Smlouva o zabezpeceni klinického hodnoceni

AXON Neuroscience SE,

Se sidlem na Dvorakovo nabrezie 10, 811 02
Bratislava,  Slovenskd  republika, jednajici
prostiednictvim VYMAZANO, vykonym feditelem,
a zapsand v obchodnim rejstiiku  vedeném
Meéstskym soudem v Bratislave I, ¢ast Po, vlozka
1947/B,

ICO.: VYMAZANO
dale jen, “Zadavatel”

a

PPD Investigator Services LLC,

Se sidlem 929 North Front Street, Wilmington, NC
28401, USA

dale jen “PPD”

a

Veftejné zdravotnické zafizeni

Narodni ustav duSevniho zdravi,

se sidlem:

Topolova 748, 250 67 Klecany, Ceska republika,
jednajici prostfednictvim feditele:

prof. MUDr. Cyril Hoschl, DrSc. FRCPsych.
(vypis z OR/registrace/zfizovaci listiny tvofi
piilohu &. 5).

ICO: VYMAZANO

DIC: VYMAZANO

Bankovni spojeni: Komercni banka
VYMAZANOIBAN VYMAZANO
SWIFT: VYMAZANO

dale jen ,,poskytovatel*

dale jednotlivé jako ,,smluvni strana“ a spole¢n¢
jako “smluvni strany”
uzaviraji tuto s m 1 o u v u (dale jen ,,smlouva‘)

l.
Predmét a ucel smlouvy

1) Predmétem smlouvy je klinické hodnoceni
humanniho 1é¢ivého ptipravku (AADvacl, 40
pg Axon peptidu 108 vazaného na KLH / 0,3
ml) (dale jen “hodnocené 1é¢ivo”) (dale jen

“klinické  hodnoceni”), které  provadi
zadavatel, farmaceuticka firma, jez je
vyrobcem léCiva. Pro ucely klinického
hodnoceni  spolupracuje  zadavatel  se

Agreement on Clinical Study

AXON Neuroscience SE,

with its registered address at Dvordkovo néabrezie
10, 811 02 Bratislava, Slovak Republic, represented
by VYMAZANO Chief Executive Officer, and
registered in the Commercial Register maintained
by the District Court in Bratislava I, Section Po, File
1947/B,

Company ID no.: VYMAZANO;
further, “Sponsor”

and

PPD Investigator Services LLC,

with its registered address at 929 North Front
Street, Wilmington, NC 28401, USA

further, “PPD”

and

Public Healthcare Institution

National Institute of Mental Health,

with its registered address at:

Topolova 748, 250 67, Klecany, Czech Republic,
represented by Director:

VYMAZANO. (extract from
CR/Registration/Incorporation Deed forms
Appendix no. 5).

Company ID no.: VYMAZANO

Tax ID no.: VYMAZANO

Bank information: Komer¢éni banka

Acct. no VYMAZANOIBAN: VYMAZANO
SWIFT/BIC: K VYMAZANOP

further, the “Medical Facility”

each a “Party” and collectively “the Parties”
conclude thisagreement (“Agreement”):

.
Subject and purpose of the Agreement

1) The subject of the Agreement is the clinical
evaluation of the Study Drug (AADvacl, 40 pg
Axon peptide 108 coupled to KLLH/0.3 mL)
(further, the “Study Drug”) (further, the
“Clinical Study”), which is conducted by
Sponsor, a pharmaceutical company, which is
the producer of the Study Drug. For the purpose
of the Clinical Study the Sponsor collaborates
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2)

3)

4)

1)

spole¢nosti  PPD, smluvni  vyzkumnou
organizaci  kterd  organizuje,  provadi,
monitoruje a audituje klinickd hodnoceni, (plna
moc zadavatele pro spolecnost PPD tvofi
prilohu ¢. 2) podle protokolu &. (AC-AD-003):
(,, ADAMANT* - 24-mésacni
randomizované, placebem kontrolované,
dvojité zaslepené, multicentrické hodnoceni
faze 1II, s paralelnimi skupinami, ke
stanoveni bezpecnosti a ucinnosti AADvacl
u pacientu s mirnou Alzheimerovou nemoci)
(dale jen ,,protokol*), jenz je ptilohou ¢. 6 této
smlouvy a podrobné popisuje Cinnosti
provadéné v rdmci klinického hodnoceni a
rozdéleni zodpoveédnosti mezi smluvni strany.

Ugelem smlouvy je stanovit podminky
k provedeni klinického hodnoceni a vymezit
prava a povinnosti smluvnich stran pro prib¢h
a provedeni klinického hodnoceni nejvyse
profesiondlnim zptisobem (véetné vcasného
poskytovani vsech dat a informaci tykajicich se
Klinického hodnoceni, a CRF — Case Report
Forms, poptipad¢ elektronickych CRF, tzv. e-
CRF).

Poskytovatel prohlasuje, Zze jak on tak
i zkousejici maji zkuSenosti, schopnosti, v péci
pfiméteny pocet odpovidajicich subjektl
a zdroje, véetné¢ personalu a vybaveni, aby
mohli pfesn€, ucelné a vcas provést klinicke
hodnoceni profesionalnim a kvalifikovanym
zpisobem, a Ze tyto zdroje budou trvale
pouzivat tak, aby klinické hodnoceni takto
provedli.

V piipadé jakéhokoli rozporu ¢i neshody mezi
nalezitostmi obsazenymi v protokolu a v této
smlouvé budou smluvni podminky uréujici pro
plnéni pravnich zavazkd smluvnich stran,
zatimco protokol bude urcujici pro zpisob
vedeni tohoto klinického hodnoceni.

1.
Zahajeni klinického hodnoceni

Klinické hodnoceni bude zahajeno na zaklade¢
povoleni Statniho tustavu pro kontrolu 1é¢iv,
souhlasného stanoviska pfislusné lokalni etické
komise a piislusné multicentrické etické
komise (dale souhrnné jen ,.SUKL/etické
komise®).

2)

3)

4)

1)

globally with PPD, a contract research
organization organizing, performing,
monitoring and auditing the studies (Power of
Attorney from Sponsor to PPD forms Appendix
no. 2) pursuant to Protocol (AC-AD-003):
(“ADAMANT” - A 24 months randomized,
placebo-controlled, parallel group, double-
blinded, multi-centre, phase 2 study to assess
safety and efficacy of AADvacl applied to
patients with mild Alzheimer’s disease)
(“Protocol”), which is in Appendix no. 6 to this
Agreement and describes in detail the activities
conducted in the Clinical Study and the division
of responsibilities among Parties.

The purpose of the Agreement is to set out
conditions for conducting the Clinical Study
and to provide the rights and obligations of the
Parties for conducting the Clinical Study, in
highly professional manner (which shall
include but not be limited to, submitting all data
and other information related to the Clinical
Study in a timely manner, including all case
report forms (CRFs), or electronic CRFs, also
called e-CRFs).

The Medical Facility declares that it, and the
Investigator, have the experience, capability,
adequate number of subjects in care and
resources including, but not limited to,
personnel and equipment to accurately,
efficiently and expeditiously perform the
Clinical Study in a professional and competent
manner and shall use these resources at all times
to perform the Clinical Study in such manner.

If there is any discrepancy or conflict between
the terms contained in the Protocol and this
Agreement, the terms of the Agreement shall
govern and control with regards to legal
obligations of the Parties and the Protocol shall
govern and control with regards to the conduct
of the Clinical Study.

1L
Commencement of the Clinical Study

The Clinical Study will be commenced on the
basis of a permit from the State Institute for
Drug Control, the concurring opinion of the
relevant local ethics committee and the relevant
multi-center  ethical committee  (further
collectively, the “Regulatory
Authority/Ethics Committees‘).
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2)

Kopie rozhodnuti a souhlasného stanoviska
podle odst. 1 budou ulozeny u poskytovatele u
zkousejiclho v  dokumentaci o provedeni
klinického hodnoceni. Kopie rozhodnuti tvofi
ptilohu €. 4.

Misto a doba provedeni klinického hodnoceni

1)

2)

3)

4)

5)

a reSitelské centrum

Klinické hodnoceni bude provedeno na
Oddéleni kognitivnich poruch poskytovatele
(déle jen ,FeSitelské centrum®), v cCele se
zkouSejicim jako hlavnim zkouSejicim a
dal§imi povéfenymi pracovniky (dale jen
HStudijni tym®).

Ke zméné tesitelského centra a ve jmenovani ¢i
doplnéni povétenych pracovnikii mize dojit jen
po  dohodé¢  zadavatele, poskytovatele
a zkousejiciho. Pisemny doklad o takové
dohodé¢ musi byt ulozen v dokumentaci
0 provedeni klinického hodnoceni.

Klinické hodnoceni nebude v feSitelském
centru zahajeno diive, nez vejde v platnost tato
smlouva, a budou splnény dal$i podminky
vyzadované prisluSnymi pravnimi ptedpisy.
Zatazovani subjektti hodnoceni do klinického
hodnoceni bude zahajeno v pribéhu Biezna
2016. Predpokladany ¢as potiebny k provedeni
klinického hodnoceni je od Biezna 2016 do
Bfezna 2019. Doba provadéni klinického
hodnoceni mutze byt vjeho pribéhu
prodlouzena nebo zkracena. Zadavatel pisemné
oznami poskytovateli a zkousSejicimu piipadné
zmény v predpokladaném case potfebném
k faddnému provedeni klinického hodnoceni.
Zmeény doby trvani klinického hodnoceni neni
nutno provadét prostfednictvim dodatku této
smlouvy.

Klinické hodnoceni subjektd nebude zahajeno
diive, nez bude obdrzen souhlas vsSech
ptislusnych etickych komisi a jakékoliv dalsi
povoleni, kterd jsou nezbytna k provadéni
tohoto klinického hodnoceni.

Ukaze-li se v priabéhu klinického hodnoceni, ze
nebude mozné jej ukongit vCas
v predpokladaném terminu, zkousSejici je tuto
skutecnost povinen neprodlené oznamit
zadavateli.

2) Copies of the decision and of the concurring
opinion pursuant to par. 1 will be filed at the
Medical Facility, with the Investigator, in the
documentation about the conduct of the Clinical
Study. Copies of the decisions are contained in
Appendix no. 4.

II1.
Place and term of conducting the Clinical Study
and the Study Site

1) The Clinical Study shall be conducted at Dept.
of Cognitive Disorders of the Medical Facility
(further, the “Study Site”), headed by the
Investigator as the principal investigator and
other authorized employees (further, the “Study
Team™).

2) Changes in the Study Site and appointment or
addition of authorized employees can be made
only after Agreement between Sponsor, the
Medical Facility and the Investigator. A written
document about such Agreement must be filed
in the documentation about the conduct of the
Clinical Study.

3) The Clinical Study will not be started in the
Study Site before this Agreement becomes valid
and other conditions required by relevant legal
regulations are fulfilled. Selection of Clinical
Study subjects for the Clinical Study will begin
during March 2016. The entire Clinical Study is
planned to be conducted from March 2016 to
March 2019. The term of the Clinical Study
may be extended or shortened during its course.
Sponsor will inform the Medical Facility and
the Investigator of any changes related to the
expected term of the conduct of the Clinical
Study. Changes of the term of the Clinical Study
will not necessitate an amendment hereto.

4) No patient treatments will be initiated prior to
receipt of approval of all relevant Ethics
Committees and any other approvals required to
conduct the Clinical Study.

5) If, during the Clinical Study, it becomes
apparent that the Clinical Study will not be
completed on schedule, the Investigator has to
notify Sponsor immediately.
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V.

Zikladni podminky pro provadéni klinického

hodnoceni

1) Zkousejici provede klinické hodnoceni pfi

2)

dodrzeni platnych pravnich predpist, a to
zejména zakona ¢. 378/2007 Sb., o 1éCivech,

ve znéni pozdéjSich predpisii, zakona
¢.372/2011 Sb., o zdravotnich sluzbach,
ve znéni pozdgjSich pfedpist, vyhlasky

¢. 226/2008 Sh., kterou se stanovi spravna
klinickd praxe a blizs§i podminky klinického
hodnocenti 1é¢iv, ve znéni pozde€jsich predpisd,
v souladu s poskytnutymi informacemi a ve
shod¢ se zakladnimi podminkami a zasadami
stanovenymi:

a) v protokolu klinického  hodnoceni
vydaném zadavatelem, ktery je ptilohou €.
6 této smlouvy, a v souladu s pozadavky
vSech pfisluSnych etickych  komisi.
Piipadné zmény protokolu lze provést jen
s pisemnym souhlasem zadavatele a vSech
smluvnich stran, na zakladé ohlaseni
Statnimu ustavu pro kontrolu 1é¢iv, popft.
schvaleni Statnim ustavem pro kontrolu
1éciv a souhlasného stanoviska etické
komise, ledaze je to nezbytné k odvraceni
akutniho nebezpeci hroziciho subjektim

klinického hodnoceni. Zkousejici se
zavazuje na dtkaz svého souhlasu
postupovat podle protokolu piedat

zadavateli podepsanou Protocol Signature
Page (podpisovou stranu protokolu).

b) v instrukci zadavatele nazvané
Investigator brochure obsahujici veskeré
v soucasné dob¢€ znamé informace o lé¢ivu
a jeho vlastnostech. Tento dokument bude
pfipojen k dokumentaci o provedeni
klinického hodnoceni; a

€c) v povoleni vydaném k provedeni
klinického hodnoceni Statnim ustavem pro
kontrolu 1é¢iv v pripadech, kdy klinické
hodnoceni vyzaduje takovéto povoleni,
jakoz i v souhlasném stanovisku etickych
komisi ve smyslu ¢l. II. smlouvy.

Klinické hodnoceni bude provedeno ve shodé
se vSemi platnymi dokumenty, normami,
pokyny, zdkony a pfedpisy, zejména s etickymi
normami Ceské lékaiské komory, spravnou
klinickou praxi, podminkami vychézejicimi z
Helsinské deklarace Svétové asociace 1ékard,

IV.

Basic conditions for conducting the Clinical

1)

2)

Study

While conducting the Clinical Study, the
Investigator shall comply with all valid legal
regulations, in particular 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, as amended, in accordance
with the information provided, and in
accordance with the basic conditions and
principles provided by:

a) the Protocol of the Clinical Study issued by
the Sponsor which forms Appendix no. 6
of this Agreement and in strict accordance
with the requirements of all relevant Ethics
Committees. The Protocol can be changed
only with the written consent of Sponsor
and all Parties, on the basis of a notification
to the State Institute for Drug Control or an
approval from the State Institute for Drug
Control, and the concurring opinion of the
Ethics Commission, unless to eliminate an
immediate hazard to Clinical Study
subjects. The Investigator agrees, as an
evidence of his consent to follow the
Protocol, to deliver to Sponsor the signed
Protocol Signature Page

b) the Sponsor’s instruction titled
Investigator brochure which contains all
presently known information about the
Study Drug and its qualities. This
document shall be attached to the
documentation about the conduct of the
Clinical Study; and

c) the permit to conduct the Clinical Study
issued by the State Institute for Drug
Control, in cases where such permit is
required, and the concurring opinion of the
Ethics Committee as specified in art. II. of
the Agreement.

The Clinical Study shall be conducted in
accordance with all applicable documents,
standards, guidelines, laws and regulations,
including but not limited to the ethical
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3)

4)

5)

6)

jakoz 1 smérnici o Spravné klinické praxi
(Guideline for Good Clinical Practice)
stanovenou mezinarodni konferenci pro
harmonizaci technickych pozadavkd pro
registraci humannich 1é¢ivych ptipravka
(International Conference for Harmonization
of Technical Requirements for the Registration
of Pharmaceuticals for Human Use), (dale jen
ICH GCP Guidelines), americkym zakonem 0
zahrani¢nich korup¢nich praktikach, britskym
zakonem o uplatkafstvi, ptipadné s pozadavky
Evropské 1ékové agentury (EMA) a Utadu pro
kontrolu potravin a 1é¢iv USA (FDA), pokud je
tak uvedeno v této smlouveé nebo podrobné a
pisemné stanoveno a urceno zadavatelem.

Dokumenty uvedené v odst. 1 pism. a) a b) jsou
divérné a informace o jejich obsahu mohou byt
poskytnuty jen pracovnikiim feSitelského
centra povétenym ¢i jmenovanym podle ¢l. 11
odst. 1 této smlouvy a orgdniim a institucim
uvedenym v ¢l. VI

Zkousejici se dale zavazuje predat zadavateli
fadné vyplnény a podepsany formulat FDA
1572, je-li tento zadavatelem pozadovan.

Pfislusné zaznamy tykajici se tohoto
klinického hodnoceni, vcCetné zaznamu
0 identifikaci subjektti hodnoceni, klinickych
pozorovanich, laboratornich testech, piijeti
1€k a jejich predani, budou nalezité vedeny
tak, aby zkousSejici a poskytovatel byli schopni
poskytnout zadavateli hodnoceni uplné a
presné informace o vSech aspektech
a vysledcich tohoto klinického hodnoceni.
Spole¢nosti PPD a/nebo zadavateli bude po
pfiméfeném avizu umoznéno provéiovat,
auditovat a kopirovat, nebo nechat si
okopirovat, vSechny udaje, vysledky prace a
tyto studijni zdznamy (vCetné vySe uvedenych)
a proveéfovat a potizovat kopie vSech udaja,
které zadavatel potiebuje k potvrzeni, ze
klinické hodnoceni je provadéno v souladu
s protokolem a  platnymi  pozadavky
regulacnich organd.

Poskytovatel poveéfi fadné¢ kvalifikovaného
zaméstnance na  funkci  delegovaného
farmaceuta, aby po dobu uchovani 1é¢iva v
1ékarné zajistil spravné zachazeni
S hodnocenym léCivem ajinym léCivem
pouZivanym v souladu S provadénim
klinického hodnoceni (véetné placeba),
v souladu s Protokolem, spravnou 1ékarenskou
praxi a vyhlaskou ¢&.226/2008 Sb. Postup

3)

4)

5)

6)

standards of the Czech Medical Association,
good clinical practice, conditions under the
World Medical Association’s Declaration of
Helsinki and the Guideline for Good Clinical
Practice set by the International Conference for
Harmonization of Technical Requirements for
the Registration of Pharmaceuticals for Human
Use (further the “ICH GCP Guidelines™), the
US Foreign Corrupt Practices Act, the UK
Bribery Act, the requirements of the European
Medicines Agency (EMEA) and the United
States Food and Drug Administration (FDA),
if applicable and stated in this Agreement or
provided and determined in detail in writing by
the Sponsor .

The documents specified in par. 1 (a) and (b)
are confidential, and information about their
contents may be provided only to employees of
the Study Site authorized or named pursuant to
art. [Il. par. 1 of this Agreement and to
institutions specified in art. VL.

The Investigator agrees further, to deliver to
Sponsor a duly completed and signed form
FDA 1572, if the Sponsor requires so.

Adequate records with respect to the Clinical
Study shall be maintained, including without
limitation records relating to subject
identification, clinical observations, laboratory
tests, and drug receipt and disposition, in all
cases sufficient to enable the Investigator and
Medical Facility to furnish the Sponsor with
complete and accurate information regarding
all aspects and results of the Clinical Study.
PPD and/or Sponsor shall be allowed to
inspect, audit and to copy or have copied, all
data, work product and the records (including
the above mentioned) and to inspect and make
copies of all data necessary for Sponsor to
confirm that the Clinical Study is being
conducted in accordance with the Protocol and
the applicable regulatory requirements.

The Medical Facility will authorize an
employee appropriately qualified to act as the
Delegated Pharmacist to secure proper
handling of the Study Drug and any related
medication used in the Clinical Study
(including placebo), in accordance with
Protocol, Good Pharmaceutical Practice and
Decree no. 226/2008 Coll. during the period
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1)

2)

3)

4)

5)

nakladani s hodnocenym 1éCivem a jeho
skladovani bude blize upiesnén monitorem
zadavatele delegovanému farmaceutovi.

V.
Vybér subjekti hodnoceni pro klinické
hodnoceni a informovany souhlas

Nébor subjekti klinického hodnoceni je
Vv klinickém hodnoceni kompetitivni.

Zatazeni subjektt klinického hodnoceni do
klinického hodnoceni bude mozné:

a) jen s pisemnym informovanym souhlasem
podle
§ 51 odst. 2 pism. h) zak. ¢. 378/2007 Sb.,
ve znéni pozd€jSich predpisi, a § 8
vyhlasky ¢. 226/2008 Sb., véetné piilohy,
ve znéni pozdéjsich predpist, a po fadném
pouceni; popf.

b) vsouladu s pozadavky stanovenymi v

§ 52 zak. ¢. 378/2007 Sb., ve  znéni
pozdéjsich predpist.
Pfi  zpracovani, vyzadani a uchovani
informovaného souhlasu jsou zadavatel,
zkousejici 1 poskytovatel povinni dbat

prislusnych pravnich piedpisi a doporuceni
uvedenych zejména v ¢lL. IV. této smlouvy.

Doklad tykajici se této dohody zkousSejici
uchova dle internich pfedpisi svého
poskytovatele a na vyzadani poskytne jeho
kopii zadavateli klinického hodnoceni. Zadny
subjekt klinického hodnoceni pfi tom nemiize
byt zafazen do klinického hodnoceni bez
ziskani tohoto informovaného souhlasu.

Pokud zkousejici v prabéhu klinického
hodnoceni zjisti, ze subjekt hodnoceni
zafazeny do klinického hodnoceni nevyhovuje
jeho kritériim, v souladu s protokolem subjekt
hodnoceni z klinického hodnoceni vytadi a
okamzit¢ o tom vsouladu s protokolem
informuje zadavatele resp. po dohod¢ se
zadavatelem, v pfipadé vyjimky postupuje
v souladu s touto smlouvou a vyjimkou.

the Study Drug is maintained in the pharmacy.
Procedures for handling the Study Drug will be
communicated by a Sponsor monitor to the
Delegated Pharmacist.

V.

Selection of trial subjects for Clinical Study

and informed consent

1) The enrolment of Clinical Study subjects in

2)

3)

4)

5)

the Clinical Study is competitive.

The Clinical Study subjects may be included in
the Clinical Study only:

a) with informed written consent pursuant to
§ 51 par. 2 (h) of Actno.378/2007 Coll.,
as amended, and § 8 Decree
no. 226/2008 Coll., including annex, as
amended, and after they have been duly
instructed; or

b) in compliance with the legal requirements

stipulated in
§ 52 of Actno. 378/2007 Coll., as
amended.

When drafting, requesting and filing the
informed consent, Sponsor, the Investigator
and the Medical Facility have to comply with
the relevant legal regulations and
recommendations mentioned, in particular, in
art. IV. of this Agreement.

The Investigator will retain such document
according to the policies of the Medical
Facility and will forward a copy to the Sponsor
upon request. No subject may be enrolled in the
Clinical Study until such informed consent has
been obtained.

If the Investigator discovers during the course
of the Clinical Study that a study subject
included in the Clinical Study does not meet its
criteria, he/she shall in accordance with the
Protocol remove the study subject from the
Clinical Study and immediately in accordance
with the Protocol inform Sponsor or, as an
exception, after agreement with Sponsor leave
the study subject in the Clinical Study in
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6)

Zkousejici, poskytovatel, zadavatel i PPD jsou
povinni v prabéhu klinického hodnoceni i po
jeho ukonceni dbat piislusnych pravnich
predpist o ochrané osobnich tdaji a informaci
0 subjektech  zafazenych do  klinického
hodnoceni.

VL.

Sledovani (monitorovani) a kontrola pribéhu

1)

2)

3)

4)

klinického hodnoceni

Pribéh a provadéni klinického hodnoceni
budou kontrolovany a sledovany ve smyslu
pravnich ptedpist a doporuceni uvedenych
zejména v ¢l IV.odst. 1 této  smlouvy
povefenymi pracovniky zadavatele, kterym
poskytovatel i zkousSejici umozni pfistup ke
vSem informacim ziskanym v ramci klinického
hodnoceni i k vysledkim laboratornich testd,
vySetfeni a jinych zaznamli o subjektech
zafazenych do klinického hodnoceni.

Prubéh klinického hodnoceni a jeho vysledky
mohou byt kontrolovany také auditory PPD ¢i
zadavatele; tim neni dotéeno pravo kontroly
ptisluinych statnich organti CR a zahraniénich
kontrolnich uradt. Poskytovatel a zkousejici se
zavazuji poskytnout zminénym auditorim
veskera klinickd data zapsana do CRF (case
report form), jakoz i dalsi relevantni informace
véetné téch generovanych jako vysledky
provadéného klinického hodnoceni.

Obdrzi-li  poskytovatel nebo  zkouSejici
oznameni o tom, Ze misto provadéni klinického
hodnoceni bude pfedmétem Setfeni ¢i auditu
jakéhokoli statniho ¢i kontrolniho orgéanu,
takovd smluvni strana o tom neprodlené
uvédomi zadavatele. Jestlize takova smluvni
strana neobdrzi takové oznameni o Setfeni Ci
auditu pfedem, uvédomi zadavatele pfi prvni
vhodné prilezitosti.

Kazdy ze subjekti klinického hodnoceni musi
byt poucen podle ¢l. V. odst. 2 této smlouvy a
informovan také o tom, Ze tidaje ziskané o ném
v prubehu klinického hodnoceni mohou byt pro
ucely kontroly pouzity a predlozeny také
prislusnym kontrolnim organdm.

6)

accordance with this Agreement and such
exception.

The Investigator, the Medical Facility, Sponsor
and PPD are required, during the Clinical
Study and after it is completed, pursuant to the
applicable legal regulations, to ensure
protection of personal data and information
about the subjects included in the Clinical
Study.

VL

Monitoring and inspection of the conduct of

)

2)

3)

4)

the Clinical Study

The conduct of the Clinical Study shall be
inspected and monitored in accordance with
the legal regulations and recommendations
stated, in particular, in art. [V. par. 1 of this
Agreement by  Sponsor’s  authorized
employees, to whom the Medical Facility and
the Investigator shall permit access to all
information acquired in the Clinical Study and
to all results of laboratory tests, examinations
and other records about the subjects included
in the Clinical Study.

The conduct and results of the Clinical Study
may also be inspected by PPD’s or the
Sponsor’s auditors; this does not affect the
right of inspection of the relevant authorities of
the Czech Republic and foreign inspection
offices. The Medical Facility and the
Investigator agree to provide to the above-
mentioned auditors all clinical data recorded in
the CRF (case report form) as well as other
relevant information, including information
generated as results of the conducted Clinical
Study.

In the event that the Medical Facility or
Investigator receives notice that the Study Site
shall be the subject of an investigation or audit
by any governmental or regulatory authority,
the Party receiving such notice shall inform
Sponsor immediately. In the event that the
Party does not receive prior notice of such
investigation or audit, the Party shall notify
Sponsor at the first available opportunity.

Each of the Clinical Study subjects must be
instructed pursuant to art. V.par.2 of this
Agreement and also informed that the data
acquired about him/her in the course of the
Clinical Study may be used and submitted to
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1)

2)

3)

4)

5)

VII.
Jina ustanoveni

Zadavatel ~ poskytne  poskytovateli a
zkousejicimu veSkery material (v€etné, nikoliv
vSak vylucné, hodnoceného 1éCiva,
poskytnutého vybaveni apod.) vymezeny
protokolem klinického hodnoceni, ktery je
nezbytny k provadéni klinického hodnoceni
tak, aby mohly byt dodrzeny podminky
klinického hodnoceni uvedené v ¢l. III. této
smlouvy.

Hodnocené 1é¢ivo i ostatni material poskytnuty
zadavatelem, jehoz specifikace je uvedena
v protokolu o klinickém hodnoceni (¢L. IV.
odst. 1 pism.a) této smlouvy), pouZije
resitelské centrum a zkouSejici pouze pro
provadéni klinického hodnoceni. VSechny
hodnotici materialy, které nebudou pouzity v
ramci klinického hodnoceni, vrati feSitelské
centrum a zkousSejici zadavateli.

Hodnocené 1é¢ivo mulze byt subjektim
hodnoceni podano pouze delegovanym
persondlem poskytovatele pod dohledem
zkousejiciho, a to pouze v ramci vedeni tohoto
klinického hodnoceni. Hodnocené 1écivo
nesmi byt poskytnuto jiné tfeti osobé mimo
osob piesné stanovenych v protokolu a musi
byt pouzito pouze v souladu s podminkami
protokolu.

Zkousejici a poskytovatel se zavazuji uschovat
veskerou dokumentaci o provedeni klinického
hodnoceni i dokumentaci vztahujici se k
subjekttim klinického hodnoceni po dobu 15 let
od data ukonceni klinického hodnoceni. Pro
ptipad, Ze prvotni udaje budou dostupné pouze
v elektronické podobé, zavazuje se zkousejici
pro ucely jejich ovéfeni poridit vytisky téch
dat, kterd se tykaji subjektl klinického
hodnoceni ajsou vyznamna pro klinické
hodnoceni. Tyto vytisky budou opatieny datem
a podpisem zkousejiciho a fddné uchovany.

Zadavatel bude opravnén uchovavat originaly
vSech CRF (Case Report Forms) (nebo e-
CRF), které budou zaroven jeho vlastnictvim.
Originaly vSech dalSich zdznamt a materialt
budou uchovany poskytovatelem a bude s nimi
nakladano dle platnych zakonl a natfizeni. Na

1)

2)

3)

4)

5)

the appropriate inspection authorities for
purposes of inspection.

VII.
Other provisions

Sponsor shall provide the Medical Facility and
the Investigator with all materials (including
Study Drug, provided equipment, etc.)
specified by the Clinical Study Protocol, which
are necessary to conduct the Clinical Study, so
that the terms of the Clinical Study provided in
art. III. of this Agreement can be met.

The Study Site and the Investigator shall use
the Study Drug and other material provided by
Sponsor, the specifications of which are
provided in the Clinical Study Protocol
(art. IV par. 1 (a) of this Agreement), only for
conducting the Clinical Study. The Study Site
and the Investigator shall return to Sponsor all
evaluation materials, which are not used in the
Clinical Study.

The Study Drug may be administered only by
delegated employees of the Medical Facility
under the supervision and control of the
Investigator, and only for the purpose of
conducting the Clinical Study. The Study Drug
may not be transferred to any third party except
as specifically provided in the Protocol, and
may be used only in accordance with the
Protocol.

The Investigator and the Medical Facility agree
to preserve all documentation about the
conduct of the Clinical Study and
documentation related to the Clinical Study
subjects for 15 years from the date the Clinical
Study is completed. If any source data are kept
on computer files only, for the purpose of
source data verification, the Investigator agrees
to make a print out of all data related to the
Clinical Study subjects relevant to the Clinical
Study. These print-outs will be dated and
signed by the Investigator and duly retained as
source documents.

The Sponsor will be entitled to keep originals
of all case reports forms (CRFs) (or e-CRFs),
which will be the property of the Sponsor. The
originals of all other records and materials will
be maintained by the Medical Facility and will
be held in accordance with all applicable laws
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6)

7)

8)

9

vyzadani budou kopie téchto dokumentt
poskytnuty zadavateli.

Poskytovatel a zkouSejici se zavazuji, ze pokud
pouziji k provedeni analyzy pro ucely
klinického hodnoceni jakoukoliv —externi
laboratot, zajisti, aby tato laboratof byla
zpusobild k provedeni takové prace podle
zasad spravné laboratorni a klinické praxe.
Zpusobilost externi laboratofe se prokazuje
pfislusnym certifikatem ud€lenym laboratofi
k provadéni  takovychto  analyz.  Dale
poskytovatel a zkouSejici zajisti, aby byla
externi laboratof véazana toutéz dohodou
0 dvérnosti jako smluvni strany.

Vyzkumné vzorky télesnych tekutin, zejména
plazma, séra, cela krev a mozkomis$ni mok
(dale jen ,,vzorky“) pro analyzy provadéné
zadavatelem, které  budou  odebirany
zkousejicim v prubéhu klinického hodnoceni a
zasilany podle protokolu, véetné¢ progent a
derivata, nebudou zkousejicim ani
poskytovatelem zadnym zplsobem pouzity.
Zkousejici nesmi (ptimo ani neptimo) prevést,
distribuovat nebo vydat vzorky zadné jiné
osob&, firmé nebo organizaci. Zadny
z poskytnutych vzorkt nesmi byt pouzit, piimo
ani nepfimo, ke komerénim uceliim aniz by
zadavatel  udélil  poskytovateli nebo
zkousejicimu potiebné opravnéni.

Zkousejici a poskytovatel se zavazuji, ze
nebudou pouzivat nazvu ani vyrobkd PPD ¢i
zadavatele souvisejicich s provadénim tohoto
klinického hodnoceni za tucelem jakékoli
propagace ¢i reklamy bez jejich predchoziho
souhlasu.

PPD se zavazuje neuvadét vefejné jméno
zkousSejicitho v souvislosti s provadénim
klinického hodnoceni nad ramec stanoveny
v ¢l. X. odst. 4 této smlouvy.

10) Zkousejici a c¢lenové studijniho tymu musi

absolvovat vsechna skoleni studijniho tymu
poskytovand na zkouSejicim pracovisti nebo
mimo né¢&j, o ktera spolecnosti PPD nebo
zadavatel pozada. VSechny naklady na Skoleni
souvisejici s klinickym hodnocenim hradi
zadavatel pfimo nebo prostiednictvim PPD.

6)

7)

8)

9)

and regulations. A copy of such materials will
be provided to the Sponsor upon request.

The Medical Facility and the Investigator
agree that if any external laboratory is used to
perform analyses for the purposes of the
Clinical Study, they will ensure that the
laboratory is qualified to perform such work
pursuant to the principles of good laboratory
and clinical practice. The qualification of the
external laboratory shall be proved by the
appropriate certificate issued to the laboratory
to perform such analyses. In addition, the
Medical Facility and the Investigator agree to
ensure that the external laboratory shall be
bound by the same confidentiality Agreement
that applies to the Parties.

Research samples of body fluids, including but
not limited to plasma, serum, whole blood and
cerebrospinal fluid (the “Samples”) for
analyses performed by Sponsor, which will be
collected by the Investigator over the course of
the Clinical Study and shipped as per the
Protocol, including any progeny or derivatives,
shall not be anyhow used by the Investigator,
neither by an Medical Facility. The Investigator
shall not (directly or indirectly) transfer,
distribute or release the Samples to any other
person, firm or organisation. None of the
Samples provided may be used for any
commercial purpose directly or indirectly
unless a necessary license is specifically
granted to Medical Facility, Investigator by
Sponsor.

The Investigator and the Medical Facility
agree not to use the name or products of PPD
or Sponsor connected with the Clinical Study
for purposes of promotion or advertising
without their prior consent.

PPD agrees not to make public the name of the
Investigator connected with the Clinical Study
other than as provided in art. X. of this
Agreement.

10) The Investigator and Study Team Member(s)

are required to attend any training of the Study
Team provided at Study Site and outside upon
PPD/Sponsor’s request. All costs for the
training related to the Clinical Study are paid
by Sponsor directly or through PPD.
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11) Strany berou na védomi, Ze poskytovatel a

zkousejici budou mit pfistup k pouziti téchto
zdroji tfeti strany: (i) materiald, zejména
uréitého zafizeni nebo pocitacového hardwaru
a jejich perifernich zafizeni, tabletd nebo
jinych srovnatelnych zatizeni (dale jen
,materialy*), nebo (ii) prav, zejména prav
vztahujicich se ke  slozeni latek,
shromazd’ovani dat, procesam ftizeni dat,
laboratornim analyzam, analytickym
metodam, postupam a technikam, odbornosti
vypocetni techniky a softwaru, véetné koda
(dale jen ,,prava®).

12) Poskytovatel a zkousejici timto prohlasuji, ze

uvedené materialy a prava nepouziji pro zadné
jiné ucely, nez ty, které jsou piisné¢ v souladu
S podminkami a ustanovenimi této smlouvy.
Jak poskytovatel, tak zkouSejici zaruduji, Ze
podniknou vSechny pfiméfené kroky k tomu,
aby zabranili ztraté nebo poskozeni téchto
materialii tfeti strany a zdrzi se jakychkoli
krokt,, které by poskodily tato prava tieti
strany, a to konkrétn¢:

a) Poskytovatel a zkousejici podniknou
vsechna priméfena opatieni na ochranu téchto
materiala pied odcizenim nebo pouzitim
vrozporu spodminkami této  smlouvy.
Poskytovatel ani zkousejici nesmi rozebrat ani
jinak zpétn¢ analyzovat zadny z materiald, a
ani to nedovoli jiné osobé nebo subjektu.
Poskytovatel ani zkousejici nejsou opravnéni
prodat, pronajmout, ptevést nebo distribuovat
7adny z materiali nebo jeho ¢ast jinak, nez jak
je vyslovné povoleno v této smlouve.

b) Poskytovatel a zkousejici ochrani vsechna

prava pred zverejnénim, zneuzitim, odcizenim

nebo pouzitim v rozporu s touto smlouvou a

totéz budou vyzadovat od studijniho tymu.

Poskytovatel ani zkousejici nebudou provadét

nasledujici Cinnosti, ani jejich provadéni

nedovoli Zadné jiné osobé& nebo subjektu:

(i) kopirovat jakoukoli &ast softwaru,
Skolicich materiala a dalsich dokumenta
tykajici se prav

(it) dekompilovat, rozebirat nebo jinak
analyzovat software tykajici se prav, jako
celek, ani zadnou jeho ¢ast

(iii) upravovat, pievadét nebo vytvaret
odvozena dila vychazejici z prav

(iv) distribuovat, zvefejiiovat, uvadét na trh,
publikovat, pronajimat, poskytovat na
leasing, pridélovat, poskytovat
podlicenci, zastavovat nebo jinak

11) It is acknowledged by Parties that Medical

Facility and Investigator will be granted access
to use of a third party: (i) materials, including
but not limited to certain equipment or
computer hardware and its peripherals, tablets,
or other comparable devices (“Materials”); or
(i1) rights including, without limitation, those
related to composition of matter, data
collection, data management processes,
laboratory analyses, analytical methods,
procedures and techniques, computer technical
expertise and software including codes
(“Rights™).

12) Medical Facility and Investigator hereby each

declares that he/she will not use the said
Materials and Rights for any purpose other
than in strict accordance with the terms and
conditions of this Agreement. Medical Facility
and Investigator each warrants that he/she will
take all reasonable steps to prevent loss or
damage of any such third party Materials and
shall refrain from any acts detrimental to such
third party Rights, in particular:

a) Medical Facility and Investigator shall take
all reasonable steps to protect such Materials
from theft or use contrary to the terms of this
Agreement. Medical Facility and Investigator
shall not, and shall not to permit any other
person or entity to, disassemble or otherwise
reverse engineer any Materials. Medical
Facility and Investigator is not authorized to
sell, rent, transfer, or distribute any Material or
its part, except as specifically permitted in this
Agreement.

b) Medical Facility and Investigator shall

protect, and shall cause its Study Team to

protect, all Rights from disclosure,
misappropriation, theft, or use contrary to the
terms of this Agreement. Medical Facility and

Investigator shall not, and shall not permit any

other person or entity to:

(i) copy all or any portion of the software,
training materials and other
documentation related to the Rights;

(if) decompile, disassemble or otherwise
reverse engineer the software related to
the Rights, or any portion thereof;

(iii) modify, translate, or create any derivative
works based upon the Rights;

(iv) distribute, disclose, market, publish, rent,
lease, assign, sublicense, pledge, or
otherwise transfer the Rights, in whole or
in part, to any third party;

10/24



prevadét prava, jako celek nebo jejich
¢ast, na tfeti stranu

(V) odstrafiovat nebo pozméfiovat oznaceni
autorskych prav (copyright), ochranné
znamky nebo jind oznaceni vlastnictvi

objevujici se na pravech nebo
v souvislosti s nimi.
VIII.
Nezadouci prihody v pribéhu klinického
hodnoceni

1) ZkousSejici je povinen co nejdiive, nejpozdéji
vSak do 24 hodin sdélit Zadavateli a PPD
telefonicky, faxem C¢i elektronickou postou
jakoukoliv zavaznou nezadouci ptihodu, jakoz
i zavazny nezadouci a neoc¢ekavany nezadouci
ucinek, ke kterym dojde v pritbéhu klinického
hodnoceni, na:

PPD Global Limited

Granta Park, Great Abington,
Cambridge, CB 21 6GQ,
Spojené Kralovstvi

Telefon: VYMAZANO
Fax: VYMAZANO
Email: VYMAZANO

2) Nezadouci a zavazné nezadouci piihody jakoz
i zavazné nezadouci uCinky a neocekavané
zavazné nezadouci ucinky jsou definovany
v § 3odst. 4-6 zakona ¢&.378/2007 Sh., ve
znéni pozdeéjsich predpisi, a podléhaji
zaznamenani a hlaSeni zkousejicim v pfisném
souladu s protokolem a dle tohoto zakona
jakoz i v souladu s ICH GCP Guidelines.

IX.
Pojisténi a odSkodnéni

1) V souladu s ust. § 52 zak. ¢. 378/2007 Sh.
vplatném znéni zadavatel na celou dobu

provadéni  klinického hodnoceni  zajistil
pojisténi  odpovédnosti za Skodu pro
zkousejiciho a zadavatele, jehoz

prostfednictvim je =zajisténo 1 odskodnéni
Vv ptipadé smrti subjektu klinického hodnoceni
nebo ptipad¢ skody vzniklé na zdravi subjektu
klinického hodnoceni v dasledku provadéni
klinického hodnoceni. Kopie potvrzeni o
pojisténi (pojistny certifikat) je pfipojena jako
piiloha ¢. 3 této smlouvy.

(v) remove or alter any copyright, trademark,
or other proprietary notices appearing on
or in connection with the Rights.

VIII.
Adverse events in the course of the Clinical
Study

1) The Investigator shall immediately, not later
than within 24 hours, inform Sponsor and PPD
by telephone, fax or electronic mail of any
serious adverse events or serious adverse drug
reactions and unexpected adverse drug
reactions, which occur during the Clinical
Study, at:

Attn. PPD Global Limited
Granta Park, Great Abington,
Cambridge, CB 21 6GQ,
United Kingdom

Phone: VYMAZANO
Fax: VYMAZANO
Email: VYMAZANO

2) Adverse events and serious adverse events as
well as serious adverse drug reactions and
unexpected serious adverse drug reactions are
defined in § 3 par. 4-6 of
Act no. 378/2007 Coll., as amended, and are to
be recorded and reported by the Investigator in
strict compliance with the Protocol and
pursuant to the above Act and pursuant to the
ICH GCP Guidelines.

IX.
Insurance and indemnification

1) The Sponsor, in accordance with par. 52 of
Act No. 378/2007 Coll. as amended, has
arranged liability insurance for the Investigator
and the Sponsor for the entire duration of the
Clinical Study, through which compensation in
the event of death or in the event of injury to
the health of the Clinical Study subjects as
result of conducting the Clinical Study is
covered. A copy of confirmation about the
insurance (insurance certificate) is attached as
Appendix no. 3 to this Agreement.
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2)

Pojisténi v odst. 1 se nevztahuje na piipady,
kdy doslo k =zafazeni subjektu klinického
hodnoceni do klinického hodnoceni bez
ziskani informovaného souhlasu ¢i Ujmé na
zdravi subjektu klinického hodnoceni na
zaklad¢ nedbalosti zkousejiciho ¢i jiného ¢lena
fesitelského centra, porusenim Protokolu ¢i
instrukci pfedanych feSitelskému centru
zadavatelem.

3) Poskytovatel prohlasuje, ze ma dle § 45 odst. 2

4)

5)

1

2)

pism. n) zakona ¢. 372/2011 Sb., 0 zdravotnich
sluzbach wuzavienu pojistnou smlouvu na
pojisténi odpovédnosti za Skodu zplsobenou
pfi poskytovani zdravotni péce. Tato pojistna
smlouva je uzaviena v zakonem pozadovaném
rozsahu a neobsahuje pojisténi odpovédnosti za
Skodu zptsobenou pii provadéni klinického
hodnoceni. Dle § 45 odst. 2 pism. n) zakona
¢. 372/2011 Sb. musi byt pojisténi uzavieno po
celou dobu, po kterou poskytovatel poskytuje
zdravotni péci.

Zkousejici a poskytovatel se zavazuji pisemne
informovat zadavatele o jakémkoli piipadu
reklamace vad hodnocenych 1é¢iv a dalSich
vyrobktl pouzitych pii klinickém hodnoceni,
které poskytnul zadavatel.

Smluvni strany se zavazuji pln¢ spolupracovat
pii feseni pripadi uvedenych v tomto ¢l. IX.
smlouvy.

X.
Ochrana divérnych informaci

Vsechny proprietarni informace a vsechny
vysledky sdélené, odtajnéné nebo jinak dané
k dispozici zadavatelem a/nebo spolecnosti
PPD poskytovateli a/nebo zkousejicimu
vramci tohoto klinického hodnoceni nebo
jako vysledek tohoto klinického hodnoceni
(dale jen ,duavérné informace®) se
poskytovateli a/nebo zkousejicimu poskytuji
vyhradné¢ za ucelem uplatiovani jejich prav a
pInéni jejich povinnosti v ramci klinického
hodnoceni. Pro zamezeni pochybnosti,
hodnocené IéCivo a vysledky (dle definice nize
uvedeného ¢lanku XI) jsou duvérnymi
informacemi zadavatele.

Se viemi daveérnymi informacemi
poskytnutymi nebo piedanymi zadavatelem
a/nebo spolecnosti PPD ve vztahu ke
klinickému hodnoceni musi poskytovatel a

2) The insurance in par. 1 does not apply in cases

3)

where a Clinical Study subject was included
without obtaining informed consent or where a
Clinical Study subject was injured due to
negligence of the Investigator or another
member of the Study Site, or violation of the
Protocol or instructions given to the Study Site
by Sponsor.

The Medical Facility declares that it has
insurance coverage in accordance with
§ 45 par. 2 Itr. n) of  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 § 45 par. 2 Itr. n) of Act
no. 372/2011 Coll., this insurance coverage
must be valid for the entire length of the
Medical Facility’s provision of medical care.

4) The Investigator and the Medical Facility agree

5)

1)

2)

to inform Sponsor in writing about any
instance of recall of Study Drug or other
products used in the Clinical Study provided by
the Sponsor.

The Parties agree to cooperate fully in
resolving the situations described in this
Article IX. hereof.

X.
Protection of Confidential Information

All proprietary information and all results
disclosed, revealed or otherwise made
available by Sponsor and/ or PPD to Medical
Facility and/ or Investigator under, or as a
result of the Clinical Study (further referred to
as the "Confidential Information") is
furnished to Medical Facility and/ or
Investigator solely to permit Medical Facility
and/ or Investigator to exercise their rights and
perform their obligations for the Clinical
Study. For the avoidance of doubt, the Study
Drug and the Results (as defined under Article
XI. below) shall be Confidential Information of
Sponsor.

All Confidential Information furnished or
disclosed by the Sponsor and/ or PPD with
respect to the Clinical Study, whether marked
to be confidential or not, shall be treated as
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3)

4)

@

(i)

zkousejici zachazet jako s prisné davérnymi a
tajnymi informacemi, bez ohledu na to, zda
jsou takto oznaceny nebo ne. Poskytovatel a
zadavatel mohou davérné informace pouzivat
pouze pro klinické hodnoceni a nebudou je
pouzivat ani vyuzivat pro svij vlastni
prospéch nebo k prospéchu nékoho jiného.
Poskytovatel ani zkousejici nesmi davérné
informace  sdélit tfetim stranam bez
predchoziho pisemného souhlasu zadavatele.

Poskytovatel a zkousejici podniknou prislusné
kroky a ptijmou vsechna patti¢na bezpec¢nostni
opatieni, aby zabranili neschvalenému pouziti
nebo zverejnéni  davérnych  informaci.
Poskytovatel a zkouSejici sdéli duvérné
informace pouze tém svym piedstavitelim,
¢lentiim spravni rady a zaméstnancim, ktefi je
potiebuji znat pro ucely klinického hodnocenti,
a ktefi jsou vici poskytovateli a zkouSejicimu
vazani zavazkem divérnosti, ktery neni méné
ptisny, nez =zavazky poskytovateli a
zkousejiciho v ramci této smlouvy.

I po vraceni duvérnych informaci budou
poskytovatel a zkouSejici vazani zavazkem
duvérnosti a vynalozi fadnou péci k tomu, aby
zabranili odtajnéni divérnych informaci
s vyjimkou téch, ke kterym mutize poskytovatel
a/nebo zkousejici poskytnout pisemny dikaz,
ze:

informace byly v okamziku prvniho sdéleni
zadavatelem  a/nebo  spole¢nosti  PPD
poskytovateli a/nebo zkouSejicimu vefejné
znamy

informace se po sdéleni zadavatelem a/nebo
spolecnosti  PPD  poskytovateli  a/nebo
zkouSejicimu stanou vefejné znamymi jinym
zpusobem, nez v dusledku poruseni podminek
této smlouvy

(iti)informace byly v okamziku jejich prvniho

sdéleni zadavatelem a/nebo spolecnosti PPD
poskytovateli a/nebo zkouSejicimu jiz v jejich
drzeni a nebyly ziskany ptimo od zadavatele
a/nebo PPD

(iv) poskytovatel a/nebo zkousejici se

s informacemi seznamil z jinych zdroju nez od
zadavatele a/nebo PPD, pfiCemz tyto zdroje
nebyly ve vztahu k témto informacim vazany

strictly confidential and secret by Medical
Facility and Investigator. Medical Facility and
Investigator shall use the Confidential
Information only for the Clinical Study and
shall not use or exploit such Confidential
Information for their own benefit or the benefit
of another. Medical Facility and/ or
Investigator shall not disclose any Confidential
Information to third parties without the prior
written consent of the Sponsor.

3) Medical Facility and Investigator shall take all
appropriate steps, and shall implement all
appropriate  safeguards, to prevent the
unauthorized use or disclosure of any of the
Confidential Information. Medical Facility and
Investigator shall disclose Confidential
Information only to those of their officers,
directors and employees that have a need to
know the Confidential Information for the
Clinical Study and who are bound towards
Medical Facility and/or Investigator by
confidentiality obligations not less strict than
the obligations of Medical Facility and
Investigator under this Agreement.

4) Even after having returned the Confidential
Information, Medical Facility and Investigator
shall be obliged to maintain the strict
confidence and to exercise due care in order to
prevent the disclosure of Confidential
Information, except for  Confidential
Information for which the Medical Facility
and/or Investigator can prove by written
documentation that:

(i) the information is at the time of first disclosure
by the Sponsor and/ or PPD to Medical Facility
and/ or Investigator public knowledge;

(i1) the information, after disclosure by the
Sponsor and/ or PPD to Medical Facility and/
or Investigator, becomes part of the public
knowledge, otherwise than by disclosure in
breach of the terms hereof;

(iii) the information was in their possession at the
time of first disclosure by the Sponsor and/ or
PPD to Medical Facility and/ or Investigator
and was not acquired directly from the Sponsor
and/ or PPD;

(iv) the information became known to Medical
Facility and/ or Investigator through disclosure
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v)

5)

6)

7)

zavazkem duvérnosti vici zadavateli, piimo
ani nepiimo, a mély zakonné pravo tyto
diveérné informace sdélit

sdéleni informaci poskytovatelem a/nebo
zkousejicim je vyzadovéano platnymi zakony
nebo vladni vyhlaskou s tim, ze poskytovatel
a/nebo zkousejici o tomto sdéleni okamzité
informuji zadavatele a vynalozi veskeré usili
K tomu, aby sdélili pouze minimalné nutny
rozsah informaci.

PPD, poskytovatel a zkouSejici se zavazuji
informovat vSechny osoby zicCastnéné na
tomto klinickém hodnoceni a osoby, jimz je
divérna informace zpfistupnéna, o povinnosti
mlcenlivosti v souladu s touto smlouvou.

Poskytovatel a zkouSejici se zavazuji ptredat
zadavateli a/nebo subjektu poveéfenému
zadavatelem, po ukonceni  klinického
hodnoceni vSechny jim zadavatelem a/nebo
pfipadné spolecnosti PPD svéfené materialy,
dokumenty a informace s vyjimkou piipadi
stanovenych zakonem.

Smluvni strany se zavazuji uschovavat veskeré
dokumenty a informace tykajici se finan¢nich
vyrovnani mezi smluvnimi stranami diveérne a
oddélené od ostatnich dokument.

XI.

Vlastnictvi vysledki klinického hodnoceni, jeho

1

ochrana a publikovani vysledkii

Poskytovatel a  zkouSejici  poskytnou
zadavateli pfistup ke vSem informacim,
dokumentim a datim, které jsou vysledkem
klinického hodnoceni.

2) Poskytovatel a zkousejici souhlasi, ze:

(@)

Zadavatel ma vysadni a vyhradni pravo mimo
jiné na: vSechny informace, objevy, znalosti,
zkuSenosti, procesy, postupy, zafizeni, sloZeni
latek, védomosti, know-how, vzorky, obchodni

tajemstvi, designy, vzorce, specifikace,
metody, techniky, kompilace, programy,
technické informace, koncepty, vyvoj,

vynalezy nebo zlepSovaci navrhy, data a
vysledky klinického hodnoceni, bez ohledu na

)

S)

6)

7)

1)

2)

(1)

by sources other than Sponsor and/ or PPD
having no duty of confidentiality to Sponsor,
whether direct or indirect, with respect to such
Confidential Information and having the legal
right to disclose such  Confidential
Information; and

the information is required to be disclosed by
Medical Facility and/ or Investigator to comply
with applicable laws or governmental
regulations, provided that Medical Facility
and/ or Investigator promptly informs Sponsor
of such disclosure and uses its best efforts to
limit the disclosure to the minimum necessary.

PPD, the Medical Facility and the Investigator
agree to inform all persons participating in the
Clinical Study and persons to whom
Confidential Information is made available
about the duty of secrecy in accordance with
this Agreement.

The Medical Facility and the Investigator agree
to deliver to Sponsor and/ or entity designated
by the Sponsor, after completion of the Clinical
Study, all materials, documents and
information received from Sponsor and/ or
PPD respectively, except for cases provided by
law.

The Parties agree to keep all documents and
information  concerning the  financial
arrangements between the Parties confidential
and separate from other documents.

XI.
Ownership, protection, and publication of
Clinical Study results

Medical Facility and Investigator will provide
Sponsor access to all information,
documentation and data resulting from the
Clinical Study.

Medical Facility and Investigator agree that:

Sponsor shall have the sole and exclusive right
to including but not limited to all information,
discoveries, knowledge, experience, processes,
procedures, devices, compositions of matter,
skills, know-how, samples, trade secrets.
designs, formulae, specifications, methods,
techniques, compilations, programs, technical
information, concepts, developments,
inventions or improvements, data and results of
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(i) Okamzits

to, zda je lze patentovat nebo ne, které
vzniknou v dusledku plnéni protokolu a
provadéni klinického hodnoceni v ramci této
smlouvy nebo na zakladé pouziti hodnoceného
1éku poskytnutého v ramci této smlouvy (dale
jen ,vysledky*)

pisemné¢ uvédomi zadavatele
o vysledcich. Zadavatel bude informovat
poskytovatele a/nebo zkousejiciho pisemné do
Sesti tydnd, zda si pfeje, aby poskytovatel
a/nebo zkouSejici vyndlez narokovali a
prevedli jej na zadavatele nebo ne; v pfipade,
ze si zadavatel pfeje prevést patentovatelné
vysledky, poskytovatel si bude okamzité
narokovat patentovatelné vysledky dosazené
veédeckymi pracovniky poskytovatele (véetné
zkousejiciho), jakmile byl vynalez oznamen
poskytovateli v souladu s platnymi zakony
o vynalezech zameéstnanci. V ptipadé
vynalezu zaméstnance, pokud budou tato prava
pfevedena na zadavatele, zadavatel uhradi
poskytovateli vSechny naroky a pozadavky
uplatnéné podle platnych zakonti, napf.
odménu za vynalez zaméstnance.

a
(ili) na zadost a na naklady zadavatele
poskytovatel a/nebo  zkouSejici  poskytnou

pfiméfenou pomoc pii ziskani patentl, vcéetné
zajisténi prevedeni vynalezu ¢i dalSich dokumentt.

3)

@

(i)

4)

5)

Poskytovatel a zkousejici timto:

zdarma predavaji a prevadéji vSechna prava
k vysledkiim na zadavatele a zadavatel tento
prevod pfijima a/nebo

udé€luji prava na vyhradni pouzivani a
vyuzivani vysledkt (vyhradni licence)
celosvétove a zdarma zadavateli a zadavatel
tato prava piijima.

Na zadost a naklady zadavatele poskytovatel a
zkousejici pomohou zadavateli ziskat patenty
k vysledkim, které lze patentovat. Zadavatel
proplati poskytovateli vSechny naklady na
odménu vynalezce podle platnych zakonl o
vynalezech zaméstnanct

Poskytovatel a zkouSejici berou na védomi, ze
nesméji vydat zadnou odbornou publikaci k
objeviim ¢i 1éCivu dfive, nez zadavatel poda
patentovou  pfihlasku, pokud vzhledem

(ii)

the Clinical Study, whether patentable or not,
arising in the performance of the Protocol and
Clinical Study under this Agreement, or arising
out of the use of the Study Drug provided under
this Agreement (the "Results");

they will promptly inform Sponsor in writing
of Results. Sponsor will inform Medical
Facility and/or Investigator in writing within
six weeks whether Sponsor wishes an
Invention to be claimed by Medical Facility
and/or Investigator and transferred to Sponsor
or not; in case Sponsor wishes the transfer of
patentable Results, Medical Facility shall
promptly claim patentable Results made by
scientific personnel of Medical Facility
(including Investigator) once an invention has
been notified to Medical Facility in accordance
with applicable laws on employee inventions.
In the event of employee inventions, if such
rights are transferred to Sponsor, Sponsor shall
reimburse the Medical Facility for all claims
and demands made according to applicable law
such as compensation for employee invention.

and;

(iii)at Sponsor’s request and expense Medical

3)

(1)

(i)

4)

5)

Facility and/or Investigator will provide
reasonable assistance to obtain patents,
including causing the execution of any
invention assignment or other documents.

Medical Facility and Investigator hereby:

assign and transfer, free of charge, any rights to
Results to Sponsor and Sponsor accepts the
transfer; and/or

grant exclusive usage and exploitation rights to
the Results (exclusive license), worldwide, free
of charge to Sponsor and Sponsor accepts that.

At Sponsor’s request and expenses Medical
Facility and Investigator will assist Sponsor to
obtain patents covering patentable Results.
Sponsor shall reimburse Medical Facility for
all expenses for inventor's compensation under
applicable laws on employee inventions.

The Medical Facility and the Investigator take
note of the fact that they may not issue any
expert manuscript about the discoveries or the
Study Drug before the Sponsor applies for
patent registration, if, given the nature of the
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6)

1)

2)

3)

k povaze vysledka klinického hodnoceni bude
podani takové ptihlasky pfichazet v avahu.

Jakakoli prezentace nebo publikace vysledkt
bude iniciovana zadavatelem, dokud vysledky
musi byt udrzovany v tajnosti podle ¢lanku X.
Zkousejici/poskytovatel  nebude  vydavat
oficialni ani neoficialni prohlaseni, komentate,
poznamky ani se jinak odvolavat na klinické
hodnoceni ve vztahu k tisku bez predchoziho
pisemného schvaleni zadavatele. Schvaleni
zadavatele nebude bezdlivodné odpirano. Na
zakladé€ rozhodnuti zadavatele budou vysledky
klinického hodnoceny publikovany podle
nasledujicich podminek:

Zadavatel si vyhrazuje pravo, ze ztéto
publikace vylou¢i informace, které povazuje
za davérné informace podle ¢lanku X této
smlouvy nebo v ptipadé, ze zadavatel chce
podat patentovou piihlasku k vysledkim, nebo
si pieje udrzet nékteré vysledky nebo jejich
¢ast v tajnosti jako know-how. Zadavatel si
vyhrazuje pravo vetovat publikaci vysledkd,
obzvlaste¢ takovych, ukterych neni mozna
jednoznacna interpretace

XI1I.
Trestni bezahonnost

Zkousejici prohlasuje a zaruCuje, ze jemu/ji
a podle jeho nejlepsich védomosti ani zadnému
jinému c¢lenu fesitelského tymu nebyl nikdy
vysloven zdkaz Cinnosti ani nebyl trestan za
spachani trestného ¢inu, za ktery muze byt
1€kafi zakaz ¢innosti ve zdravotnictvi ulozen.

Zkousejici prohlaSuje, Ze ani on ani zadny
zClend fesitelského tymu nebyl nikdy
Vsouvislosti s  provadénim  klinického
hodnoceni obvinén, vySetfovan ani odsouzen.

Zkousejici prohlasuje, ze ani on ani zadny
z¢lent  studijniho tymu  nebyl  nikdy
predmétem vysetfovani regulac¢niho organu
ohledn¢ nespravného chovani ve vztahu
k jakémukoli klinickému hodnoceni a zadna
data, ktera vypracoval ve vztahu k jakémukoli
klinickému hodnoceni, nebyla odmitnuta
z davodu pochybnosti o jejich presnosti nebo
proto, ze byla vytvoiena podvodné.

6)

1)

2)

3)

Clinical Study results, such application is
possible.

Any presentation or publication of Results will
be initiated by the Sponsor as long as such
Results have to be kept confidential under
Article X. Investigator/Medical Facility shall
neither make official nor informal statements,
comments, remarks or other references
regarding the Clinical Study towards the press
without the prior written approval of the
Sponsor. The Sponsor’s approval shall not be
unreasonably withheld. Based on the Sponsor’
decision, the Results of the Clinical Study will
be published according to the following
conditions:

the Sponsor shall have the right to exclude
from such publication information which
Sponsor considers Confidential Information
pursuant to Article X. of this Agreement or in
case Sponsor desires to file a patent application
covering Results or wishes to keep certain
Results or parts thereof confidential as
knowhow. The Sponsor reserves the right to
veto the publication of Results, especially of
Results where an unequivocal interpretation is
not possible.

XII.
Clean criminal records

The Investigator represents and warrants that
neither he/she nor, to the best of his/her
knowledge, any other member of the Study
Team, was ever prohibited from practicing or
was sentenced for a crime for which a doctor
may be prohibited from practicing in the
medical field.

The Investigator declares that neither he/she
nor any member of the Study Team has ever, in
connection with the conduct of a Clinical
Study, been accused, investigated or convicted.

The Investigator declares that neither he/she
nor any member of the Study Team has ever
been, involved in any misconduct investigation
by any regulatory authority in relation to any
clinical trial, and no data produced by him/her
relating to any clinical trial has been rejected
because of concerns as to its accuracy or
because it was generated by fraud.
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1)

2)

3)

1)

2)

3)

4)

XIII.
Reseni spori a smirci Fizeni

Smluvni strany se dohodly, Ze pravni vztahy a
poméry vznikle z této smlouvy se fidi platnymi
zakony a predpisy Ceské republiky.

Smluvni strany se zavazuji, Ze si pfi provadéni
klinického  hodnoceni budou vzajemné
pomahat a piipadné spory a rozdilnost nazora
na postup a zpusob praci budou fesit smirnym
jednanim obvyklym u smluvnich stran.

Smluvni strany berou na védomi a zaroven
souhlasi, Zze k projednani a rozhodovani
pfipadnych spord, které nebudou vyfeSeny
smirem podle odst. 2, budou nalezet do soudni

pravomoci  piislusnych  organd  Ceské
republiky.
XIV.
Finan¢ni vyrovnani
PPD bude poskytovat finanéni podporu

uvedenou V piiloze ¢.1 této smlouvy za
ucelem provadéni klinického hodnoceni
v souladu s podminkami Protokolu.

Poskytovatel a zkousejici timto berou na
védomia zaroven souhlasi s tim, ze platby dle
této smlouvy jsou pieposilanymi platbami od
zadavatele a Ze spolecnost PPD nema dle této
smlouvy zadné platebni povinnosti az do doby,
kdy uvedené platby od zadavatele obdrzi.
Spolecnost PPD vyvine veSkerou adekvatni
snahu, aby zajistila  vCasné  piijeti
preposilanych plateb od zadavatele.

Poskytovatel se zavazuje z obdrzenych plateb
dle ptilohy ¢. 1 vyplatit odmény zkousSejicimu
a Clenim studijniho tymu vcetné farmaceuta
dle vnitinich smérnic poskytovatele. Zadavatel
a spolec¢nost PPD se zavazuje, Ze ani PPD ani
zadavatel neuzaviou separatni smlouvu se
zkouSejicim  ani  jinym  zaméstnancem
poskytovatele v souvislosti s provadénim
tohoto klinického hodnoceni.

Odména podle tohoto clanku XIV kryje
vSechny naklady a vylohy poskytovatele a
zkouSejiciho ve wvztahu ke klinickému
hodnoceni, vcéetné odmény za pievedeni
vysledki a/nebo udéleni vyhradniho pouzivani

XIII.

Dispute resolution and conciliation proceedings

1)

2)

3)

1)

2)

3)

4)

The Parties have agreed that the legal
relationships arising under this Agreement
shall be governed by the valid laws and
regulations of the Czech Republic.

The Parties agree to assist each other in
conducting the Clinical Study and to resolve
any disputes or differences of opinion about
work procedures and methods through their
usual negotiations.

The Parties take note of and agree that any
disputes which are not settled through
cooperation pursuant to par. 2 shall come under
the jurisdiction of the courts of the Czech
Republic.

XIV.
Financial provisions

PPD will provide the financial support set out
in Appendix no. 1 attached to this Agreement
for the conduct of the Clinical Study in
accordance with the terms of the Protocol.

The Medical Facility and Investigator hereby
acknowledge and agree that payments due
under this Agreement are pass-through
payments from Sponsor and that PPD shall
have no payment obligations hereunder until
such time as said payments are received by
PPD from Sponsor. PPD shall exercise
reasonable efforts to ensure timely receipt of
pass-through payments from Sponsor.

The Medical Facility agrees to reimburse the
Investigator and/or the Study Team, including
the Delegated Pharmacist out of the received
funds as per Appendix no. 1 hereto, according
to the internal regulations of the Medical
Facility. The Sponsor and PPD warrant that
neither PPD, nor the Sponsor will enter into
any ancillary Agreement with the Investigator
or any employee of the Medical Facility in
connection with the conduct of this Clinical
Study.

The remuneration under this Article XIV.
covers all costs and fees of Medical Facility
and Investigator related to the Clinical Study,
including any compensation for the transfer of
Results and/or for the grant exclusive usage to
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1)

2)

3)

vysledki (tak, jak je definovano v ¢lanku XI
vyse).

XV.
Doba platnosti smlouvy

Tato smlouva se uzavird na dobu provadéni
klinického hodnoceni.

V nasledujicich pfipadech je kterakoliv ze
smluvnich stran opravnéna ukoncit tuto
smlouvu pisemnou vypovédi, kterd je uc¢inna
po uplynuti tficeti (30) dni ode dne
nasledujiciho po doruc¢eni smluvnim stranam:

a) V piipad¢é podstatného poruseni nékterého
z ustanoveni této smlouvy smluvni
stranou;

b) pokud bude rozhodnuto, Ze je néktera
smluvni  strana v  upadku podle
insolvenéniho zdkona ¢&. 182/2006 Sb.,
ve znéni pozdéjsich predpist;

c) pokud néktera smluvni strana pozbude
opravnéni k ptisobeni v dané oblasti;

d) bude-li riziko pro subjekty klinického
hodnoceni neumérné zvyseno;

e) pokud potiebna opravnéni, ohlaseni,
povoleni nebo  souhlasy nezbytné
k provedeni klinického hodnoceni jsou
revokovany, pozbudou platnosti bez
prislusného prodlouZeni, klinické
hodnoceni je pozastaveno, zakazano, nebo
neni zahajeno ve stanovené dobé od vzniku
opravneéni;

PPD a zadavatel maji dale pravo ukoncit ¢&i
prerusit klinické hodnoceni a zaroven ukoncit
tuto smlouvu pisemnou vypovédi ucinnou po
uplynuti téiceti (30) dnti ode dne nasledujiciho
po doruceni zkousejicimu a poskytovateli:

a) v pripadé ukonceni smluvniho vztahu mezi
firmou PPD Development LLC nebo PPD
Global Limited nebo jakoukoli jinou
spole¢nosti ve skupiné PPD a zadavatelem
podle toho, ktera z téchto spolecnosti
uzaviela smlouvu se zadavatelem;

1)

2)

3)

4)

the Results (as defined under Article XI.
above).

XV.
Term of the Agreement

This Agreement is concluded for the duration
of the Clinical Study.

In the following situations any of the Parties
may terminate this Agreement by giving thirty
(30) days written notice, which begins to run
on the day after the notice is delivered to the
Parties:

a) in the event of other party’s material
breach of this Agreement;

b) if it is declared that any Party to this
Agreement is in bankruptcy proceedings
according to the insolvency Act
no. 182/2006 Coll., as amended;

c) if any Party loses its authorization to
practice in the given field;

d) if the risk for Clinical Study subjects
increases disproportionately;

e) if a necessary authorization, notification,
permit or consent necessary for conducting
of the Clinical Study is revoked, its validity
expires without appropriate extension, the
Clinical Study is suspended, prohibited or
is not commenced within the statutory time
period from the date that the authorization
arose;

PPD or Sponsor may further terminate or
interrupt the Clinical Study and at the same
time terminate this Agreement by giving thirty
(30) days written notice, which begins to run
on the day after the notice is delivered to the
Investigator and the Medical Facility for the
following reasons:

a) if the contractual relationship between
PPD Development LLC or PPD Global
Limited or any other company within the
PPD Group, depending on which of these
companies has concluded the contract with
the Sponsor, and the Sponsor terminates;

The Sponsor may terminate this Agreement by
giving ten (10) days prior written notice to the
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4)

5)

6)

7)

8)

9

Zadavatel muze tuto smlouvu kdykoli ukon¢it
na zaklad¢€ desetidenni (10) pisemné vypovedi
poskytovateli a/nebo zkouSejicimu.

Okamzit¢ po obdrzeni zadosti o ukonceni
zastavi poskytovatel a zkousSejici jak nabor
dalsich subjektd do klinického hodnoceni, tak
v lékatfsky piipustném rozsahu doprovodné
procedury podstupované pacienty, ktefi jiz do
klinického hodnoceni vstoupili, a v mozné
mife omezi vznik dodateCnych nakladd a
vydaja.

Pokud spolecnost PPD ¢i zadavatel ziska
V obdobi plnéni této smlouvy informace, které
zpochybiiuji bezpecnost ¢i ucinnost studijniho
léciva nebo souvisejictho produktu, anebo
pokud bude studijni 1éCivo schvaleno FDA,
smluvni strany vdobré vife vyjednaji
modifikaci této smlouvy, jez se bude tykat (a)
snizeni poctu studovanych subjektt, (b)
ukonceni klinického hodnoceni a/nebo (c)
upravy  jakychkoli  dalSich  pfislusnych
ustanoveni vyplyvajicich z této smlouvy.

Po dokonleni ¢&i predCasném ukonceni
klinického hodnoceni jsou poskytovatel a/nebo
zkousejici povinni  predlozit zadavateli
zavéreCnou  zpravu  zahrnujici  vSechny
prislusné informace tykajici se klinického
hodnoceni tak, jak je popsano v Protokolu,
véetné vSech dat a wvysledkd klinického
hodnoceni a rovnéz jsou povinni navratit
vSechny davérné informace zadavatele Cci
spole¢nosti PPD jejich pfislusnému majiteli.

Po dokonCeni ¢i predCasném ukonceni
klinického hodnoceni bude veskeré nepouzité
studijni 1éCivo, vybaveni a ptislusné materialy
klinického hodnoceni poskytnuté
poskytovateli a/nebo zkousejicimu
zadavatelem vraceny zadavatelli.

Strany souhlasi, ze (i) ukonceni smluvniho
vztahu mezi zadavatelem a PPD nebo (ii)
soudni spor, konkurzni fizeni, fizeni o
narovnani nebo zruseni nebo jiné fizeni podle
jakéhokoli prava, které by mohlo obecné
omezit zdvazky PPD vramci této smlouvy,
neovlivni u¢innost této smlouvy mezi ostatnimi
stranami a ze zadavatel muze kdykoli
v pribé¢hu trvani této smlouvy informovat
poskytovatele nebo jeho zastupce o ukonceni
spoluprace se spolecnosti PPD. V takovém

5)

6)

7)

8)

Medical Facility and/or Investigator at any
time.

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

Notwithstanding anything herein to the
contrary, if during the term of this Agreement,
information becomes available to PPD or
Sponsor which places the safety or efficacy of
the Study Drug or related product in doubt or if
the Study Drug is approved by FDA, the
Parties shall negotiate, in good faith, a
modification of this Agreement to (i) reduce
the number of subjects to be studied, (ii)
terminate the Clinical Study, and/or (iii)
modify any other relevant provision of this
Agreement.

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

Upon completion of the Clinical Study or early
termination thereof, all unused Study Drug,
compounds, devices and related Clinical Study
materials furnished to Medical Facility and/or
Investigator by or on behalf of Sponsor shall be
returned to Sponsor and/or entity designated by
the Sponsor.

9) The Parties agree that the (i) termination of the

contractual relationship between Sponsor and
PPD or (ii) fact of liquidation proceedings,
bankruptcy proceedings, settlement
proceedings or cancellation proceedings or any
other proceeding resulting under any law which
could generally restrict the obligation of PPD
under this Agreement, shall not affect the
effectiveness of this Agreement between other
Parties and that Sponsor may, at any time
during the term of this Agreement, inform
Medical Facility of its representation by PPD
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)

2)

1

2)

piipadé vSechna prava a povinnosti vyplyvajici
pro PPD ztéto smlouvy budou s okamzitou
ucinnosti po doruceni tohoto oznameni
poskytovateli povazovdna za prava a
povinnosti zadavatele, nebo budou prevedena
na jakoukoli tieti osobu dle vybéru zadavatele.
S vyhradou pisemné vypovédi zadavatele se
Strany se zavazuji, s moZznosti pisemné
vypoveédi zadavatele, ze vynalozi veskeré Usili
k tomu, aby v dobré vife sjednaly dodatek
k této smlouveé, kterym pfijmou ustanoveni
podminek této tteti strany.

XVI.
Etické chovani

Poskytovatel/zkousejici se  zavazuji, ZzZe
nebudou, at’ pfimo ¢i neptimo, prosttednictvim
jakékoli treti strany poskytovat, nabizet nebo
slibovat zadnou platbu, dar nebo jinou cennou
véc zadné osobg, aby tak tuto osobu nepatiicné
ovlivnili, nebo aby tato osoba byla
poskytovateli/zkousejicimu, spole¢nosti PPD
nebo zadavateli napomocna pii ziskavani
necestného zvyhodnéni.

Poskytovatel/zkousejici se zavazuji, zZe
nebudou, at’ ptimo ¢i nepfimo prostiednictvim
jakékoli treti strany pfijimat, schvalovat,
ziskavat ¢i pozadovat zadnou platbu, dar nebo
jinou cennou véc od zadné osoby, ktera jim
bude nabidnuta ¢i pfedana jako odmeéna za
nepatiicné ovlivnéni nebo se zamerem
nepatiicné ovlivnit
poskytovatele/zkousejiciho, spolecnost PPD
nebo zadavatele.

XVII.
Spolecna a zavéreéna ustanoveni

Pokud PPD obdrzi jakékoli oznameni, zpravy,
dokumentaci klinického hodnoceni a dalsi
dokumentaci, v¢etné komunikace, kterou PPD
oznamilo poskytovatel a/nebo zkousejici podle
této smlouvy, neprodlen¢ ji doru¢i nebo
oznami zadavateli.

Pokud v této smlouvé neni uvedeno jinak,
vSechna oznameni a dalsi sdéleni a vSechny
platoy pozadované vramci této smlouvy
budou doruceny osobn¢, postou prvni tfidy,
celostatné znamou kuryrni sluzbou nebo faxem
na nize uvedenou adresu.

being terminated; in such case, all rights and
obligations of PPD from this Agreement shall
be, with an immediate effect following the
delivery of such notice to Medical Facility,
deemed as the rights and obligations of
Sponsor, or transferred to any third person of
Sponsor’s choice. Subject to Sponsor’s written
notice, the Parties undertake to use all efforts to
negotiate in good faith an amendment to this
Agreement in order to adopt the provisions
hereof to conditions of such third party.

XVI.
Ethical Conduct

1) Medical Facility/Investigator undertakes that

2)

1

2)

Medical Facility/Investigator shall not, directly
or indirectly through any third party, give, offer
or promise any payment, gift or other thing of
value to any person in order to improperly
influence them or otherwise assist Medical
Facility/Investigator, PPD or the Sponsor in
obtaining an improper advantage.

Medical Facility/Investigator undertakes that
Medical Facility/Investigator shall not, directly
or indirectly through any third party, accept,
agree or receive or request any payment, gift or
other thing of value from any person offered or
given as a reward for or with the intention of
improperly influencing Medical
Facility/Investigator, PPD or the Sponsor.

XVIL
Closing provisions

If PPD receives any notifications, reports,
Clinical Study documentation and other
documentations, including communications
which were delivered and/or notified to PPD
by Medical Facility and/or Investigator under
this Agreement it shall be delivered and/or
notified to Sponsor with undue delay.

Except as otherwise provided herein, any
notice or other communications or any
payment required under this Agreement shall
be delivered by hand, first class mail, a
nationally recognized overnight courier service
or facsimile transmission to the Party at the
address listed below.
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Pokud se zasila zadavateli:

AXON Neuroscience SE
Dvorakovo nabrezie 10
811 02 Bratislava
Slovenska republika
Telefon: + VYMAZANO
Fax: + VYMAZANO

Pokud se zasila PPD:

PPD Investigator Services LLC
929 North Front Street,
Wilmington, NC 28401, USA

Pokud se zasila poskytovateli

Narodni ustav duSevniho zdravi

Topolova 748

250 67 Klecany

1C0: VYMAZANO

DIC: VYMAZANO

Bankovni spojeni: ¢. astu: VYMAZANO,
Komeréni banka Praha, a.s.

Jakékoliv takové oznameni nabyde ucinnosti (i)
Vv pfipad€ osobniho doruceni v okamziku predani
(ii) v ptipadé kuryrni sluzby dorucujici do druhého
dne v nasledujici pracovni den po predplaceném
pfedani kuryrni sluzbé¢; (iii) v pfipadé bézného
postovniho doruceni tfi (3) dny po podani na poste
jako predplacené expresni zasilky.

3) Kazda ze smluvnich stran stvrzuje, ze jakékoli
poruseni prohlaSeni ¢i zaruk kdykoli béhem
platnosti této smlouvy predstavuje v kazdém
pfipadé poruseni této smlouvy se vSemi
disledky zakotvenymi v ceskych pravnich
predpisech pro piipad neplnéni zéavazki
plynoucich z této smlouvy pfislusnou stranou.
Porusenim prohlaseni ¢i zaruky se mini, Ze toto
prohlaseni nebo zaruka neni pravdiva, Uplna
nebo spravna.

4) Vztahy neupravené touto smlouvou se fidi
zakonem ¢. 89/2012 Sb., Obcanského
zakoniku, ve znéni pozd&jsich ptedpisi,
zékonem ¢&. 378/2007 Sb., o 1é¢ivech, ve znéni
pozdgjsich ptedpisi a vyhlaskou ¢. 226/2008
Sb., kterou se stanovi spravna klinicka praxe a

3)

4)

If to Sponsor:

AXON Neuroscience SE,
Dvotakovo nabrezie 10

811 02 Bratislava

Slovak Republic

Phone: VYMAZANOFax: +
VYMAZANO

If to PPD:

PPD Investigator Services LLC
929 North Front Street,
Wilmington, NC 28401, USA

If to Medical Facility:

National Institute of Mental Health
Topolova 748
250 67 Klecany
Czech Republic
Company ID no.: VYMAZANO
Tax ID no.: VYMAZANO
Bank information: Komer¢ni banka
Acct. no.: VYMAZANO
IBAN: VYMAZANO

SWIFT/BIC: VYMAZANO
Any such notice shall be effective (i) in case
of hand delivery, when received; (ii) in the
case of an overnight delivery service on the
next business day after being placed in the
possession of such delivery service, with
delivery charges pre-paid; (iii) in the case of
regular mail, three (3) days after deposit in
the postal system, first class postage pre-
paid.

Each of the Parties acknowledge that any
breach of representations or warranties at any
time during the validity of this Agreement
represents in any case a breach of this
Agreement with all consequences provided for
in Czech law for the case of failure to fulfil
obligations under this Agreement. Breach of a
representation or a warranty means that the
representation or warranty is not true, complete
or correct.

Relationships not covered by this Agreement
are governed by Act. no. 89/2012 Coll., of the
Civil Code, as amended, Act.
no. 378/207 Coll.,, on Pharmaceuticals, as
amended and Decree no. 226/2008 Coll., on
good clinical practice and conditions for
clinical studies, as amended.
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bliz$i podminky klinického hodnoceni 1é¢iv, ve
znéni pozdégjsich predpist.

5) Tato smlouva nabyva platnosti a Uéinnosti
dnem podpisu v8emi smluvnimi stranami. Tato
smlouva je zdvazna pro smluvni strany, jakoz i
pro jejich pravni nastupce a odsouhlasené

postupniky.
6) Smluvni strany nesmi tuto smlouvu postoupit

bez ptedchoziho pisemného souhlasu ostatnich
smluvnich stran.

7) Jakékoli vzdani se prava ¢i zdrzeni se jednani

kterékoli smluvni strany v  souvislosti
s porusenim  nékterého  ustanoveni  této
smlouvy neznamend vzdani se prava

v souvislosti s jakymkoli dal$im porusenim
této smlouvy.

8) Smluvni strany se zavazuji, ze dodrzi v§echna
ustanoveni této smlouvy, ktera trvaji déle nez
platnost smlouvy, i po skonceni tohoto
klinického hodnoceni.

9) S vyjimkou tohoto prohlaseni, spole¢nost PPD
a zadavatel neposkytuji zadné, at piimé ci
implicitni zaruky tykajici se tohoto klinického
hodnoceni, studijniho 1é¢iva a materidlu ¢i
postupu, véetné¢  jakychkoli garanci
obchodovatelnosti ¢i pouzitelnosti pro urcité
ucely. S vyjimkou tohoto prohlaSeni nebude
spolecnost PPD a zadavatel odpovédny za
jakékoli trestni, nepiimé a jiné Skody
zpusobené v dusledku tohoto klinického
hodnoceni poskytovatelem, zkousejicim nebo
treti osobou.

10) Tato smlouva je vyhotovena ve CcCtyfech
stejnopisech, z nichz jeden  obdrzi
poskytovatel, jeden zkousejici, jeden PPD a
jeden zadavatel.

11) Zmény a dopliky této smlouvy jsou mozné
toliko dohodou, a to pisemnym dodatkem ke
smlouve.

12) V pripadé¢ jakychkoli rozporti mezi ¢eskou a
anglickou verzi smlouvy ma piednost anglicka
Verze.

Toto misto bylo zamérné ponechano prazdné;
podpisy smluvnich stran jsou uvedeny na
nasledujici strane.

5) This Agreement is valid and effective upon its
signature by all Parties. This Agreement shall
be binding upon the Parties, their successors
and permitted assignees.

6) This Agreement may not be assigned or
transferred by any of the Parties without the
prior written consent of the other Parties to this
Agreement.

7) Any waiver or forbearance by any Party with
respect to a breach of any provision of this
Agreement shall not be deemed to constitute a
waiver with respect to any subsequent breach
of any provision hereof.

8) The Parties agree that they will observe all the
provisions of this Agreement, which last longer
than the term of the Agreement, even after
termination of the Clinical Study.

9) Except as expressly stated herein, PPD and
Sponsor make no warranties, expressed or
implied, with respect to the Clinical Study, the
Study Drug or any materials or processes
provided hereunder, including without
limitation any warranties of merchantability or
fitness for a particular purpose. Except as
expressly stated herein, PPD and Sponsor shall
not be liable for any consequential, punitive,
indirect, or other damages suffered by Medical
Facility or Investigator or any others as a result
of the Clinical Study.

10) This Agreement is made in four counterparts,
of which the Medical Facility, the Investigator,
PPD, and Sponsor shall receive one.

11) Changes and supplements to this Agreement
may be made only by written amendment
hereto.

12) In the case of any discrepancy between the
Czech and the English versions of the
Agreement, the English version shall prevail.

This space has been intentionally left blank; the
signatures of the Parties are on the following page.
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Na diikaz souhlasu se znénim smlouvy pripojuji In witness of their consent to this Agreement, the
osoby opravnéné jednat jménem smluvni strany své duly authorized representatives of the Parties have

podpisy. signed below.
Sponsor:
VYMAZANO
Datum/date:
PPD:

name of PPD signatory

Datum/date:

Poskytovatel/Medical Facility:

VYMAZANO.

Datum/date:

Precetl a souhlasi / Read and agreed:

Zkousejici/Investigator:

VYMAZANO.

Datum/date:
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