures required by the
Protocol.

e. If Institution, Principal Investigator
or any patient seeks reimbursement for a patient
injury, Institution and Principal Investigator shall
promptly notify PPD.

f. PPD declares to have executed an
Agreement on Providing Services with the
Principal Investigator regarding this Study, on the
basis of which the Principal Investigator and
Study team are remunerated for conducting this
Study. This remuneration will be in compliance
with remuneration for Study Team listed in
Exhibit 1 of this Agreement.

4. Representations and Warranties

a. The Institution represents and
warrants that it and Principal Investigator each:
@ have the experience, capabilities,

adequate subject population, and other resources,
including but not limited to, sufficient personnel
and facilities, to accurately, efficiently and
diligently perform the Study.

2 will  perform  the  Services
hereunder in a professional and competent manner,
and will utilize due diligence and devote the
necessary personnel and facilities at all times to
perform the Study hereunder in such manner.

3) will conduct the Study in strict
accordance with the Protocol and this Agreement.
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(4) a jejich zaméstnanci ¢i jiné osoby
jimi urcené pro poskytovani sluzeb na zaklade
této smlouvy: (i) nejsou v soucasnosti vylouceni,
navrzeni pro vylouceni nebo jinak omezeny na
zaklad¢ jinych pravnich pfedpisi platnych pro
Klinické hodnoceni; (ii) nejsou predmétem Setieni
pro vyluCovaci zaloby u z&dnych vladnich ¢i
regulaénich organid, véetné nezavislé etické
komise, do jejiz pusobnosti spadd predmét
daného Klinického hodnoceni (podle vySe
uvedené definice v § 1. a tohoto ¢lanku), nebo
(iif) nejsou v probihajicim jedn&ni pro
diskvalifikaci ani nebyli vylouc¢eni FDA nebo
naslednymi predpisy, (iv) nemaji zruSené Cci
pozastavené lékaiské licence nebo osvédceni
jakoukoliv RU/MEK a/nebo LEK, ani jina
omezeni, ztratu prav nebo suspenzi z provadeéni
klinickych hodnoceni, a (v) nevénuji se Zzadnému
jednani nebo Ccinnosti, ktera by mohla vést k
nekteré¢ z vyse uvedenych diskvalifikaci, zruSeni
nebo pozastaveni ¢innosti.

(5) jednaji a pozaduji, aby vSechny
osoby a pravnické osoby vykonavajici sluzby
jejich jménem jednali v souladu s veSkerymi
platnymi zékony, pfedpisy a smérnicemi, které by
mohly mit dopad nebo se vztahuji k provadéni
klinického hodnoceni, v¢etné, ale ne vyhradné,
zak. 378/2007 Sb. o 1é¢ivech, ve znéni pozd¢jsich
predpist, zakona ¢.. 372/2011 Sh. o zdravotnich
sluzbach, ve znéni pozdé€jSich predpist, vyhl.
226/2008 Sbh. o spravné Klinické praxi a blizsich
podminkdch pro klinické hodnoceni 1é¢iv,
evropské bezpecénostni zpravy, ochrany soukromi
(, financnich informaci a konfliktdh zajmu,
nezdkonnych plateb/uplatkaistvi, LEC/aktivit
etické komise, bezpe€nosti pacientd a Spravnou
klinickou praxi.

(6) nepodniknou nic, co by zpusobilo,
ze podnikatelska skupin zadavatele nebo PPD
porusi piislusné zakony pro boj proti podvodim,
korupci, vydirani, prani Spinavych penéz nebo
terorismu.

(7) nebudou piimo nebo nepiimo platit
slibovat platbu, nebo povolovat platbu, nebo

davat, slibovat nebo povolovat darovani
¢ehokoliv cenného Zadné osob&é nebo subjektu,
véetné jakéhokoli vladniho urednika,

zdravotnického pracovnika nebo osoby spjaté se
zdravotnickou organizaci k ziskani nebo podpote
obchodu nebo zajisténi nepatiicné vyhody pro
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4) and its/his/her employees or any
other person retained by it to perform the Services
pursuant to this Agreement: (i) is not presently
debarred or proposed for debarment or otherwise
under restrictions pursuant to any other laws and
regulations applicable to the Study; (ii) is not
under investigation for debarment action by any
governmental or regulatory authorities, including
independent  ethics ~ committees, having
jurisdiction over the subject matter of the
particular Study (as defined above in section 1. a.
hereof) or, (iii) does not have a disqualification
hearing pending or has been disqualified by the
FDA or its successor provisions, (iv) does not
have a revoked or suspended medical license or
applicable certification by any RA/MEC and/or
LEC or any other restrictions, disqualifications or
suspensions from performing a clinical study, and
(v) has not engaged in any conduct or activity
which could lead to any of the above mentioned

debarment, disqualification, revocation or
suspension actions.
(5) shall act, and shall require any

persons or entities performing the Services on
its/his/fher behalf to act, in accordance and
compliance with any and all applicable laws,
rules, guidelines and regulations which could
impact or relate to the conduct of clinical trials,
including but not limited to, Act no. 378/2007
Coll., on Pharmaceuticals, as amended, Act no.
372/2011 Coll. on Medical Services, as amended,
Decree no. 226/2008 Coll. on the Good Clinical
Practice and Detailed Conditions for Clinical
Studies of Pharmaceuticals,, European safety
reporting, privacy, financial disclosure and
conflict of interest, anti-bribery/anti-corruption,
LEC/ethics committee activities, patient safety
and Good Clinical Practice (GCP).

(6) will not take any action that will cause
any Sponsor group company or PPD to be in breach
of any applicable laws for the prevention of fraud,
corruption, racketeering, money laundering or
terrorism.

(7) shall not directly or indirectly pay or
promise to pay, or authorize the payment of any
money, or give, promise to give, or authorize the
giving of anything of value to any person or
entity, including any government official,
healthcare professional or person affiliated with a
healthcare organization, to obtain or retain
business or secure improper advantage for any
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jakoukoliv podnikatelskou skupinu zadavatele
nebo PPD. Poskytovatel a hlavni zkousejici se
také zavazuji, ze nebudou pfimo nebo nepiimo
ptijimat nebo zadat jakékoliv penize nebo cokoliv
cenného od zadné osoby nebo subjektu za Gcelem
zajisténi nepatfi¢né vyhody u jakékoliv smluvni
strany pro takovou osobu nebo subjekt ve spojeni
s obchodnim jednanim.

5. Regulaéni kontroly a audity

a. Poskytovatel a/nebo hlavni zkousejici
neprodlené vyrozumi spole¢nost PPD, pokud to
neni zakdzano platnymi piedpisy, pokud
RU/MEK a/nebo LEK s ohledem na Klinické
hodnoceni (a) kontaktuje poskytovatele nebo
hlavniho zkousejiciho, (b) provadi nebo oznadmi
svllj zamér provést inspekci na kterémkoliv
resitelském centru nebo (c) nebo oznami svij
zamer piijmout dal$i regulacni opatieni ve vztahu
k jakékoli ¢innosti poskytovatele, LEK nebo
hlavniho zkousejiciho.

b. Jak PPD tak i zadavatel budou mit
moznost byt pfitomni bé&hem statnich kontrol
nebo jinych regulacnich opatteni, u kterych se da
ocekavat, ze budou mit dopad na daje ¢i Klinické
aktivity v ramci klinického hodnoceni, z
jakéhokoliv fesitelského centra, jez se podili na
klinickém hodnoceni. Pokud jsou poskytovatel a
hlavni zkousejici vyzvani k reakci na otazky
regula¢niho organu, zadavatel a PPD maji pravo
posoudit a schvalit odpovédi poskytovatele a
hlavniho zkousejiciho.

c. Zadavatel a PPD maji pravo proveést audit
jakychkoliv zafizeni pouzivanych poskytovatelem

a hlavnim zkousejicim vrédmci klinického
hodnoceni.
6. Prava Zveiejnéni

a. Poskytovatel a hlavni zkousejici souhlasi,
7ze zadavatel ma pravo prvniho zvefejnéni
vysledkt klinického hodnoceni, které by mélo
byt spolec¢né, multi-centralni zvetejnéni vysledki
klinického hodnoceni provedeného zadavatelem
ve spojitosti s hlavnimi  zkouSejicimi a
poskytovateli ze vsech prislusnych fesitelskych
centrech pfispivajicich udajemi, analyzami a
komentafi. Poskytovatel a/nebo hlavni zkousejici
nesmi zvefejiovat ani prezentovat zadné
vysledky klinického hodnoceni diive nez (i)
datum prvniho zvefejnéni vysledka klinického
hodnoceni nebo (ii) na konci osmnactého (18)
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Sponsor group company or PPD. Institution and
Principal Investigator also agree that they shall
not directly or indirectly receive or solicit any
money or anything of value from any person or
entity in order for any Party to secure an improper
advantage to such person or entity in connection
with any business dealing.

5. Requlatory Inspections and Audits

a. Institution ~ and/or  Principal
Investigator shall promptly notify PPD unless
prevented from doing so by applicable law, if any
RA/MEC and/or LEC, with respect to the Study
(a) contacts the Institution or the Principal
Investigator, (b) conducts, or gives notice of its
intent to conduct, an inspection at any Study site
or (c) takes, or gives notice of its intent to take,
any other regulatory action with respect to any
activity of the Institution, the LEC or the Principal
Investigator.

b. Both PPD and Sponsor shall have
the ability to be present during government
inspections, or other regulatory actions, that could
reasonably be expected to impact any data or
clinical activity under the Study, of any site
participating in the Study. If Institution and
Principal Investigator are asked to respond to
Regulatory Authority questions, Sponsor and PPD
shall have the right to review and approve the
Institution and Principal Investigator response.

C. Sponsor and PPD shall have the
right to audit any facilities used by Institution and
Principal Investigator for the Study.

6. Publication Rights

a. The Institution and Principal
Investigator agree that the Sponsor shall have the
right to the first publication of the results of the
Study which is intended to be a joint, multi-center
publication of the Study results made by Sponsor
in conjunction with the principal investigators and
institutions from all appropriate sites contributing
data, analysis and comments. The Institution
and/or Principal Investigator shall not publish or
present any Study results until the earlier of (i) the
date of the first Study results publication or (ii)
the end of the eighteen (18) month period
following the completion, or early termination, of



PPD Confidential Information

vvvvvv

multicentrického klinické hodnoceni ve vsech
zucastnénych resitelskych centrech.

b. Bez ohledu na vySe uvedené, po prvnim
zvetejnéni muze poskytovatel a/nebo zkousejici
zvetejnovat udaje a vysledky tohoto klinického
hodnoceni, avSak za piedpokladu, ze poskytovatel
a/nebo hlavni zkouSejici piedlozi navrhované
zvefejnéni a/nebo prezentaci zadavateli ke
zhlédnuti a to nejméné Sedesat (60) dnt pred
podanim Kk navrhovanému zvefejnéni a/nebo
prezentaci. Pokud zadavatel pisemné zazada,
musi poskytovatel a/nebo hlavni zkousejici
zadrzet zvefejnéni nebo prezentaci na dalSich
devadesat (90) dnli pro umoznéni ochrany prav
dusevniho vlastnictvi zadavatele. Zadavatel muze
odstranit z navrhovaného zvefejnéni nebo
prezentace jakékoliv informace, které jsou
povazovany za diveérné a/nebo obsahuji jiné
Gdaje a vysledky klinického hodnoceni. Koneény
obsah pro zvefejnéni nebo dal§i prezentaci urci
autor v souladu s pokyny uvedenymi v tomto
Clanku 6. Pokud ma autor udé€lené copyright
opravnéni od vydavatele pro vytvareni a Sifeni
kopii publikace nebo prezentace, tento autor ud¢li
licenci zadavateli pro tato copyright opravnéni.
Veskeré publikace jsou predmétem licence
poskytnuté  poskytovateli a/nebo  hlavnimu
zkouSejicimu v élanku  Prava  dusSevniho
vlastnictvi

c. Poskytovatel a hlavni zkousejici
souhlasi, Ze kazdy autor biomedicinského
rukopisu, publikace a/nebo prezentace musi byt
plné v souladu s:

(1)  Kiritérii a/nebo pokyny mezinarodniho
vyboru medicinské Zzurnalistiky (International
Committee of Medical Journal Editor’s, dale jen
“ICMJE”), tykajicimi se etickych principt
autorstvi a  publikace v biomedicinskych
Casopisech, zpiistupnéni informaci o vztahu se
zadavatelem a ptipadnych stieti zajmi, vcetné
finan¢nich, nebo osobnich vztahl, které by
mohly byt vnimany jako zaujatost autorovi prace
a dodate¢ného zpfistupnéni pozadovaného
lékatskou nebo veédeckou instituci, Iékaiskou
komisi nebo jinou lékafskou nebo védeckou
organizaci se kterou jsou poskytovatel nebo
hlavni zkousSejici spjati;

(2) Publikaénimi podminkami zadavatele
jsou pfistupnymi na Www.astrazeneca.com;
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the multi-center Study at all participating sites.

b. Notwithstanding the foregoing,
following the first publication, the Institution
and/or Principal Investigator may publish data or
results from the Study; provided, however, that
the Institution and/or Principal Investigator
submits the proposed publication and/or
presentation to Sponsor for review at least sixty
(60) days prior to submission for proposed
publication and/or presentation.  If Sponsor
requests in writing, the Institution and/or Principal
Investigator shall withhold publication or
presentation for an additional ninety (90) days to
allow Sponsor to protect its intellectual property
rights. Sponsor may remove from the proposed
publication or presentation any information that is
considered confidential and/or proprietary other
than Study data and results. The final contents of
any publication or presentation shall be
determined by the author in accordance with the
guidelines set forth in this Section 6. If the author
is granted copyright privileges to make and
distribute copies of the publication or presentation
from the publisher, such author shall grant
Sponsor a license to such copyright privileges.
All publications are subject to the license granted
to the Institution and/or Principal Investigator
under the Intellectual Property Section.

C. Institution and Principal
Investigator agree that any author of a biomedical

manuscript, publications and/or presentations
shall fully comply with:
(D) any International Committee of Medical

Journal Editor’s (ICMJE) criteria and/or
guidelines regarding, ethical principles related to
authorship and publication in biomedical journals,
disclosure of any relationship with Sponsor and
any potential conflicts of interest, including any
financial or personal relationships that might be
perceived to bias the author’s work and any
additional disclosure required by any medical or
scientific institution, medical committee or other
medical or scientific organization with which the
Institution or Principal Investigator is affiliated;

2 Sponsor’s Publication Policy, available at
www.astrazeneca.com,;


http://www.astrazeneca.com/
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(3)  Vsemi piislusnymi zakony a piedpisy;
(4)  Vlastnimi pravidly a pokyny
poskytovatele; a
(5) Jakymikoliv  pfislusnymi pravidly
poskytnutymi autorovi zadavatelem

d. Poskytovatel a hlavni zkousejici

zptistupni v jakémkoliv podani rukopisu nebo
casopisu nebo kdekolik, kde je to pozadovano,
jakykoliv sttet zajmi, vcetné financnich, nebo
osobnich vztaht ktery by mohl byt vniman jako
zaujatost autorovi prace, jména osob, které
poskytly redakéni podporu jakémukoliv rukopisu
nebo publikaci a veskeré zdroje financovani
klinického hodnoceni nebo publikace a dalsi
zptistupnéni  pozadované  lékaiskou nebo
védeckou instituci, lékafskou komisi nebo jinou
Iékaiskou nebo védeckou organizaci se kterou je
autor spojen.

e. Publika¢ni podminky zadavatele
popisuji  zavazek zadavatele tykajici se
zpiistupnovani dat a prahlednosti prace
zadavatele s externimi zkouSejicimi a autory k
vytvofeni publikaci z vyzkumné spoluprace. V
souladu se spravnymi zasadami publikacni praxe
(http://www.bmj.com//node/397569?variant=full-
text), zadavatel neproplaci zkousSejicim zadné
ndhrady za autorstvi recenzovanych ¢lanku nebo
prezentaci. Pokud je platba cestovnich nahrad
nebo jina podpora pozadovana hlavnim
zkousejicim v souvislosti s prezentaci udaji na
kongresu, toto bude pfedmétem zvlastni smlouvy.

f. Dale, vztahy mezi autorem,
spoluautorem a zadavatelem ¢i jeho zastupcem,
oznaceni vSech autord, spoluautort a ptispévatel
(vCetné profesionalnich spisovatell) spojenych s
publikaci, rozsahem a Sitkou i vysledky vyzkumu
zptistupnéné kazdému autorovi, spoluautorovi ¢i
pfispévateli musi podléhat zvlastni autorské
smlouvé (pokud jiz nepodepsali smlouvu pro
zkousejiciho) a mohou byt zvefejnény pouze v
souladu s podminkami takové smlouvy.

g. Poskytovatel a hlavni zkousejici
souhlasi, ze nebudou zveiejnovat Zadny material
souvisejici s klinickym hodnocenim, pokud to
neni v souladu s timto ¢lankem 6 smlouvy.
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3 all applicable laws and regulations;

4) Institution’s own policies and guidelines;
and

5) any applicable policies provided to the

author by Sponsor.

d. Institution and Principal
Investigator shall disclose in any manuscript,
journal submission or elsewhere as appropriate or
required, any potential conflict of interest,
including any financial or personal relationships
that might be perceived to bias their work, the
names of any individuals who have provided
editorial support for any manuscript or
publication, and all funding sources for the Study
or publication and provide any additional
disclosure required by any medical or scientific
institution, medical committee or other medical or
scientific organization with which the author is
affiliated.

e. Sponsor’s  Publication  Policy
describes  Sponsor’s commitment to data
disclosure and transparency and how Sponsor will
work with external investigators and authors to
develop publications from research collaborations.
In line with good publishing practice guidelines
(http://www.bmj.com//node/397569?variant=full-
text), Sponsor does not pay compensation to
investigators for authorship of peer-reviewed
articles or presentations. Where payment of travel
expenses or other support is required by the
Principal Investigator in relation to presentations
of the data at congresses, this will be subject to a
separate contract

f. Furthermore, the relationships
between the author, co-authors and Sponsor or
any Sponsor affiliate, the identification of all
authors, co-authors or contributors (including
professional ~ writers)  associated with a
publication, and the scope and breadth or research
results made available to each author, co-author or
contributor shall be subject to a separate author
contract (if they have not already signed an
investigator contract for the Study) and must be
disclosed in accordance with the terms of such
agreement..

g. The Institution and the Principal
Investigator agree not to publish any Study related
material other than in accordance with this
Section 6.


http://www.bmj.com/node/397569?variant=full-text
http://www.bmj.com/node/397569?variant=full-text
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7. Divérnost

a. Pro ucely této smlouvy jsou davérné
informace definovany jako verbalni, pisemné
nebo elektronické informace o PPD a/nebo
zadavateli, at’ uz technické, obchodni nebo jiné
povahy, véetné informaci, které se tykaji
klinického hodnoceni, hodnoceného  1é¢iva
zadavatele, vyrobki, propagacnich materiald,
vyvoje, vlastnickych prdv a obchodnich
zéalezitosti, spolu s praci, vyrobky, vynalezy, a
vSemi dal§imi informacemi, udaji a ziskanymi
vysledky,  upravenymi,  vyvinutymi  nebo
vytvofenymi  poskytovatelem nebo hlavnim
zkousejicim v ramci této smlouvy (déle jen
souhrnné ,,informace”). Po celou dobu trvani této
smlouvy a po dobu deseti (10) let po ukonceni

nebo  vyprSeni  platnosti  této  smlouvy,
poskytovatel,  hlavni  zkouSejici a jeho
zaméstnanci a zastupci budou uchovavat
informace jako divérné a nesmi zvefejnit

informace tieti stran¢ ani pouzit informace pro
jiné ucely, nez pro plnéni svych povinnosti
stanovenymi podle této smlouvy, pokud zadavatel
(ptipadn¢ PPD) neposkytl ptedchozi pisemny
souhlas. Poskytovatel a hlavni zkousejici souhlasi
s udrzovanim informaci v zabezpe¢eném objektu,
pti¢emz podniknou komeréné primétené kroky k
ochran¢ informaci pfed neopravnénym pouzitim,
ptistupem k informacim a vyzrazenim informaci.
Poskytovatel a hlavni zkousejici jsou povinni
vratit veskeré informace spole¢nosti PPD a/nebo
zadavateli na jejich vyzadani. Tyto informace
musi zustat divérmé a vlastnickym majetkem

zadavatele (ptipadn¢ PPD) a musi byt
zpiistupnény pouze poskytovateli, hlavnimu
ZkouSejicimu a jeho zaméstnancim nebo

zastupcum na zakladé ,,potieby védéni“, za
podminek divérnosti v souladu s touto smlouvu.
Bez ohledu na vySe wuvedené, povinnost
mlcenlivosti a utajeni se nevztahuje na nasledujici
informace:

(1) Informace, které jsou nebo se
stanou vefejn¢ dostupnymi bez zavinéni nebo
poruseni této smlouvy poskytovatele nebo
hlavniho zkousejiciho;

(2)  Informace,  které
zvefejnény  poskytovateli  a/nebo
zkouSejicimu  tfeti osobou
zvetejnovat tyto informace;

jsou
hlavnimu
opravnénou

(3) Informace, které jsou jiz znamé
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7. Confidentiality

a. For purposes of this Agreement,
confidential information is defined as any verbal,
written or electronic information of PPD and/or
Sponsor, whether of a technical, business or other
nature, including, but not limited to, information
that relates to the Study, Sponsor Test Drug,
products, promotional material, developments,
proprietary rights or business affairs, together with
any work product, inventions, and all other
information, data and results collected, prepared,
developed or generated by the Institution or the
Principal Investigator under this Agreement
(hereinafter, collectively "Information™). At all
times during the term of this Agreement and for a
period of ten (10) years following termination or
expiration  thereof, Institution, Principal
Investigator and its/his/her employees and agents
shall keep Information confidential, and shall not
disclose Information to any third party or use
Information for any purpose other than in the
fulfilment of their respective obligations hereunder,
unless Sponsor (or PPD as the case may be) has
provided prior written consent. The Institution and
Principal Investigator agree to maintain the
Information in a secure facility, taking
commercially reasonable steps to protect the
information from unauthorized use, access and
disclosure. Institution and Principal Investigator
shall return all Information to PPD and/or Sponsor
upon request. Such Information shall remain the
confidential and proprietary property of Sponsor (or
PPD as the case may be) and shall be disclosed only
to Institution, Principal Investigator and its/his/her
employees or agents on a “need to know” basis,
under terms of confidentiality identical to those in
this Agreement. Notwithstanding the foregoing, the
obligations of confidentiality and nondisclosure
shall not apply to the following Information:

(1) Information that is or
becomes publicly available through no fault or
breach this Agreement by Institution or Principal
Investigator;

2 Information that is
disclosed to Institution and/or Principal Investigator
by a third party legally entitled to disclose such
information;

©)

Information that is already
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poskytovateli a/nebo hlavnimu zkousejicimu, tak
jak vyplyva z jejich predchozich pisemnych
zaznamu,

(4) Informace, které jsou nezavisle
produkovany bez uzivani nebo prospéchu, tak jak
je uvedeno v pisemné dokumentaci uchovavané v
bé&zném chodu podnikani;

(5) Informace,
poskytovatel a/nebo hlavni
¢lanku €. 6 této smlouvy; a

které
zkousejici

vydava
podle

(6) Informace, které musi byt
sdéleny organu statni spravy nebo na piikaz
ptislusného soudu, avSak za predpokladu
predchoziho oznameni zadavateli (nebo PPD
ptipadné), a hlavni zkousejici a poskytovatel
povoli zadavateli (PPD pfipadn€) chrénit
informace proti libovolnému zvefejnéni. Pokud
zvetejnéni informaci je vyzadovano, pak musi byt
provedeno rozumné na zdkladé pozadavki
zadavatele (ptipadné PPD) tak, aby bylo omezeno
podle zakona.

@) Informace, které jsou
vyslovné povoleny ke sd€leni nebo pouziti jak je
definovano podminkami této smlouvy.

b. Poskytovatel a hlavni zkousejici
souhlasi, ze informace zvetejnéné v klinickém
hodnoceni v registru nebo v databazi klinickych
vysledkt zadavatelem, nezbavuji poskytovatele a
hlavniho zkousSejiciho povinnosti mléenlivosti,
aby vSechny dal$i informace nebyly umistény v
klinickém hodnoceni v registru nebo databazi
Klinickych vysledki. Poskytovatel a hlavni
zkousejici se dale dohodli, Ze nebudou diskutovat
0 klinickém hodnoceni ani o hodnoceném lé¢ivu
zadavatele s jakymkoli finan¢nim, pramyslovym
ani bezpec¢nostnim analytikem, nebo s médii.

8. Ochrana soukromi a biologickych
materialu

a. Poskytovatel stanovi, ze kazda z osob
nebo subjektd vykonavajicich sluzby jejich
jménem, vcetné a bez omezeni, hlavniho
zkousejiciho, jsou v souladu se vSemi platnymi
zakony, pravidly, pfedpisy a pokyny, kterymi se
fidi ochrana osobnich udaji a informaci o zdravi
pacientli, vcetn¢ evropské smérnice o ochran¢
udaji  (EC/95/46) a veSkerych pfislusnych
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known to Institution and/or Principal Investigator as
demonstrated by its prior written records;

4) Information that is
independently developed without the use or benefit
of Information as shown by written documentation
maintained in the ordinary course of business;

(5) Information that is
published by Institution and/or  Principal
Investigator in accordance with Section 6 of this
Agreement;

(6) Information  that s
required to be disclosed to a government authority
or by order of a court of competent jurisdiction;
provided, however, that reasonable advance notice
is given to Sponsor (or PPD as the case may be),
and Principal Investigator and Institution shall
permit Sponsor (or PPD as the case may be) to
defend against any order of disclosure. If
disclosure of Information is mandated, disclosure
shall be crafted as reasonably requested by
Sponsor (or PPD as the case may be) so that
disclosure is limited to that required by law; or

@) Information ~ which s
expressly permitted to be disclosed or used as
defined by the terms of this Agreement.

b. Institution and Principal
Investigator agree that Information disclosed in a
clinical trial registry or clinical results database by
Sponsor does not release Institution and Principal
Investigator from confidentiality obligations as to
all other Information not posted on the clinical
trial registry or clinical results database.
Institution and Principal Investigator further agree
that it/he/she shall not discuss the Study or
Sponsor Test Drug with any financial, industry or
security analyst or with the media.

8. Privacy and Biological Materials

a. Institution shall comply and shall
require any of the persons or entities performing
the Services on its behalf, including without
limitation, Principal Investigator, to comply, with
all applicable laws, rules, regulations, and
guidelines governing the privacy of personally
identifiable information and patient health
information, including without limitation, the
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mistnich zadkont a predpist.

b. Kazda  smluvni strana je
zodpovédna za vlastni zpracovani osobnich udajii
(definovanych nize) a zajisti, ze v§echny osobni
Udaje souvisejici se subjekty hodnoceni, hlavnim
zkousejicim, studijnim tymem jsou sbirany,
uchovavany a pouzivany a zpiistupnovany a
pfemistovany v souladu se vSemi piisluSnymi
nadnarodnimi a narodnimi zékony o divéernosti a
informovanym souhlasem ziskanym od subjektu
hodnoceni. Hlavni zkouSejici je odpovédny za
ziskani  pisemného  souhlasu (ve formé
odsouhlasené PPD) se sbérem, pouzitim a
zptistupnénim osobnich udaji od kazdého clena
studijniho tymu a jeho poskytnuti PPD a
zadavateli. ,,Osobnimi udaji* se rozumi jakékoliv
informace a data, kterd pfimo nebo nepiimo

ey

poukazuji na Zijici osobu.

C. Poskytovatel zajisti, ze jakykoliv
sbér, nakladani, pfevoz a zadrzeni jakychkoliv
lidskych biologickych materidlt, véetné ale nejen
krve, tkani, plazmy a jakéhokoliv dalsiho
materialu obsahujicimu lidské bunky
(,,biologicky material®) je provadéno v souladu
s protokolem, informovanym souhlasem a
prislusnymi zakony a pozadavky. Poskytovatel a
hlavni zkouSejici souhlasi a jsou seznameni s tim,
7e zadavatel muaze pouzit biologicky material
k provedeni sekundarniho vyzkumu, ktery se
pfedmétem informovaného souhlasu a v souladu
S prislusnymi zékony a pozadavky.
»Sekundarnim vyzkumem® se rozumi, vyzkum,
ktery ptrekracuje nebo se 1isi od vyzkumu
uvedeného v protokolu, vcetné genetického
vyzkumu.

9. Propagace a pouzivani nazvu

a. Poskytovatel a/nebo hlavni zkousejici
nesmi zvefejiiovat existenci této smlouvy nebo
jeji spojeni se spole¢nosti PPD ¢&i zadavatelem,
ani pouzivat jméno zadavatele nebo PPD v
jakékoli tiskové zpravé, c¢lanku nebo jiném
zpusobu sdéleni vefejnosti, bez piredchoziho
vyslovného pisemného povoleni. VSechna takova
sdéleni musi byt prezkoumana a schvalena
spole¢nosti PPD.

b. Bez omezeni jiného prava zadavatele dle
této smlouvy, poskytovatel a hlavni zkouSejici
souhlasi, 7e zadavatel zaregistruje Klinické
hodnoceni a pokud je to mozné, a zasle vysledky
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European Data Protection Directive (EC/95/46) and
any relevant local laws and regulations.

b. Each Party shall be responsible for
its own processing of Personal Data (as defined
below) and shall ensure that any Personal Data
relating to a subject, the Principal Investigator
and/or the Study Site Staff, is collected, stored,
used, disclosed and transferred in accordance with
all applicable supranational and national, privacy
laws and with the informed consents that are or will
be obtained from subjects. The Principal
Investigator shall be responsible for obtaining and
providing PPD and Sponsor with written consents
(in the form agreed with PPD) from each Study Site
Staff for the collection, use and disclosure of their
Personal Data. ‘“Personal Data” means any
information and data that is directly or indirectly
referable to a natural person who is alive.

c. Institution shall ensure that any
collection, handling, transportation and retention of
any human biological materials, including but not
limited to blood, body tissue, plasma and any other
material containing human cells (“Biological
Materials”), is carried out in accordance with the
Protocol, informed consent and all applicable laws
and requirements. Institution and Principal
Investigator agree and acknowledge that Sponsor
may use the Biological Materials to conduct
Secondary Research, subject to the informed
consent and in accordance with applicable laws and
requirements.  “Secondary  Research” means
research that exceeds or differs from the research
specified in the Protocol, including genetic research

9. Publicity and Use of Names

a. Institution and/or Principal
Investigator shall not disclose the existence of this
Agreement or its association with PPD or Sponsor,
or use the name of Sponsor or PPD in any press
release, article or other method of communication
with the general public, without the express prior
written approval. All such communications should
be reviewed and approved by PPD.

b. Without limitation to any other
right of Sponsor hereunder, Institution and
Principal Investigator acknowledge and agree that
Sponsor will register the Study and, when
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klinického hodnoceni v souladu s vnitinimi
stanovy zadavatele do jednoho nebo vice vefejné
piistupnych registri klinickych hodnoceni a na
webové stranky (vCetné vefejné financované
internetové stranky http://www.clinicaltrials.gov

available, post the multi-center Study results in
accordance with Sponsor internal policy on one or
more publicly-accessible trial registries and
websites (including the publicly-funded website
http://www.clinicaltrials.gov and on its own

a na své vlastni  webové  stranky
http://www.astrazenecaclinicaltrials.com).

poskytovatel a hlavni zkousejici nesmi provadét
registraci nebo zvefejnéni vysledkd, divodem
pro toto omezeni je zabranéni duplicit¢ zaznami.
V ptipad¢, Ze Poskytovatel a hlavni zkousejici
chtéji zvetejnit vysledky na vefejné pfistupné
internetové strance na zakladé dobrovolného
rozhodnuti (napt. vysokd Skola/nemocnice),
informace vztahujici se k protokolu nesmi
piekrodit informace jiz zadavatelem odeslané, a
musi byt postacujici poskytnout hypertextovy
odkaz na klinické hodnoceni, pokud je
registrovano na www.ClinicalTrials.gov.

C. Poskytovatel a hlavni zkousejici souhlasi
s tim, ze PPD mize zvefejnit existenci Klinického
hodnoceni ve snaze zaméstnat subjekty
(,,ndbor”). Nabor bude zahrnovat zptistupnéni
kontaktnich informaci hlavniho zkousejiciho a
poskytovatele a piechled Klinického hodnoceni
Siroké vefejnosti prostfednictvim tisku nebo
elektronickych médii (vCetné¢ internetu). Pokud
jsou tyto kontaktni Gdaje k dispozici ke staZeni na
internetu, nebo jsou umistény v tisku mimo
Spojené staty, hlavni zkousejici a poskytovatel
souhlasi se zobrazenim (a zptistupnénim) téchto
kontaktnich informaci v zemich mimo USA pro
tyto ucely. Kromé¢ toho, poskytovatel a hlavni
zkousejici zajisti, aby zaméstnanci feSitelského
centra oznamili souhlas s podminkami o ochran¢
osobnich udaji poskytnutych PPD pted nebo pii
zahéjeni nebo v pribehu klinického hodnoceni,
které jsou nezbytné pro zaméstnance fesitelského
centra klinického hodnoceni, a tak i souhlas k
zapisu jejich jmen a kontaktnich informaci do
materiali pro nabor. Pfed odesldnim musi byt

vSechny materidly pro nabor  schvaleny
spole¢nosti PPD a LEK.
d. Kromé toho mohou PPD a zadavatel

pouzit kontaktni udaje poskytovatele a hlavniho
zkousejiciho a stav Klinického hodnoceni v
novinach zabyvajicich se klinickym hodnocenim,
které  mohou byt distribuovany  vSem
zi¢astnénym fesitelskym centrim.
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website http://www.astrazenecaclinicaltrials.com).
The Institution and the Principal Investigator
should not undertake registration or posting of
results to avoid duplication of entries. Where the
Institution and the Principal Investigator wish to
use a publicly-accessible website on a voluntary
basis (e.g. a university/hospital website) the
information related to the Protocol must not
exceed the information Sponsor has already
posted and it should be sufficient to provide a

hyperlink to the trial when registered on
www.ClinicalTrials.gov.
c. Institution and Principal

Investigator agree that PPD may publicize the
existence of the Study in an attempt to recruit
subjects (“Recruitment”). Such Recruitment will
involve making available, to the general public via
print or electronic media (including the Internet),
the Principal Investigator’s and the Institution’s
contact information and an outline of the Study.
Where such contact information is available for
download via the Internet, or is placed in print
media outside the U.S, Principal Investigator and
Institution consent to the display (or making
available) of such contact information in countries
outside the U.S for these purposes. Additionally, the
Institution and the Principal Investigator shall
ensure that Study Site Staff initial the delegation of
responsibilities log indicating acceptance of the
terms of the Data Privacy Consent provided by PPD
prior to or during initiation or throughout the Study,
as necessary for Study Site Staff that are added,
thereby consenting to the listing of their name and
contact information in the Recruitment materials.
Prior to posting, all Recruitment materials must be
approved by PPD and the LEC.

d. In addition, PPD and Sponsor may
use Institution and Principal Investigator contact
details and Study status in Study specific
newsletters that may be distributed to all
participating sites.


http://www.clinicaltrials.gov/
http://www.astrazenecaclinicaltrials.com/
http://www.clinicaltrials.gov/
http://www.clinicaltrials.gov/
http://www.astrazenecaclinicaltrials.com/
http://www.clinicaltrials.gov/
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10. Prava dusevniho vlastnictvi (DV)

a. »Dusevnim vlastnictvim" jsou
veskerd prava, mySlenky, rovnice, obchodni
tajemstvi, vynalezy, objevy, know-how, Udaje,
databaze, dokumentace, zpravy, materialy, spisy,
navrhy, pocitacovy software, procesy, principy,
metody, techniky a dal$i informace, vcetné
patentli, servisnich znamek, obchodnich jmen,
pouzitych vzort, prumyslovych vzort, autorskych
prav a veSkerych prav a majetki podobnych
nekterému z vySe uvedenych v kterékoli ¢asti
svéta, at’ uz registrovanych, ¢i ne, spolu s pravem
pozadat o registraci takovych prav. Poskytovatel
musi vést hlavniho zkousejiciho a studijni tym
(jak je definovano nize) k provedeni rychlého a
uplného zpiistupnéni vSech ,,DV zadavatele"

zadavateli (definovanych jako dokumentace
Klinického hodnoceni a vSechna duSevni
vlastnictvi a jakékoliv hodnocené 1écivo

zadavatele, jak je uvedeno nize). Poskytovatel
souhlasi s tim, ze zadavatel vlastni veskera prava
a titul a vSechna DV zadavatele. Poskytovatel
timto pfifazuje a prevadi, a zajisti, Zze hlavni
zkousejici a studijni tym ptifazuji a prevadi, bez
dalsich zvazeni zadavateli (nebo jeho zmocnénci)
vSechna sva prava a titul do DV zadavatele po

celém  svété.  Zadavatel timto  ud€luje
poskytovateli  trvalou licenci, bez prava
poskytovat sublicence, pro pouzivani

dokumentace Klinického hodnoceni a know-how
vytvofenych v plnéni této smlouvy pro svij
vlastni (i) interni vyzkum a/nebo (ii) vzdélavaci
ucely a/nebo (iii) ucely predmétné péce, za
ptedpokladu, Ze omezeni, pokud jde o
zvefejiiovani a informaci uvedenych v § 6 a 7,
jsou sledovany a dodrzovany. Pro vylouceni
pochybnosti, tento grant neobsahuje zadna prava
k pouziti ,zaméri hodnoceného léciva
zadavatele" (definovanych jako vSechny zaméry
tykajici se hodnoceného 1é¢iva zadavatele, véetné
novych indikaci nebo pouziti této smlouvy, které
jsou koncipovany, vytvareny nebo jinak vyrabény
poskytovatelem, hlavnim  zkouSejicim nebo
studijnim tymem (kromé& zadavatele), at’ uz jimi
samotnymi nebo spoleéné na zakladé nebo v
souvislosti s klinickym hodnocenim.) Pro
vylouéeni pochybnosti, zaméry hodnoceného
léc¢iva zadavatele zahrnuji i1 veskeré zaméry
souvisejici s (@) metabolickou aktivitou
hodnoceného 1éCiva zadavatele,
farmakologickymi u¢inky, nezadoucimi ucinky,
metabolismem 1ékt, mechanismem ucinku,
bezpec¢nosti nebo 1ékovou interakci, nebo (b)
biomarkery, hodnocenimi, diagnostickymi
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10. Intellectual Property Rights

a. “Intellectual Property” means any
and all rights in and to ideas, formula, trade secrets,
inventions, discoveries, know-how, data, databases,
documentation, reports, materials, writings, designs,
computer software, processes, principles, methods,
techniques and other information, including patents,
service marks, trade names, registered designs,
design rights, copyrights and any rights or property
similar to any of the foregoing in any part of the
world, whether registered, or not, together with the
right to apply for the registration of any such rights.
Institution hereby assigns and transfers, and shall
cause the Principal Investigator and the Study Site
Staff, to assign and transfer, without additional
consideration, to Sponsor (or its nominated
designee) all their rights and title in and to the
“Sponsor IP” (defined as Study Documentation and
all Intellectual Property in and to any Sponsor Test
Drug Invention, as defined below), throughout the
world. Sponsor hereby grants Institution a non-
exclusive, perpetual, royalty-free license, without
the right to grant sub-licenses, to use the Study
Documentation and know-how generated in the
performance of this Agreement for its own (i)
internal research and/or (ii) educational purposes
and/or (iii) subject care purposes, provided that the
restrictions with regards to publication and
Information sections are observed and adhered to.
For the avoidance of doubt, this grant does not
include any rights to use “Sponsor Test Drug
Inventions” (defined as all inventions relating to
the Sponsor Test Drug including, without
limitation, new indications or uses thereof, that
are conceived, generated or otherwise made by the
Institution, the Principal Investigator or any Study
Site Staff whether solely or jointly with others,
under or in connection with the Study. For the
avoidance of doubt, Sponsor Test Drug Inventions
also include any inventions relating (a) to the
Sponsor Test Drug’s metabolic activity,
pharmacological activity, side effects, drug
metabolism, mechanism of action, safety, or drug
interactions, or (b) to biomarkers, assays,
diagnostic methods or diagnostic products, which
may be used to predict patient response or
resistance to the Sponsor Test Drug or be used in
any way to select patients for treatment with the
Sponsor Test Drug.. Study subject medical
records shall remain the property of Institution.
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metodami a diagnostickymi produkty, které
mohou byt pouzity pro odhadnuti reakce pacienta
na hodnocené 1é¢ivo zadavatele, nebo pro vybér
pacientd pro 1é¢bu pomoci hodnoceného 1é¢iva

zadavatele.  Pfedmétné  Iékaiské  zaznamy
zastavaji ve vlastnictvi poskytovatele.
b.  Na Zzadost, na vlastni naklady a

vyluénou kontrolu zadavatele, musi poskytovatel
zajisti a bude vést hlavniho zkousejiciho a
studijni tym k pouziti vSech nastroji a vypovédi,
ktera jsou zadavatel povazovana za nezbytna
k ziskani patentu nebo jiné ochrany zajmu
zadavatele v souvislosti s DV zadavatele

C. Poskytovatel musi vést hlavniho
zkousejiciho a studijni tym aby rychle a uplné
zvetejnili  vSechna  ,,.DV  poskytovatele”
zadavateli (definované jako veskeré dusevni
vlastnictvi jinych nez DV zadavatele, které je
koncipovéano, vytvofeno nebo jinak provedeno
poskytovatelem, hlavnim  zkousejicim nebo
studijnim tymem (krom¢ zadavatele) na zakladé
nebo v souvislosti s klinickym hodnocenim).
Poskytovatel vlastni veskera prava a titul pro
vSechna DV poskytovatele. Poskytovatel timto
udéluje zadavateli nevyhradni, celosvétovou,
trvalou a bezplatnou licenci s prdvem poskytovat
dil¢i licence a pouzivat DV poskytovatele v mite
nezbytné pro pouziti a vyuziti hodnoceného
1éCiva zadavatele a DV zadavatele.

d. Kazda smluvni strana Si vyhrazuje
veSkera prava ke svému ,,zdkladnimu
dusevnimu vlastnictvi" (definovaném jako
dusevni vlastnictvi, které bylo vlastnéno nebo
kontrolovano, piimo ¢i nepiimo, smluvni stranou
této smlouvy pied dnem G¢innosti). Tato smlouva
neni urena a nesmi vyvozovat zadné udéleni
licence nebo postoupeni, at’ uz vyjadiené nebo
implikované, s ohledem na toto Zékladni dusevni
vlastnictvi. Bez ohledu na vySe uvedeng,
poskytovatel  udéluje  zadavateli  trvalou,
celosvétovou, nevyhradni, bezplatnou licenci s
pravem poskytovat diléi licence pro pouziti
Zakladniho dusevniho vlastnictvi poskytovatele v
rozsahu potfebném pro pouziti a vyuziti
hodnoceného 1é¢iva zadavatele a DV zadavatele.

11. Vztah samostatnych smluvnich stran

a. Poskytovatel a hlavni zkousejici
vykonavaji sluzby pro spoleénost PPD jako
samostatné smluvni strany a ne jako zaméstnanci
nebo zastupci PPD ¢i zadavatele. Poskytovatel

19/28

b. Upon the request and at the sole
expense and exclusive control of Sponsor,
Institution shall, and shall cause the Principal
Investigator and the Study Site Staff to execute any
instruments or testify as Sponsor deems necessary
for Sponsor to obtain patents or otherwise to protect
Sponsor's interest in Sponsor IP,

c. Institution shall, and shall cause
the Principal Investigator and the Study Site Staff
to, make prompt and full disclosure to Sponsor of
all “Institution IP” (defined as all Intellectual
Property other than the Sponsor IP that is
conceived, generated or otherwise made by the
Institution, the Principal Investigator or any Study
Site Staff (other than Sponsor) under or in
connection with the Study). Institution shall own
all rights and title in and to all Institution IP.
Institution hereby grants to Sponsor a non-
exclusive, world-wide, perpetual, royalty-free
license, with the right to grant sub-licenses, to use
the Institution IP to the extent required to use and
exploit the Sponsor Test Drug and the Sponsor IP.

d. Each Party shall retain all rights in
its respective “Background Intellectual Property”
(defined as any Intellectual Property that was
owned or controlled, directly or indirectly, by a
Party prior to the Effective Date). This Agreement
is not intended to and shall not infer any license
grant or assignment, whether expressed or implied,
with regard to such Background Intellectual
Property. Notwithstanding the foregoing, the
Institution hereby grants to Sponsor a perpetual,
worldwide, non-exclusive, royalty-free license, with
the right to grant sub-license, to use the Institution’s
Background Intellectual Property to the extent
required to use and exploit the Sponsor Test Drug
and the Sponsor IP.

11. Independent Contractor Relationship

a. Institution and Principal
Investigator are performing Services for PPD as
independent contractors and not as employees or
agents of PPD or Sponsor. Neither Institution nor
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ani hlavni zkousejici nemaji pravomoc slibovat
zdvazné povinnosti v zastoupeni PPD nebo
zadavatele. Poskytovatel a hlavni zkousejici a
jejich pfislusni zaméstnanci a zastupci se
neucastni zadnych zaméstnaneckych benefiti
spole¢nosti PPD ¢i zadavatele ani neobdrzi
zadnou kompenzaci za to, co je zde uvedeno.

b. Platby za sluzby poskytnuté podle
této smlouvy musi byt v plném znéni v souladu s
touto smlouvou, a to bez odecteni poplatki
jakéhokoliv druhu, % souladu S
nezaméstnaneckym stavem  poskytovatele a
hlavniho zkousejiciho. Veskeré dané splatné v
disledku plateb spoleénosti PPD  poskytovateli,
jsou vyhradni odpovédnosti poskytovatele a
poskytovatel vcas zaplati vSechny tyto dang, za
které je odpovédné.

12. Odskodnéni

a. Na Zadost bude odskodnéni
poskytovatele ~a  hlavniho  zkousSejiciho
zadavatelem fizeno separatni dohodou, tzv.

,,Indemnity Letter®.

b. PPD odskodni, obhaji a ochrani
poskytovatele a hlavniho zkousejiciho od
veskerych ztrat, zranénich, $kod, nakladi nebo
vydajt, véetné priméfenych nakladii na pravni
zastoupeni, které wvznikly poskytovateli nebo
hlavnimu zkousejicimu v dusledku nedbalosti
spole¢nosti  PPD  nebo jejim  damysinym
pochybenim ¢i porusenim této smlouvy.

c. Poskytovatel a hlavni zkousejici
odskodni, obh4ji a ochrani PPD a zadavatele od
veskerych ztrat, zranénich, Skod, ndkladli nebo
vydajt, véetné priméfenych nakladii na pravni
zastoupeni, které vznikly PPD nebo zadavateli v
disledku nedbalosti nebo imyslnym pochybenim
¢i porusenim této smlouvy poskytovatelem
a/nebo hlavnim zkousejicim.

13. Oznameni o vyvlouéeni a diskvalifikaci

Poskytovatel a hlavni zkousSejici musi mit po
celou dobu priabéhu klinického hodnoceni
pfislusnd povoleni, schvaleni a certifikace
potiebné k bezpe¢nému, fadnému a v souladu se
zakonem provadénému klinickému hodnoceni
podle SKP, pozadavki regula¢niho tfadu a vSech
platnych zadkond, a nemaji informace o zadném
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Principal Investigator shall have the authority to
enter into binding obligations on behalf of PPD or
Sponsor. Institution and Principal Investigator and
its respective employees and agents, shall not
participate in any PPD or Sponsor employee benefit
plans nor receive any other compensation beyond
that stated herein.

b. Payments for Services rendered
under this Agreement shall be made in full in
accordance with the Agreement, without deductions
for taxes of any kind, in conformity with
Institution’s and Principal Investigator’s non-
employee status. Any taxes due and payable as a
result of the payments by PPD to Institution shall be
Institution’s sole responsibility and Institution shall
timely pay all such taxes for which it is liable.

12. Indemnification

a. Upon request, Indemnification of
Institution and Principal Investigator by Sponsor
shall be governed by a separate letter agreement
(“Indemnity Letter”).

b. PPD shall indemnify, defend and
hold harmless Institution and  Principal
Investigator from any and all losses, injuries,
harm, costs or expenses, including without
limitation, reasonable attorney's fees, incurred by
Institution or Principal Investigator as a result of
PPD’s negligence or willful misconduct, or breach
of this Agreement.

C. Institution and Principal
Investigator shall indemnify, defend and hold
harmless PPD and Sponsor from any and all
losses, injuries, harm, costs or expenses, including
without limitation, reasonable attorney's fees,
incurred by PPD or Sponsor as a result of the
negligence or willful misconduct of, or breach of
this Agreement by, Institution and/or Principal
Investigator.

13. Notice of Debarment and
Disqualification

Institution and the Principal Investigator must
have, at all times during the course of the Study,
the appropriate licenses, approvals and
certifications necessary to safely, adequately and
lawfully perform the Study in accordance with
GCP, Regulatory Authority requirements and all
applicable laws and have no notice of any
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vySetfovani, které by mohlo ohrozit tyto licence,
schvaleni nebo certifikace. Zadavatel a PPD maji
pravo piezkoumat vsechny pozadované licence,
osvéddeni, a akreditaci.

Pokud se kdykoli v pribéhu platnosti této
smlouvy, poskytovatel, hlavni zkousejici, nebo
osoby jimi zaméstnané k provedeni klinického
hodnoceni: (i) stanou predmétem Setfeni pro
vylucovaci zalobu nebo diskvalifikaci, (ii) jsou
vylou€eni nebo diskvalifikovani, nebo (iii)
spadaji do vySetfovani, které by mohlo mit za
nasledek zruseni nebo pozastaveni Iékaiské
licence nebo osveédceni, (iv) jejich lékaiska
licence nebo osvédCeni jsou zrusena nebo
pozastavena, nebo (v) se zapoji do jednani nebo
¢innosti, kterd by mohla vést k jakékoliv z vySe
uvedenych akci, pak oznamujici strana bude
neprodlené¢ informovat spolecnost PPD o tomto
faktu.

14. Pozadavky pro poskvtovani informaci a

investigations that would jeopardize such
licenses, approvals or certifications. Sponsor and
PPD shall have the right to review all required
licenses, certificates and accreditations.

If at any time during the term of this Agreement,
Institution, Principal Investigator, or any person
employed or retained by it/he/she to perform the
Study: (i) comes under investigation for
debarment action or disqualification, (ii) is
debarred or disqualified, or (iii) comes under an
investigation that may result in the revocation or
suspension of a medical license or certification,
(iv) medical license or certification is revoked or
suspended, or (v) engages in any conduct or
activity which could lead to any of the above
mentioned actions, said Party shall immediately
notify PPD of same.

14, Disclosure Requirements, Attendance

ucast na  jednanich o klinickém at Study Meetings and Reimbursement for
hodnoceni a nahradu nakladi na Accommodation Expenses.
ubytovani.

a. Krom¢ pojmt definovanych vyse a
jinde v této smlouvé, budou mit tyto vyrazy
vyznam uvedeny v ¢lanku 14 a. Navic, pojmy
v tomto ¢lanku 14 a. jsou zakonnymi povinnosti
zadavatele, a proto jsou nediskutabilni.

1. Definice

,Jednani  klinického hodnoceni” znamené
jednani tykajici se klinického hodnoceni, véetné,
mimo jiné, hlavniho zkousejiciho, koordinatora
klinického hodnoceni a/nebo vysledkd téchto
jednani. Jednani klinického hodnoceni jsou
béznou praxi pii provadéni klinickych hodnoceni
a mohou nastat pfed, béhem i po skonceni
klinického hodnoceni. Uelem jednani pied a
béhem klinického hodnoceni je =zajistit, Ze
klinické hodnoceni je ftadné naplanovano a
provadéno v souladu s SKP. Jednani uskute¢néné
po klinickém hodnoceni jsou obvykle z divodu
sdileni vysledkl klinického hodnoceni.

LStudijnim - tymem*  se  rozumi  vSichni
zameéstnanci, studenti, zastupci nebo jini, ktefi se
podileji na provedeni klinického hodnocenti,
vcetné vSech spoluzkousejicich.

2. Pfitomnost na jednanich klinického
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a. In addition to the terms defined
above and elsewhere in this Agreement, the
following terms shall have the meanings set forth in
this Section 14 a. Furthermore, the terms of this
Section 14 a. are legal obligations of Sponsor and,
therefore, are non-negotiable.

1. Definitions

“Study Meetings” means meetings regarding the
Study, including, but not limited to, Principle
Investigator, study coordinator and/or results
meetings. Study Meetings are standard practice in
conducting clinical studies and may occur before,
during and after the Study. The purpose of
meetings before and during the study is to ensure
that the Study is properly planned and conducted
in a harmonised way in accordance with GCP.
Meetings after the Study usually are about sharing
the outcome and results of the Study.

“Study Site Staff” means all those employees,
students, agents or others who are engaged in the
conduct of the Study including any sub/co-
investigators.”

2. Attendance at Study Meetings
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hodnoceni

Hlavni zkousSejici a studijni tym mohou byt

pozvani kucasti na jednanich klinického
hodnoceni
V piipadé casti  hlavniho  zkouSejiciho a

studijniho tymu na jednani klinickeho hodnoceni,
smluvni strany souhlasi, Ze za ucast hlavniho
zkousejiciho a studijniho tymu nebude vyplacena
zadna dal$i odména

Pokud je hlavni zkouSejici nebo studijni tym
vyzvan spolecnosti PPD k provedeni sluzby na
jednéani, podminky a zavazky takovych sluzeb
budou predmétem separatni smlouvy.

PPD ma v tmyslu provadét jednani klinického
hodnoceni v souladu s pfislusnymi  zakony,
predpisy a kodexy Ceské republiky. V souladu
s kodexy farmaceutického primyslu a globalnimi
pravidly  zadavatele = vné&jSiho  ovliviiovani
dostupné na www.astrazeneca.com, muze PPD
nabidnout adekvatni ubytovani v hotelu, stravu a
dopravu na a z mista jednani Kklinického
hodnoceni  (souhrné¢ ,,ubytovani) hlavnimu
zkousejicimu a studijnimu tymu ucastnicimu se
jednani klinického hodnoceni. Hodnota takového
ubytovani bude v souladu s ptislusnymi zakony a
predpisy.

Hlavni zkousejici za sebe a za studijni tym bere
na védomi a potvrzuje, ze jejich ucast na
jednanich klinického hodnoceni souvisi s jejich
ucasti na klinickém hodnoceni a neni pobidkou
nebo kompenzaci za budouci nebo minulé

piedepisovani, objednavani, pouzivani,
preferencni status nebo podavani produkti
zadavatele.

Pfi ucasti na jednani klinického hodnoceni hlavni
zkousejici za sebe a studijni tym prohlasuje a
zaruCuje, Ze jejich ucast je povolena jejich
zaméstnavatelem a neporusuji tim zadna pravidla,
postupy nebo smlouvy.

15. Riuzna ustanoveni

a. Zadavatel a PPD maji pojisténi
odpovédnosti S dostateénymi limity na pokryti
svych zavazka v tomto Klinickém hodnoceni.
Zejména v souladu s par. 52 zakona ¢. 378/2007
Sb., o 1éC¢ivech, ve znéni pozdé&jSich piedpist,
zadavatel sjednal pojisténi odpovédnosti za skodu
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Principal Investigator and Study Site Staff may be
invited to attend and participate in Study
Meetings.

To the extent that Principal Investigator and Study
Site Staff attend a Study Meeting, the Parties
agree that there will be no additional
compensation for attendance or participation at
such Study Meeting.

If the Principal Investigator or Study Site Staff are
retained by PPD to perform services at the
meetings, the terms and obligations of such
services will be subject to a separate agreement.

PPD intends to conduct Study Meetings in
compliance with the applicable laws, regulations
and codices of the Czech Republic. Consistent
with  Pharmaceutical Industry codices and
Sponsor’s Global Policy External Interaction
available at www.astrazeneca.com, PPD may
offer modest hotel accommodation, meals and
transportation to and from the Study Meeting
(collectively, “Accommodation”) to Principal
Investigator and Study Site Staff attending Study
Meetings. The value of such Accommodation may
be disclosed pursuant to applicable laws and
regulations.

Principal Investigator on behalf of itself and Study
Site Staff acknowledge and confirm that their
attendance at a Study Meeting directly relates to
their participation in the Study and is not an
inducement to, or in return for, future or past
prescribing,  purchasing, use, preferential
formulary status or dispensing of any Sponsor
product.

When attending Study Meetings Principal
Investigator on behalf of itself and Study Site
Staff represent and warrant that their attendance is
authorized by their employer and will not cause
them to be in non-compliance with or in breach of
any policy, procedure or contract.

15. Miscellaneous

a. Sponsor and PPD will maintain
liability coverage with sufficient limits to cover its
obligations for this Study. In particular, in
accordance with par. 52 of Act No. 378/2007
Coll., on Pharmaceuticals as amended, the
Sponsor has arranged liability insurance for the


http://www.astrazeneca.com/
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pro zkousejiciho a zadavatele po celou dobu
trvani klinického hodnocenti, jehoz
prostfednictvim bude uhrazeno odSkodnéni v
pripadé smrti nebo v piipadé poskozeni zdravi
subjektdt v dasledku provadéni klinického
hodnoceni. Kopie pojistného certifikatu je
ptilozena jako Piiloha ¢. 5. Poskytovatel dale
prohlasuje, ze ma pojisténi v souladu se zak.
372/2011 Sb. o zdravotnich sluzbach, s ohledem
na odpovédnost pfi poskytovani zdravotni péce.
Toto pojisténi je v souvislosti s platnymi
pravnimi pfedpisy a nezahrnuje pojisténi
odpovédnosti s ohledem na provadéni klinického
hodnoceni. Podle zak. 372/2011 Sb., musi byt
tato pojisténi platna po celou dobu poskytovani
zdravotni péce poskytovatelem.

b. Poskytovatel a hlavni zkousejici musi
mit moznost svobodn¢ nakladat s Casem a zdroji,
které nejsou podle této smlouvy povinnosti vici
PPD a to takovym zptisobem, jaky si poskytovatel
a hlavni zkousejici sami zvoli.

¢. Souhlasem s podminkami této smlouvy
a provedenim sluzeb podle této smlouvy,
poskytovatel ani hlavni zkous$ejici neporusuji
7adné podminky jiné dohody o sluzbach nebo
zamestnanich s jinymi fyzickymi a pravnickymi
osobami. Dale poskytovatel, hlavni zkouSejici ani
jind osoba spolupracujici na klinickém hodnoceni
neni omezena nebo nema zakdzano podle etiky,
zakona nebo predpisu uzavirat nebo dostavat
odménu podle této smlouvy zdivodu svého
pusobeni jako statniho zameéstnance nebo
poskytovatele sluzeb.

d. Tato Smlouva musi byt vykladana v
souladu se zakony Ceské republiky bez ohledu na
jakykoliv  konflikt s ustanovenimi zékona.
K projednani a rozhodovani ptipadnych sport,
které nebudou vyfeSeny smirnou cestou, jsou
prislusné soudy Ceské republiky.

e. Tato smlouva spolu se vSemi
pfilohami, nebo jinymi dokumenty uvedenymi v
této smlouve, ptedstavuji uplnou smlouvu mezi
stranami a nahrazuji vSechny ptedchozi smlouvy,
at’ uz pisemné, Gstni ¢i jiné.

f. Tato smlouva muzZe byt zménéna pouze
na zakladé vzajemné pisemné dohody podepsané
obéma stranami (,,dodatek*).
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Investigator and the Sponsor for the entire
duration of the Study, through which
compensation in the event of death or in the event
of injury to the health of the Study subjects as
result of conducting the Study is also covered. A
copy of an insurance certificate is attached hereto
as Exhibit 5. The Institution in turn declares, that it
has insurance coverage in accordance with Act no.
372/2011 Coll., on Medical Services, with respect
to liability it may have while providing medical
care. This insurance coverage is in correlation
with the applicable laws and does not include
liability insurance with respect to conducting a
clinical study. According to Act no. 372/2011
Coll., this insurance coverage must be valid for
the entire length of the Institution’s provision of
medical care.

b. Institution and Principal
Investigator shall be free to dispose of such
portion of its time and resources which are not
obligated to PPD hereunder in such manner as
Institution and Principal Investigator choose.

c. By agreeing to the terms and
conditions of this Agreement and by performing
the Services hereunder, Institution and Principal
Investigator will not be violating any terms and
conditions of any agreement for services or
employment with any other individual or entity.
Additionally, none of the Institution, the Principal
Investigator or any other person assisting in the
Study is restricted or prohibited by any ethics or
other law or regulation from entering into or
otherwise receiving any benefit under this
Agreement because of his or her role as a
government employee or service provider.

d. This  Agreement shall  be
construed in accordance with the laws of Czech
Republic without regard to its conflict of laws
provisions. Czech courts will be relevant to hear
and decide any disputes not resolved amicably

e. This Agreement together with any
and all exhibits, schedules or other documents
executed herewith, constitutes the entire
agreement between the parties and supersedes all
prior agreements, whether written, oral or
otherwise.

f. This Agreement may only be
modified in a mutually agreed-upon writing
signed by the parties (“Amendment”).
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g. Tato smlouva nemlze byt pfidélena
nebo prevedena poskytovatelem ani hlavnim
zkousejicim bez piedchoziho pisemného souhlasu
spole¢nosti PPD a zadavatele. PPD muze
postoupit tuto smlouvu na zadavatele nebo svého
zmocnénce na zakladé¢ pisemného oznameni
poskytovateli a hlavnimu zkousejicimu, v tomto
ptipad¢ poskytovatel a hlavni zkousejici uvolni a
navzdy propusti PPD od jakychkoli naroki a
zavazku vyplyvajicich z této smlouvy ode dne
nabyti uc¢innosti takového ptifazeni. Zadavatel
mize pievést sva prava a povinnosti vyplyvajici z
této smlouvy na své zmocnénce.

h. Pokud bude nékteré ustanoveni této
smlouvy v rozporu s pravem, na zaklad¢ kterého
tato smlouva musi byt vykladana, nebo pokud
takové ustanoveni je shleddno soudem neplatnym,
takové ustanoveni by mélo byt upraveno tak, aby
se co nejvice priblizovalo pivodnimu zaméru
stran v souladu s platnymi pravnimi piedpisy,
zbyvajici ¢ast této smlouvy zistane v plné
platnosti a G¢innosti.

i. Tato smlouva je zavaznd pro vSechny
strany, jejich pravni zastupce i povolené
ptidruzené osoby.

j. Prominuti nebo shovivavost jednou ze
stran ve vztahu k poruseni n¢kterého ustanoveni
této smlouvy nebo jakéhokoli pouzitelného
zakona, nesmi byt povazovano za vzdani se s
ohledlem na nasledné poruSeni jakéhokoliv
ustanoveni této smlouvy.

k. Clanky 1 (vlastnictvi hodnoceného
1é¢iva zadavatele, zaznamy, pravni pomoc), 2, 3,
4,5,6,7,8,9,10, 12 a 15 zlstanou v platnosti i
po ukonéeni této smlouvy.

I. Veskera oznameni vyzadovana nebo
povolena k poskytnuti podle této smlouvy jednou
ze stran, musi mit pisemnou formu, datum
doruceni je 1 datum pfijeti, pokud doruceni
probiha osobné, uznavanymi kuryrnimi sluzbami
nebo faxem, nebo datum doruceni je pét (5) dnd
od data podani posStovniho razitka, pokud je
oznameni odeslano poStou nebo pomoci
doporucené posty, doruc¢enkou na dobirku, a to na
nasledujici adresu:

Pokud do spoleénosti PPD:

g. This Agreement may not be
assigned or transferred by Institution or Principal
Investigator without the prior written consent of
PPD and Sponsor. PPD may assign this
Agreement to Sponsor or its designee upon
written notice to Institution and Principal
Investigator, in which case Institution and
Principal Investigator shall release and forever
discharge PPD from any and all claims and
liability arising out of this Agreement after the
effective date of such assignment. Sponsor may
assign its rights and obligations under this
Agreement to its affiliates.

h. If any provision of this
Agreement conflicts with the law under which this
Agreement is to be construed, or if any such
provision is held invalid by a court, such
provision shall be deemed to be restated to reflect
as nearly as possible the original intentions of the
parties in accordance with applicable law and the
remainder of this Agreement shall remain in full
force and effect.

I. This Agreement shall be binding
upon the Parties, their heirs, successors, and
permitted assigns.

J. Waiver or forbearance by either
Party with respect to a breach of any provision of
this Agreement or any applicable law shall not be
deemed to constitute a waiver with respect to any
subsequent breach of any provision hereof.

k. Sections 1 (ownership of Sponsor
Test Drug, records retention, regulatory
assistance), 2, 3, 4, 5, 6, 7, 8, 9, 10, 12 and 15
shall survive termination of this Agreement.

. Any notice required or permitted
to be given hereunder by either Party hereto shall
be in writing and shall be deemed given on the
date received if delivered personally, by
recognized overnight courier, or by facsimile, or
five (5) days after the date postmarked if sent by
registered or certified mail, return receipt
requested postage prepaid, to the following
address:

If to PPD:

PPD Czech Republic, s.r.o.

Budejovicka alej

24128



PPD Confidential Information

Kopie na adresu:

Pokud poskytovateli:

Antala Staska 2027/79

140 00 Praha 4

Ceska republika / Czech Republic

Tel. / Telephone: + 420 233 081 011

Fax / Facsimile: + 420 233 323 457

K rukdm / Attn.: MUDr. Darina Hrdlickova

Ccto:

PPD Development, LLC

929 North Front Street

Wilmington, NC 28401

Tel. / Telephone: + 1 910 251-0081

Fax / Facsimile: + 1 910 762 5820

K rukam / Attn.: Assistant General Counsel

If to Institution:

Pokud hlavnimu zkou$ejicimu:

Fakultni nemocnice Olomouc,
I.P. Pavlova 6

775 20 Olomouc

Ceska republika

Att: XXX

If to Principal Investigator:

Fakultni nemocnice Olomouc,
I.P. Pavlova 6

775 20 Olomouc

Ceska republika

Tel. / Telephone: XXX

Fax / Facsimile: XXX

K rukdm / Attn.: XXX

Kazdid ze smluvnich stran mize zménit svou
adresu a kontaktni osobu pomoci oznameni
s uvedenim vSech udaju tak, jak je zde uvedeno.

m. Smluvni strany prohlasuji, ze
vyslovné pozaduji, aby tato smlouva a vSechny
spisy s ni souvisejici byly vypracovany ve
dvojjazy¢ném provedeni, a to v anglickém a
Ceském jazyce. V pripadé jakychkoli rozportu
mezi anglickou a ceskou jazykovou verzi, je
rozhodujici verze Ceska.

n. Tato smlouva a vSechny nasledné
dodatky, mohou byt provedeny ve trech (3)
vyhotovenich, které se dohromady povazuji za
jednu smlouvu. Fax této smlouvy podepsané
stranami, je povazovan za pravni a zavazny pro
tyto strany.

0. Smluvni strany této smlouvy souhlasi,
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Any Party may change its notice address and
contact person by giving notice of same in the
manner herein provided.

m. The parties declare that they have
expressly requested that this Agreement and all
writings relating thereto be drawn in bilingual
format, in English and Czech languages. Should
there be any discrepancies between the English
and Czech language versions, the Czech version
shall prevail.

n. This  Agreement, and any
subsequent Amendment(s), may be executed in
three (3) counterparts and the counterparts,
together, shall constitute a single Agreement. A
facsimile transmission of this signed Agreement
bearing a signature on behalf of a Party shall be
legal and binding on such Party.

0. The parties to this Agreement
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ze zadavatel a jeho zmocnénci jsou tieti stranou
této smlouvy a mohou uplatiiovat sva prava podle
tohoto zakona jako tfeti strana a musi mit
nezavislé pravo vymahat jakékoliv povinnosti
stran nebo vykondvat prava stran podle této
smlouvy.

p. Nikdo od poskytovatele, hlavni
zkousejici, ani jind osoba ucastnici se klinického
hodnoceni (a) neni v rozporu s povinnostmi,
finan¢nimi z4jmy ani jinymi zajmy na vysledku
klinického hodnoceni, nebo (b) neuzavieli zadné
smlouvy, které by mohly nepfiznivé ovlivnit
provedeni klinického hodnoceni, a které by
mohly narusit pfijeti vyslednych dat regulacnim
uradem, ¢i vytvofit konflikt zajmui.

POSKYTOVATEL A HLAVNI ZKOUSEJiCi

ROZUMI A SOUHLASI, ZE VYMYSL,
PADELANT{ NEBO POZMENOVANI
POSKYTOVATELEM, HLAVNIM
ZKOUSEJICIiM NEBO JAKYMIKOLI
ZAMESTNANCI NEBO ZASTUPCI

POSKYTOVATLE, JAKEKOLIV UDAJE O
PACIENTOVI NEBO JINE INFORMACE
POSKYTNUTE POSKYTOVATELEM NEBO
HLAVNIM ZKOUSEJICIM NA ZAKLADE
TETO SMLOUVY, MUZE VEST K TRESTNE
CINNOSTI A POSTIHUM POSKYTOVATELE
A HLAVNIHO ZKOUSEJICIHO, A
K OBCANSKE ODPOVEDNOSTI VUCI PPD A
ZADAVATELI.
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agree that Sponsor and its affiliates are third party
beneficiaries to this Agreement and may enforce
their rights hereunder as a third party beneficiary
and shall have an independent right to enforce any
parties obligations or exercise any parties rights
under this Agreement.

p. None of the |Institution, the
Principal Investigator, or any other person assisting
in the Study has (a) any conflicting obligations,
financial interest or other interest in the outcome of
the Study, or (b) entered into any contract that
might interfere with the performance of the Study
or that might impair the acceptance of the resulting
data by the Regulatory Authority, or create a
conflict of interest.

INSTITUTION AND PRINCIPAL
INVESTIGATOR UNDERSTAND AND
ACKNOWLEDGE THAT FABRICATION,

FALSIFICATION OR ALTERATION BY
INSTITUTION, PRINCIPAL INVESTIGATOR
OR ANY EMPLOYEES OR AGENTS OF
INSTITUTION OF ANY PATIENT DATA OR
OTHER INFORMATION PROVIDED BY
INSTITUTION OR PRINCIPAL
INVESTIGATOR PURSUANT TO THIS
AGREEMENT CAN RESULT IN CRIMINAL
ACTIONS AND SANCTIONS AGAINST
INSTITUTION AND PRINCIPAL
INVESTIGATOR AND IN CIVIL LIABILITY
TO PPD AND SPONSOR.
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NA DUKAZ SOUHLASU, smluvni strany
svym podpisem stvrzuji den ucinnosti.

PPD:

IN WITNESS WHEREOF, the parties hereto
have caused this Agreement to be executed as
of the Effective Date.

Datum/date:

Poskytovatel/ Institution:

doc.

Datum/date:

MUDr. Roman Havlik, PhD.

Prohlaseni hlavniho zkous$ejiciho:

J&, XXX, hlavni zkousejici tohoto klinického
hodnoceni, timto potvrzuji, Ze jsem se
seznamil s protokolem a vSemi dokumenty
predanymi  spole¢nosti PPD  a/nebo
zadavatelem k  provedeni  klinického
hodnoceni. Byl jsem sezndmen se smlouvou

uzavienou mezi spoleénosti PPD a
poskytovatelem a budu dodrzovat a
vykondvat  své  povinnosti  hlavniho

zkousejiciho v ni stanovené v souladu se
zakonem a Spravnou klinickou praxi

Hlavni zkousSejici/ Principal Investigator:

Datum/date:

Principal Investigator Declaration:

I, XXX, the Principal Investigator of this
Study, hereby declare that | have read and |
understand the Protocol and all other
documents submitted by PPD and/or Sponsor
for the conduct of the Study. Likewise, I
hereby declare that | have read and |
understand the terms and conditions of this
Agreement between PPD and Institution and
my obligations and responsibilities as the
Principal Investigator set forth in the
Agreement and will perform my duties as
Principal Investigator in accordance with the
Act and the Guidelines for Good Clinical
Practice.

XXX
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Seznam piiloh k této smlouvé: List of Exhibits to this Agreement:
Ptiloha ¢. 1: Rozpis plateb Exhibit 1: Budget
XXX XXX
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