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Clinical Research Agreement

Sponsor: FUJFILM Toyama Chemical Co. Ltd., with its
registered and principal office at 14-1, Kyobashi 2-
chome, Chuo-ku, Tokyo, 104-0031, Japan (“Sponsor”)

Protocol Title: “A Phase 2, Multi-Center, Randomized,
Double-Blind, Placebo-Controlled, Parallel Group
Study To Evaluate The Efficacy And Safety Of T-
817MA In Patients With Mild Cognitive Impairment
Due To Alzheimer’s Diseases Or Mild Alzheimer’s
Diseases” (“the Protocol”)

This clinical research agreement (“Agreement”) is
made and entered into effect once signed by all the
Parties as of the day of its publication in the Register
of Contracts at https://smlouvy.gov.cz in
accordance with the publication obligation set forth
in Act No. 340/2015 Coll., on Special Conditions for
the Effectiveness of Certain Contracts, the Disclosure
of These Contracts and the Register of Contracts
(“ Effective Date”), by and between;

University Hospital Hradec Kralové, a Sate
contributory organization, with its registered and
principal office at Sokolska 581, 500 05 Hradec
Krélové - Novy Hradec Krélové, Czech Republic,
represented by prof. MUDr. Vladimir Palicka, Cc., Dr.
H. C., director
“Institution”)

(hereinafter referred to as

and

I Neurology

clinic of University Hospital Hradec Kralové with his

residence at [
I crcinafter referred to as “Principal

Investigator”)
and

FUJFILM Toyama Chemical Co. Ltd.,
registered office is at 14-1, Kyobashi 2-chome, Chuo-

whose

ku, Tokyo, 104-0031, Japan (hereinafter referred to as
“Sponsor”)

Julius
Clinical

Smlouva o klinickém hodnoceni

Zadavatel: FUJAFILM Toyama Chemical Co. Lid.,
zapsané a hlavni sidlo na adrese 14-1, Kyobashi 2-
chome, Chuo-ku, Tokio, 104-0031,
(,Zadavatel)

Japonsko

Nazev protokolu: ,Multicentrické, randomizované,
dvojité zaslepené, placebem kontrolované klinické
hodnoceni faze 2 sparalelnimi skupinami hodnotici
Gcéinnost a bezpecnost pfipravku T-817MA u pacientU
smirnou v dlisledku

kognitivni poruchou

Alzheimerovy choroby nebo smirnou formou

Alzheimerovy choroby* (, Protokol®)

Tuto smlouvu o klinickém hodnoceni (,Smlouva“)
uzaviraji nize uvedené strany, pfiemz ucinnosti
Smlouva nabyva podpisem véemi Smluvnimi stranami
ke dni uvefejnéni v registru smluv na adrese

https://smlouvy.gov.cz/ v souladu s publikaéni
povinnosti stanovenou zakonem ¢.340/2015 Sb.,

0 zvlastnich podminkach Gcinnosti nékterych smiuv,

uvefejfiovani téchto smluv aoregistru smluv
(, Datum ucinnosti“);
Fakultni nemocnice Hradec Kralové statni

pfispévkova organizace, se sidlem na adrese Sokolska
581, 500 05 Hradec Kralové - Novy Hradec Kralové,
Ceska republika, zastoupena prof. MUDr. Vladimirem
Palickou, C&., dr. h. c, (dale
» Poskytovatel”)

feditelem jen

I |\ U rologické klinika
Fakultninemocnice Hradec Kralové, s mistem bydlisté
na adrese [
I C:lc jen , Hlavni zkousejici®)

spole¢nost FUJFILM Toyama Chemical Co. Ltd., se
sidlem na adrese 14-1, Kyobashi 2-chome, Chuo-ku,
Tokyo, 104-0031, Japonsko (dale jen ,Zadavatel”)
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and

Jdulius Clinical, a registered trade name of Julius
Jinical Research B.V., a limited liability company,
incorporated and operating under the laws of the
Netherlands, having itsregistered and principal office
at Broederplein 41-43, 3703 CD Zeist, the Netherlands
(hereinafter referred to as “dulius Clinical”).

Institution, Principal Investigator, Sponsor and/or
Jdulius Clinical may hereinafter also be referred to
individually as “Party” or collectively as “Parties”.

WHEREAS Sponsor wishesto conduct a clinical trial in
accordance with the Protocol, as defined above
(“Study”), and has delegated some of Sponsor’s
responsibilities with respect to the Study, pertaining
to the management, monitoring and payment of
clinical sites to Julius Clinical;

WHEREAS Jdulius Clinical is a science driven Contract

Research  Organisation (CRO), acting as an
contractor of Sponsor, and has
the the Principal
to participate in the Study,

Institution and the Principal Investigator have agreed

independent

requested Institution and

Investigator and

to do so, subject to and in accordance with the terms
and conditions of this Agreement.

NOW THEREFORE the Parties agree on the following
terms and conditions:

1. Conduct of the Study
Principal and  Study Staff.

Institution and Principal Investigator, who is

Investigator

an employee of Institution, agree to conduct
the Study on the Institution’s premises, with
under
medical and clinical supervision of Principal
Principal
Investigator shall procure the performance of

the use of the Institution’s staff,

Investigator.  Institution and

this Agreement and the compliance with

Institution’s and Principal Investigator’s

obligations, as applicable, Institution’s (other)
contractors

consultants and

in the Study on the

employees,

otherwise involved

Julius
Clinical

Julius Clinical, zapsany obchodni ndzev spoleCnosti
Julius Clinical Research B.V., spole¢nost srucenim
omezenym, zalozend a vykonavajici ¢innost podle
zakonU Nizozemska, se sidlem na adrese Broederplein
41-43, 3703 Ccb
Zeist, Nizozemsko (dale jen , Julius Clinical®).

Poskytovatel, Hlavni zkou$ejici, Zadavatel a/nebo
Jdulius Clinical mohou byt dale rovnéz oznacovany
jednotlivé jako ,, Smluvni strana“ nebo spole¢né jako
»Smluvni strany“.

VZHLEDEM KTOMU, ZE Zadavatel chce provést
klinické hodnoceni podle Protokolu definovaného
vyse (,Klinické hodnoceni*) a svéfil spolecnosti Julius
Clinical nékteré zavazky Zadavatele ve vztahu ke
Klinickému hodnoceni tykajici se fizeni, monitorovani
a financovani klinickych pracovist;

VZHLEDEM KTOM U, ZE spole¢nost Julius Clinical je
védecky orientovanou smluvni vyzkumnou organizaci
(CRO), jednajici jako nezavisly dodavatel Zadavatele,
a ze pozadala, aby se Poskytovatel spolu s Hlavnim
hodnoceni, a

zkousejicim  Ucastnilo  Klinického

Poskytovatel spolu sHlavnim zkouS$ejicim stim

souhlasilo v souladu s podminkami této Smlouvy,

NYNi TEDY Smluvni strany souhlasi snéasledujicimi

podminkami:
1. Provadéni Klinického hodnoceni
1.1 Hlavni zkousejici a Tym klinického hodnoceni.

Poskytovatel a Hlavni zkousejici, ktery je
zaméstnancem Poskytovatele, souhlasi, Ze
Klinické

Poskytovatele s

budou provadét hodnoceni v

prostorach vyuzitim
zaméstnancl Poskytovatele, pod Iékafskym a
klinickym dohledem Hlavniho zkouSejiciho.
Poskytovatel a Hlavni zkouSejici zajisti, aby
(ostatni)

spolupracujici osoby, konzultanti adodavatelé

zaméstnanci  Poskytovatele a

jinak se podilejici na Klinickém hodnoceni

jménem Poskytovatele a/nebo Hlavniho

zkousejiciho  (spolecné ,Tym  klinického
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1.2

1.3

Institution’s and/or Principal Investigator’s
behalf (collectively “Study Staff”). Institution
shall be
responsible and liable for Study Staff’'s acts

and Principal Investigator fully

and omissions.

Study Protocol. The Protocol is final when it is
executed by both Sponsor and Principal
Investigator and approved by the relevant
(central) competent ethics committee,
(“Ethics Committee”) and the State Institute
for Drug Control (“SUKL’), as may be
applicable.
Compliance.
Investigator shall ensure that the Study is

Institution and  Principal
conducted in full and strict compliance with;
(a) the Protocol; (b) this Agreement including
its Appendices and/or amendments (as such
are agreed in accordance with Article 14.4
hereof); (c) all of Julius Clinical’sand Sponsor’s
reasonable instructions, which do not
contravene the applicable laws, regulations
and guidelines; and (d) all applicable local,
national and international laws (including
those implementing Directives 2001/20/EC,
2001/83/EC, 2005/28/EC, and Act No.
378/2007 Coll. on Pharmaceuticals, as
amended, with its implementing regulations;
and the EU General Data Protection
Regulation 2016/679 (“GDPR”) and its locally
adopted regulations), legal
regulations, (including  the

implementing

guidelines
Guideline for Good Clinical Practice developed
by the
Harmonisation of Technical Requirements for

International Conference on
Registration of Pharmaceuticals for Human
Use, Step 5 or any update or revision or
successor “ICH GCP”), all good practices, and
the highest professional standards as are
applicable for the conduct of the Study and
ancillary activities hereunder as relevant to
which

the jurisdiction and territory in

Institution and Principal Investigator are
conducting the Study hereunder (collectively

“Applicable Laws and Regulations”).

1.2

1.3

Julius
Clinical

hodnoceni*) plnili tuto Smlouvu a dodrzovali
prislusné zavazky Poskytovatele a Hlavniho
zkouSejiciho. Poskytovatel a Hlavni zkousejici
rucit

budou plné zodpovidat a za Tym

klinického hodnoceni ajeho  jednani

a opomenuti.

Protokol Klinického hodnoceni. Protokol bude

povazovan za konecny, jakmile bude stvrzen

Zadavatelem a Hlavnim zkouS$ejicim a
schvélen pfislusnou (centralnf) kompetentni
etickou komisi (,Eticka komise*) a Statnim

stavem pro kontrolu lé¢iv (, SUKL®).

Dodrzovani pozadavkl. Poskytovatel a Hlavni

zkousSejici zajisti, aby Klinické hodnoceni bylo
provadéno plné a pfisné v souladu; (a)
s Protokolem; (b) stouto Smlouvou, vcéetné
jejich Pfiloh a/nebo dodatkli (sjednanych
podle Clanku 14.4 této Smlouvy); (c) se véemi
pfiméFenymi pokyny spole¢nosti Julius Clinical
a Zadavatele, jenz

nejsou v rozporu

s pfislusnymi zakony, nafizenimi
asmérnicemi; a (d) se vSemi pfislusnymi
mistnimi, narodnimi a mezinarodnimi zakony
(v€etné téch, kterymi se provadéji smérnice
2001/20/ES, 2001/83/ES, 2005/28/ES;;
zadkona €. 378/3007 Sb., o IéCivech v aktualnim
znéni sprovadécimi predpisy; a obecného
nafizeni EU oochrané osobnich Gdajl
2016/679 (,GDPR*) a jeho mistnich pfijatych

provadécich predpisl), pravnimi predpisy,

obecnymi pokyny (véetné pokynU pro
spravnou  klinickou praxi Mezinarodni
konference o harmonizaci technickych

pozadavkl na registrace humannich 1écivych

pripravkl, stupenn 5, nebo jakékoliv
aktualizace, revize nebo pokyn(, které je
nahradi, ,ICH GCP*), veskerou spravnou praxi
a nejvyssimi odbornymi standardy, které jsou
Klinického

hodnoceni a pfidruzenych cinnosti podle této

pouzitelné  pro provadeéni

Smlouvy tak, jak prislusi jurisdikci a Gzemi, ve

kterych Poskytovatel a Hlavni zkouSejici

provadi Klinické hodnoceni podle této

Smlouvy (spolecné oznacované jako ,Platné
pravni pfedpisy“).
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Specific Obligations and Responsibilities

Study-related Obligations. Institution and

Principal Investigator shall ensure that:

all key Study Saff shall fully and promptly
comply with any requests from Sponsor
their

respective financial interests or arrangements,

and/or Julius Clinical to disclose
in form and substance as required for Sponsor
or Julius Clinical to comply with Applicable

Laws and Regulations;

subject to Article 2.1 (c), Principal Investigator
shall use best endeavours to meet the target
of ll individuals who are randomized in
accordance with the Protocol to participate in
the Study at Institution (“Study Subjects”). The
Parties agree that Sponsor through Julius
Clinical, at its sole discretion, may alter the
Study Subjects to be
randomized at the Institution and that such

target number of

alteration shall not necessitate any
amendment to this Agreement as required
under Article 14.4 below and that in such
event written instructions issued to Institution
and/or Principal Investigator by Julius Clinical

shall be sufficient;

Principal Investigator shall not screen and/or
randomize any Study Subjects; (i) before
receiving Julius Clinical’s written approval to
do so; (ii) after being requested by Julius
Clinical in writing to stop the screening and/or
enrolment, which request can be made at any
time; and/or (iii) exceeding the target number
of Study Subjects as set forth in Article 2.1. (b)
or in any subsequent written instructions
issued by Julius Clinical without the prior
written approval of the assigned Julius Clinical
project manager;

Principal Investigator exercises sound and
independent medical judgement in ensuring
that the
exclusion criteria are complied with, for each

Study Subject;

inclusion criteria are met, and

Julius
Clinical

Specifické povinnosti a odpovédnosti

Povinnosti souvisejici s Klinickym
hodnocenim. Poskytovatel a Hlavni zkouS$ejici
zajisti, aby:

cely hlavni Tym klinického hodnoceni zcela a
neprodlené dodrzoval vSechny pozadavky
Zadavatele a/nebo spolecnosti Julius Clinical
na zvefejnéni jejich pripadnych finanénich
zajmU nebo ujednani, ato formalnéi obsahové
tak, jak vyzaduje Zadavatel nebo spolecnost
Jdulius Clinical v souladu sPlatnymi pravnimi
predpisy;

podle Clanku 2.1 (c) vyvine Hlavni zkouSejici
veskeré usili, aby splinil cilovy pocet | R
osob, které budou randomizovany v souladu
s Protokolem za Ucelem UGcasti v Klinickém
hodnoceni ve (, Subjekty
hodnoceni“).Smluvni strany souhlasi, Ze
Zadavatel prostiednictvim spolecnosti Julius

Clinical mUze podle viastniho uvazeni zménit

Poskytovatel

cilovy pocet Subjektl hodnoceni, které maji
byt randomizovany u Poskytovatele, a ze tato
zména nebude vyzadovat zadny dodatek této
Smlouvy, jak je pozadovano podle Clanku 14.4
vtakovém pfipadé budou
pokyny
Poskytovateli a/nebo Hlavnimu zkouS$ejicimu

nize, aze

dostacujici  pisemné vydané
spolec¢nosti Julius Clinical;

Hlavni zkous$ejici neprovadél screening a/ nebo
Subjekt hodnoceni (i) pred
obdrzenim pisemného souhlasu spoleénosti
Jdulius Clinical stakovym postupem; (ii) po
obdrZeni pisemné zadosti spole¢nosti Julius

randomizaci

Clinical pozadujici zastaveni screeningu
a/nebo néboru, pficemz takova zadost muize
byt vznesena kdykoliv; a/nebo (iii) pfekracujici
cilovy pocet Subjektll hodnoceni uvedeny
v Clanku 2.1.(b) nebo v pFipadnych naslednych
pisemnych pokynech vydanych spolecnosti
Julius Clinical bez predchoziho pisemného
souhlasu povéreného projektového manazera
spolec¢nosti Julius Clinical;

Hlavni zkousejici provadél spolehlivé a
nezavislé |ékafské posouzeni, a zajistil tak, ze
jsou u kazdého Subjektu hodnoceni splnéna
zafazovaci kritéria a Ze jsou dodrZovana

vylucovaci kritéria;
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(e)

informed consent, including consent to the
processing of Personal Data (as defined in
Article 10 below), as required by Applicable
Laws and Regulations, is obtained from each
Study Subject, by means of a form approved
for use by Sponsor and, where required, by the
Ethics Committee and SUKL;

all case report forms are accurate, consistent
and complete and pseudonymised (as defined
in the GDPR) when they are transferred to
Jdulius Clinical or to Sponsor, as applicable, and
that full assistance is granted to all clinical
monitors and other representatives of Julius
Clinical and/or

Sponsor in the prompt

resolution of any queries;

documents and data related to the Study are
archived in accordance with Institution’s and
Principal Investigator’s obligations under
Applicable Laws and Regulations, but at least
for a period required by Applicable Laws and
Regulations after termination of the Study.
The Institution shall provide free archiving for
the period of 5 years in accordance with
Applicable Laws and Regulations and further
archiving shall be provided by site against and
archiving fee as further specified in the
Budget. Sponsor shall inform the Institution six
(6) months in advance before the end of the
period of paid- archiving that it should require
further archiving and shall bear the related

costs.

If the Sponsor does not send a request for
further archiving, or fails to pay the fee for
further archiving within the above- mentioned
period, the Institution shall be deemed to be
entitled to dispose of all archived documents
of the Study.

the timelines applicable to the Study are met,
as set forth in the Protocol or otherwise set
forth in writing, except where this is not
possible due to a cause beyond Institution’s
and/or Principal Investigator’'s reasonable
control; and

Jdulius Clinical and Sponsor are informed in

writing and in accordance with the Protocol,

(e)

Julius
Clinical

byl ziskan informovany souhlas, a to vcetné
souhlasu se zpracovanim Osobnich Gdajl (jak
je definovano v Clanku 10 nize), ktery je
vyzadovan Platnymi pravnimi predpisy, od
Subjektu
formulare schvaleného k pouZiti Zadavatelem

kazdého hodnoceni  formou
a v pfipadé pot¥eby i Etickou komisi a SUKL;

véechny zaznamy Subjektl hodnoceni byly pfi
predavani spolecnosti Julius Clinical nebo
konzistentni,

pfipadné Zadavateli presné,

Uuplné a pseudonymizované (dle definice
GDPR) a aby byla zarucena pro vsSechny
klinické monitory a dal$i zastupce spolecnosti
a/nebo Zadavatele

soucinnost pfi neodkladném vyfeseni vSech

Jdulius  Clinical uplna
dotaz(;

dokumenty a Uudaje souvisejici sKlinickym
hodnocenim byly archivovany v souladu
spovinnostmi  Poskytovatele a Hlavniho
zkousSejiciho pravnich
predpisl, dobu
pozadovanou Platnymi pravnimi pfedpisy po

podle  Platnych

avéak nejméné po
skonceni Klinického hodnoceni. Poskytovatel

provede bezplatnou archivaci po
pozadovanou dobu 5 letv souladu s Platnymi
pravnimi predpisy adalsi archivaci poskytne
proti poplatku
stanovenému Zadavatel

v predstihu Sesti (6) mésicd prfed koncem

pracovisté archiva¢nimu

v Rozpoctu.

zpoplatnéné archivace oznami Poskytovateli,
ze pozaduje dalsi archivaci a ze uhradi naklady
stim spojené.

Pokud Zadavatel Ihaté
nezasle zadost o dalsi archivaci nebo neuhradi

ve vySe uvedené

poplatek za dalsi archivaci, ma se za to, ze
Poskytovatel je opravnén k likvidaci vsech
Klinického

archivovanych dokument

hodnoceni.

byly splnény ¢asové harmonogramy vztahujici
se ke Klinickému hodnoceni, jak je uvedeno v
Protokolu nebo jinak pisemné stanoveno,
svyjimkou pfipadd, kde to neni mozné z pficin
presahujicich pfimérenou kontrolu
Poskytovatele a/nebo Hlavniho zkouS$ejiciho; a
spole€nost Julius Clinical a Zadavatel byli
souladu s

informovani pisemné a v

Protokolem, postupy Klinického hodnoceni a
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Study procedures and any additional safety
reporting
Clinical and/or Sponsor and any Applicable

instructions provided by Julius

Laws and Regulations; and

Jdulius Clinical and Sponsor are immediately
informed of failures to comply with the
Protocol and or otherwise breaches or failure
to comply with the terms of this Agreement.

Institution and Principal Investigator
Warranties
Institution and Principal Investigator

represent, warrant and covenant that:
They have all necessary authorisations,
licenses and permissions to enter into and
perform the Agreement and to perform the
Study; and

They have sufficient staff, equipment, facilities
the Study in
accordance with the Agreement; and

Study Saff are sufficiently qualified, trained
familiar with the
Protocol and Applicable Laws and Regulations;

and resources to conduct

and experienced, and

and

Study Staff have any and all current licenses
and permits necessary to perform clinical trials
and are not debarred or disqualified under any
applicable law or regulation or otherwise
prohibited by relevant authorities from being
involved in the Study and that they will notify
Julius Clinical and Sponsor immediately after
being
disqualification action, or investigation with

informed of any debarment or
regard to such, against any member of the
Study Staff;

neither of them nor the Study Staff are bound
by any agreements or commitments or
participating in any other clinical trials or
provision of any other services which could
conflict with their performance of the Study or
negatively impact their ability to perform
Study and/or the services hereunder or the
availiability of eligible subjects for the Sudy;

and

Julius
Clinical

pfipadnymi dal$imi pokyny poskytnutymi
spolecnosti Julius Clinical a/nebo Zadavatelem
ohledné podavani zprav v oblasti bezpecnosti
avsouladu sveskerymi Platnymi pravnimi
predpisy; a

spole€nost Julius Clinical a Zadavatel byli
bezodkladné informovani 0 nemoznosti
dodrzet Protokol a/nebo o jinych porusenich,

pfipadné o nemoznosti dodrzet podminky této

Smlouvy.
Zaruky Poskytovatele a Hlavniho
zkousejiciho

Poskytovatel a Hlavni zkouS$ejici prohladuiji,
zaruduji a zavazuji se, Ze:

maji vSechna potfebna povéreni, opravnéni a
povoleni pro uzavieni a provadéni Smlouvy a
provadéni Klinického hodnoceni; a

maji dostate¢ny tym, vybaveni, zafizeni a
zdroje pro provadéni Klinického hodnoceni
v souladu se Smlouvou; a

Tym klinického hodnoceni je dostate¢né
kvalifikovany, vy$koleny, zkuSeny a sezndmeny
s Protokolem a Platnymi pravnimi pfedpisy; a

Tym klinického hodnoceni ma veskera platna
opravnéni a povoleni potiebnéa pro provadéni
klinickych hodnoceni a neni vylou€en ani
diskvalifikovan podle jakéhokoliv pfisluéného
pravniho prfedpisu ani mu nebylo jinak
pfislusnymi Ufady zakazadno se podilet na
Klinickém hodnoceni a ze okamZité oznami
spolecnosti Julius Clinical a Zadavateli poté, co
budou informovani o jakémkoli jednani
souvisejicim svyloucenim nebo diskvalifikaci
nebo stim souvisejicim vysSetfovanim proti
kterémukoli ¢lenu Tymu klinického hodnocent;
Zadny z nich ani Tym klinického hodnoceni
nejsou vazani zadnymi jinymi smlouvami i
zavazky ani se nepodili na jinych klinickych
hodnocenich ani neposkytuji zadné jiné sluzby,

které by mohly negativné ovlivnit jejich
schopnost provadét Klinické hodnoceni
a/nebo souvisejici sluzby ¢ dostupnost
subjekt zpUsobilych ke Klinickému

hodnoceni; a
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(f)

4.2

Institution, Principal Investigator and Study
Staff have not now and will not in the future
directly or indirectly offer or pay, or authorize
the offer or payment of money or item of value
to any government official or representative to
improperly influence government actions.

Financial Obligations

Budget. In consideration of Institution’s and
Principal Investigator’s proper performance of
their obligations under this Agreement, Julius
Clinical shall make payments in the amounts
and according to the payment schedule as set
forth in Appendix | (“Budget”). The Budget
exhaustively lists the payments which are to
be made to Institution and which represent
the entire consideration due and payable for
Institution’s

and Principal Investigator’s

performance of this Agreement. All
payments under this Agreement, including
the Principal Investigator's remuneration, will
be made to the Institution. The Sponsor and
Julius Clinical agree not to enter into a
with the Principal
Investigator or any member of the Study Team
for this Clinical Trial. Principal Investigator
agrees that Julius Clinical and Sponsor shall
have no obligation or liability to Principal
Investigator related to the disbursement of
funds by Institution under this Agreement.

separate agreement

Invoices. Payments by Julius Clinical will only
be made upon receipt of an official invoice,
and, if VAT isapplicable, an official VAT invoice
(including the payee’s VAT number) from
Institution which specifies in detail the items
for which payment is requested and shall be
made as additionally set forth in Appendix 1.
Jdulius Clinical shall pay undisputed invoices
and undisputed parts of disputed invoices
within thirty (30) days from the invoicing of
such. Institution shall promptly invoice Julius
Clinical any amounts due and payable by it

4.2

Julius
Clinical

Poskytovatel, Hlavni zkouS$ejici ani Tym
klinického hodnoceni v soucasnosti pfimo ani
nepfimo nenabidli/neposkytli ani v budoucnu
nenabidnou/neposkytnou penize ani
hodnotny pfedmét zadné Gfedni osobé nebo
zastupci statni spravy za Gcelem nevhodného
ovlivnéni ¢innosti stanich organd ani takovou
nabidku

neschvalili ani neschvali.

nebo  poskytnuti  uvedeného

Financni zavazky

Rozpocet. Jako protihodnotu za fadné pinéni
zavazk( Poskytovatele a Hlavniho
Smlouvy bude

spole¢nost Jdulius Clinical provadét platby ve

zkous$ejiciho podle této
vy$i a podle rozpisu plateb, jak je uvedeno

v Pfiloze | (,Rozpocet“). Rozpocet

vycéerpavajicim stanovi
které maji byt
a které predstavuji veskeré poplatky dluzné a
Smlouvy

zkousejicim.

zpUsobem platby,

provadény Poskytovateli
této

splatné za plnéni

Poskytovatelem a Hlavnim
Veskeré platby vyplyvajici ztéto Smlouvy, ato
véetné odmény Hlavniho zkousejiciho, budou
uskute¢nény ve prospéch Poskytovatele.
Zadavatel a Julius Clinical se zavazuji, ze
neuzaviou s Hlavnim zkouSejicim ani
szadnym clenem Studijniho tymu Zadnou
separatni smlouvu natoto Klinické hodnoceni.
Hlavni zkousejici souhlasi, Ze spolecnost Julius
Clinical aZadavatel nemaji vac¢i Hlavnimu
zadnou

zkousSejicimu povinnost ani

odpovédnost v souvislosti s vyplacenim
finan¢nich prostfedkld Poskytovatelem na
zadkladé této Smlouvy.

Faktury. Platby ze strany spolecnosti Julius
Clinical budou provadény pouze poté, co
Julius obdrzi od

Poskytovatele oficialni fakturu, a pokud je

spolecnost Clinical
uplatfovéna dan z pfidané hodnoty, oficialni
fakturu sDPH (v&etné ¢&isla DIC pfijemce),
kterd bude podrobné specifikovat polozky, za
néz je pozadovana platba, a bude vytvofena
tak, jak
Spolecnost Julius Clinical zaplati nesporné

je dale stanoveno v Pfiloze 1.

faktury a nesporné soucésti spornych faktur

do tficeti (30) dnl od jejich vystaveni.
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4.3

4.4

hereunder and submit the invoces to Julius
Clinical immediately after they have been
issued by Institution.

Fair Remuneration. Institution and Principal

Investigator represent that the Budget does

not exceed the fair market value and
constitutesfair and appropriate remuneration
their

obligations under this Agreement. Institution

for the proper performance of
declares and agreesthat the amounts payable
under the Budget do and will neither influence
Institution’sdecision to purchase or use any of
Sponsor’s products for Institution’s day-to-
day business as provider of medical care
outside the Study, and Principal Investigator
declares and agrees that those amounts will
not influence his/her decision to prescribe
certain products. Institution and/or Principal
Investigator shall not bill any patient, insurer,
or governmental agency for any items, visits,
services or expenses provided or paid for by
Julius Clinical or Sponsor.

Institution  and

Pass-through  payment.

Principal Investigator acknowledge and agree
that Julius Clinical is making any and all
payments under this Agreement on behalf of
Sponsor.

Direct Access

Monitoring and Audits. Institution and

Principal Investigator shall ensure full
cooperation with the clinical monitors and/or
auditors designated by Julius Clinical or
Sponsor in their efforts to monitor and/or
the Study in accordance with the

Laws and

audit
Protocol and  Applicable
Regulations, in particular by providing the
clinical monitors and/or auditors with direct
access to all source data and source
documents and any other records, and to
enable on-site monitoring visits, upon
reasonable notice, and to provide reasonable
office space and facilities during monitoring

visits to facilitate appropriate review of such

4.3

4.4

Julius
Clinical

Poskytovatel bude neprodlené fakturovat

spole€nosti Julius Clinical vSechny ¢&astky

dluzné asplatné podle této Smlouvy

apredlozi faktury spolecnosti Julius Clinical
ihned poté, co je Poskytovatel vystavi.

Spravedlivd odména. Poskytovatel a Hlavni

zkousejici potvrzuji, Ze Rozpocet neprevysuje
spravedlivou trzni hodnotu a prestavuje
spravedlivou a nélezitou odménu za spravné
provadéni jejich povinnosti podle této
Smlouvy. Poskytovatel prohlasuje a souhlasi s
tim, Ze Castky splatné podle Rozpoctu
neovliviiuji a nebudou ovlivilovat rozhodnuti
Poskytovatele o nakupu nebo pouziti vyrobkul
Zadavatele pro bézny provoz Poskytovatele
jakoZto poskytovatele zdravotni péce mimo
Klinického

zkousSejici prohlasuje a souhlasi stim, Ze tyto

ramec hodnoceni a Hlavni
¢astky neovlivnijeho rozhodnuti prfedepisovat
urcité pripravky. Poskytovatel a/nebo Hlavni
zkouSejici nebudou  Gcltovat  zaddnému
pacientovi, pojistovné ani statnimu Gfadu
zadné polozky, navstévy, sluZzby nebo naklady
poskytované nebo placené spolecnosti Julius
Clinical nebo Zadavatelem.

Zorostiedkované

platby. Poskytovatel a

Hlavni zkousejici berou na védomi a souhlasi,
Ze spole¢nost Julius Clinical provadi veskeré
platby podle Smlouvy
Zadavatele.

této jménem

Pfimy pfistup
Monitorovani a audity. Poskytovatel a Hlavni

zkou$ejici zajisti plnou soucinnost s klinickymi
a/nebo
spolec¢nosti Jdulius Clinical nebo Zadavatelem

monitory auditory  uréenymi
v jejich Usili monitorovat Klinické hodnoceni
a/nebo provadét audit Klinického hodnoceni

v souladu s Protokolem a Platnymi pravnimi

predpisy, zejména poskytnutim pfimého
pfistupu  klinickym  monitordm  a/nebo
auditordm ke v8em zdrojovym Udajim

azdrojovym dokumentlim avsem ostatnim

zdznamUm aumoznénim monitorovacich

navstév na klinickém pracovisti po véasném
oznameni

a poskytnutim pfimérenych

kancelarskych prostor avybaveni v pribéhu
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5.2

data and documents.
For the
acknowledge that the Healthcare and Source
shall be kept by the
Institution in printed form only.

sake of clarity, the Parties

Documentation

Inspections. Institution and  Principal

Investigator shall facilitate inspections of their
the Study by
authorities having jurisdiction to do so by law.

respective participation in

To the extent permitted by law, Institution
and Principal Investigator shall; (a) inform
Julius Clinical immediately after being notified
of any planned inspection of Institution's site
by such authority; (b) permit Jdulius Clinical’s
and Sponsor’s representatives to be present
during such inspection where such relates to
Study matters; (c) provide Julius Clinical with
copies of any documents relating to such
inspection; and (d) allow Julius Clinical and
Sponsor to participate in any correspondence
with the respective authority relating to such
inspection.

Study Drug and Equipment
Stud Drug.
Investigator shall ensure that:

Institution and  Principal
all samples of the compound identified in the
Protocol that is being tested in the Study
(“Study Drug”) are stored safely and securely
protected from access by unauthorized
personnel and in accordance with the Protocol

and Sponsor’s storage specifications;

Study Drugisdispensed only to Study Subjects,
in accordance with the Protocol, and under no
circumstances sold or given to any other
individual(s) or otherwise used for any other
purpose than the execution of the Protocol or
used other than in accordance with the
Protocol;

accurate records are maintained specifying
the receipt by Institution, the dispensation to
and use by Study Subjects and the return to
Sponsor or alternative disposition of any

5.2

Julius
Clinical

monitorovacich navsétév pro usnadnéni
prisludné kontroly téchto dat a dokument(.
Pro vylouéenijakychkoliv pochybnosti smluvni
strany berou na védomi, Ze u Poskytovatele je
zdravotnickd a zdrojova dokumentace vedena
pouze v tisténé podobé.

Inspekce. Poskytovatel a Hlavni zkouSejici
budou napomahat pfi inspekcich své pfislusné
Gcasti v Klinickém hodnoceni provadénych
Grady, které maji pravomoc inspekce
provadét. Poskytovatel a Hlavni zkousejici
(a) budou

informovat spolecnost Jdulius Clinical, jakmile

vrozsahu povoleném zakonem

se dozvi o planované inspekci provadéné
takovym Gfadem v prostorach Poskytovatele;
Julius
Clinical a Zadavatele, aby byli pfitomni béhem

(b) umozni zastupclm spolecnosti

takové inspekce, pokud se inspekce tyka
Klinického
poskytnou spolec¢nosti Julius Clinical kopie

zalezitosti hodnoceni; (c)

véech dokumentll tykajicich se takové
inspekce; a (d) umozni spolecnosti Julius
se zl(Clastnit veskeré

Clinical a Zadavateli

korespondence s pfislusnym Gradem

souvisejici s takovouto inspekci.

Hodnoceny lécivy pFipravek a vybaveni
Hodnoceny 1écivy pripravek. Poskytovatel a

Hlavni zkouSejici zajisti, aby:
véechny vzorky slouceniny uréené v Protokolu,
Klinického

hodnoceni (,Hodnoceny lécivy pripravek”),

ktera je testovana vramci
byly bezpetné a spolehlivé chranény pred

pfistupem neopravnéného personalu

vsouladu sProtokolem a specifikacemi
Zadavatele pro uchovavani;

Hodnoceny léCivy pFipravek byl vydavan pouze
Subjektm hodnoceni v souladu s Protokolem
a za zadnych okolnosti nebyl prodan nebo
vydan jiné osobé (jinym osobam) nebo pouzit
jinak pro zadné jiné Gcely nez pro plnéni
Protokolu ani nebyl pouZit jinak nez v souladu
s Protokolem;

byly vedeny presné zaznamy, v nichZz bude
specifikovano pfrijeti Poskytovatelem, vydani
Subjektim Subjekty
hodnoceni a vraceni Zadavateli nebo jiné

hodnoceni a uzivani
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6.2

6.3

6.4

6.5

quantities of Study Drug; and

any unused quantities of Study Drug are
returned to Sponsor or certified destroyed or
otherwise disposed of in accordance with
Jdulius Clinical’s instructions, providing Julius
Clinical promptly thereafter with a certificate
of such disposal or destruction.

Comparator Products. The obligations under
Article 6.1
comparator products, as this term is defined
in 1.14 ICH GCP, used in the Study.

shall apply equally to all

The Sponsor shall provide Institution directly
or through its designee sufficient amount of
the Study Drug necessary to conduct the
Study. The Study Drug shall be delivered to the
Institution’s pharmacy, in each instance in
properly packaged containers appropriate for
the Study Drug and labelled in accordance
with Section 19, Subsection 1 (e), of Decree
No. 226/2008 Coll. on Good Clinical Practice.

Deliveries of the Study Drug shall be made on
Mon to -Fri between 7:00 a.m. and 2:00 p.m.
to the hospital pharmacy building.

Equipment. Julius Clinical and/or Sponsor
may, directly or through a third party acting
on their behalf, provide certain equipment for
use by Institution and Principal Investigator in
participating in the Study (“Equipment”).
Further termsregarding the use of Equipment
are governed by a separate agreement
between the Parties.

Property. Unless specified otherwise, all
samples of Study Drug (excluding any that
have been administered to Study Subjects)
and Equipment (excluding any that have been
consumed if consumable) are and shall remain
the property of Sponsor or Julius Clinical or
their

applicable. In no event shall ownership of any

respective third-party vendor(s), as

such Equipment transfer to Institution and/or

6.2

6.3

6.4

6.5

Julius
Clinical

nakladani s Hodnocenym lécivym pfipravkem
v jakémkoli mnozstvi; a

veskeré nespotiebované mnozstvi
Hodnoceného léc¢ivého pripravku bylo vraceno
Zadavateli nebo prokazatelné zni¢eno nebo
s pokyny
pficemz se

zlikvidovano v souladu
Julius

spolecnosti Julius Clinical neodkladné poté

jinak

spolec€nosti Clinical,

preda certifikat o takové likvidaci nebo zniceni.

Srovnavaci pFipravky. Povinnosti podle Clanku
6.1 se budou stejné vztahovat na vsechny
srovnavaci pfipravky pouzivané v Klinickém
hodnoceni, jak je tento vyraz definovan
v bodé 1.14 ICH GCP.

Zadavatel se zavazuje, ze Poskytovateli doda
pfimo nebo pfes urceného prostfednika
dostate¢né mnozstvi Hodnoceného lécivého
pripravku, potfebného k provedeni Studie.
Hodnoceny |écivy pfipravek bude  dodéavan
do lékarny Poskytovatele, vzdy vradné
zabalenych obalech urcéenych pro Hodnoceny
IéCivy pfipravek a oznaceny vsouladu s
ustanovenim paragrafu 19 odst. 1 pism. e)
vyhlasky €.226/2008 Sb., o spravné klinické
praxi.

Dodavky Hodnoceného Iécivého pfipravku se
budou uskutechovat v Po-P4 od 7.00 h do
14.00 h do budovy nemocnicnilékarny.

Vybaveni. Spolecnost Julius Clinical a/nebo
Zadavatel mohou pfimo nebo prostfednictvim
tfeti strany jednajici jejich jménem poskytovat
Poskytovateli a Hlavnimu zkousejicimu urcité
vybaveni k pouziti pfi Ucasti na Klinickém

hodnoceni (,Vybaveni“). DalS§i podrobnosti

tykajici se wvyuziti Vybaveni se fidi
samostatnou smlouvou mezi Smluvnimi
stranami.

Vlastnictvi. Pokud nebude specifikovano jinak,
jsou a zlistanou véechny vzorky Hodnoceného
|éCivého pripravku (s vyjimkou téch, které byly
podany Subjektim hodnoceni) a Vybaveni (s
vyjimkou toho,
pokud je
Zadavatele nebo spolecnosti Julius Clinical

které bylo spotfebovano,
spotiebovatelné) vlastnictvim
nebo pfipadné jejich pfislusnych externich
dodavatelll. Za Zzadnych okolnosti nebude
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6.6

Principal Investigator by virtue of the
provision thereof or by operation of this

Agreement.

Biological Samples. For the purpose of the

Study, Institution and/or Principal Investigator
may collect and use biological samples from
Study Subjects (e.g., blood,
and/or saliva) only in strict accordance with

urine, tissue
the Protocol and the Study Subject informed

consent form (“Biological Samples’), and
provide to Julius Clinical or its designee. Jdulius
Clinical and Sponsor may use the Biological
Samples to the extent permitted by the
relevant Study Subject informed consent form,
and Sponsor shall be the exclusive owner of
the Biological Samples. Julius Clinical and
Soonsor shall only provide the Study data
resulting from the Biological Samples to the
Institution, Investigator or Study
Subject to the extent required by the Protocol

or Applicable laws and Regulations.

Principal

Confidentiality
Confidential Information. For the purposes of
this Agreement, “Confidential Information”

shall mean any and all data and information,
irrespective of received or
obtained by

Investigator from Julius Clinical or Sponsor

its form; (a)

Institution and/or Principal
whether directly or indirectly and whether in
writing, orally or in any other embodiment,
including data and information received
before the Effective Date; (b) generated by
Institution and/or Principal Investigator as a
result of the participation in the Study or the
performance of the Agreement, including the
results of the Study and final reports, with the
exception of the individual medical history of
any potential or actual Sudy Subject and any
data which is contained in the corresponding
medical records and which allow the
identification of a potential or actual Study

Subject (which for the avoidance of doubt shall

6.6

Julius
Clinical

vlastnictvi jakéhokoli takového Vybaveni
prechazet na Poskytovatel a/nebo Hlavniho
zkousejiciho na zakladé ustanoveni této
Smlouvy nebo pfi plnénitéto Smlouvy.

Biologické vzorky. Pro cely Klinického

hodnoceni mize Poskytovatel a/nebo Hlavni

zkouSejici odebirat a pouzivat biologické
vzorky od Subjektl hodnoceni (napf. krev,
tkan a/nebo

v souladu

moc, sliny) pouze pfisné

s Protokolem a formulafem
o udéleni informovaného souhlasu Subjektu
hodnoceni (,Biologické vzorky“) a poskytovat
je spolecnosti Julius Clinical nebo jejimu
zastupci. Spolecnost dulius Clinical a Zadavatel
mohou Biologické vzorky pouzivat v rozsahu
povoleném pfislusnym formulafem o udéleni
informovaného souhlasu Subjektd hodnoceni
a Zadavatel je vyhradnim vlastnikem takovych
Biologickych vzorkl. Spolecnost Julius Clinical
a Zadavatel budou Udaje vramci Klinického
hodnoceni vyplyvajici z Biologickych vzork
poskytovat Poskytovateli, Hlavnimu
zkouS8ejicimu nebo Subjektu hodnoceni pouze
vrozsahu pozadovaném Protokolem nebo

Platnymi pravnimi predpisy.

Davérnost
Duvérné informace. Pro Ucely této Smlouvy

jsou ,Davérné informace“ veskeré (daje a
informace, bez ohledu na jejich formu, (a)
obdrzené nebo ziskané Poskytovatelem
a/nebo Hlavnim zkousejicim od spoleénosti
Jdulius Clinical nebo Zadavatele, pfimo i
nepfimo, pisemné, Ustné ¢i vjiné podobé,
véetné (dajl a informaci obdrzenych pred
Datem acinnosti; (b) vytvorené
Poskytovatelem a/nebo Hlavnim zkousejicim
jako vysledek Ucasti v Klinickém hodnoceni
nebo pfi plnéni Smlouvy, véetné vysledkl
Klinického hodnoceni a konecnych zprav,
s vyjimkou jednotlivych zdravotnich anamnéz
jakéhokoli potencidlniho nebo skutecného
Subjektu hodnocenia viech (dajli obsazenych
zadznamech,

v odpovidajicich  zdravotnich

které umoziuji identifikaci potencialniho
nebo skute¢ného Subjektu hodnoceni (které

pro vylouceni pochybnosti zlistanou osobnim
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7.2

7.3

remain the personal property of the Study
Subject
confidentiality); and/or (c) based on, derived

and subject to medical
from or developed with the help or use of any
or all of the data and information referred to
in Articles 7.1(a) and 7.1(b), including, for the
avoidance of doubt, all data and information
related to Study, Study Drug and Sponsor's
research and development programme in the
Study Drug.

Non-disclosure

and Non-use. Institution

and/or Principal Investigator shall not disclose
Confidential
Information to Study Staff, or other of its

or make accessible any
employees, contractors or other individuals or
entities, and shall not use any Confidential
Information, except to the extent necessary
for the performance of the Agreement or
explicitly permitted by Julius Clinical in writing
("Representatives"). In any event, Institution
and/or Principal Investigator shall ensure that
all Representatives to which any Confidential
Information is disclosed, or with access to
Confidential Information, fully comply with the
obligations set forth in this Article 7 and shall,
where necessary, impose upon such
Representatives by way of written agreement
confidentiality, non-disclosure and non-use
terms no less stringent than those set forth in
this Article 7.

Exceptions. The obligations set forth in Article
7.2 do not apply to Confidential Information:
that is or becomes part of the public domain
other than as a result of a disclosure by the
Institution or Principal Investigator or
Representatives; or

if and after it is disclosed to Institution and/or
Principal Investigator by a third party not
acting on behalf of Julius Clinical and/or
Soonsor, provided that such third party is
Confidential

Information to Institution and/or Principal

entitled to disclose such
Investigator and does so without obligating
Institution and/or Principal Investigator not to
disclose or use it and without breach of

obligations to Sponsor or Julius Clinical; or

7.2

7.3

Julius
Clinical

vlastnictvim Subjektu hodnoceni a podléhaji
Iékarskému tajemstvi); a/nebo (c) vychazejici,
odvozené nebo vyvinuté zjakychkoliv Gdajd
ainformaci uvedenych v ¢lancich 7.1(a) a
7.1(b), pro vylouceni pochybnosti véetné
véech (daji ainformaci tykajicich se
Klinického hodnoceni, Hodnoceného |é¢ivého
pfipravku a Zadavatelova programu vyzkumu
a vyvoje Hodnoceného lécivého pfipravku.

Nezvetejnéni a

nepouziti. Poskytovatel

a/nebo Hlavni zkousejici nezvefejni ani
nezpfistupni zadné DGvérné informace Tymu
klinického hodnoceni nebo jinym svym

zaméstnanclm, dodavateldm nebo jinym
fyzickym nebo pravnickym osobam a nebude
pouzivat zadné Dlvérné informace, pouze
v mife potfebné pro plnéni Smlouvy nebo
vyslovné pisemné povolené spolecnosti Julius
(,Zastupci‘). Vkazdém
a/nebo  Hlavni

zaruCuje, ze vSichni Zastupci, jimz budou

Clinical pfipadé

Poskytovatel zkouSejici
poskytnuty jakékoli Dlvérné informace nebo
ktefi maji k Davérnym informacim pfistup,
budou zcela plnit povinnosti stanovené
v Clanku 7, av pfipadé potfeby uloZ témto
svym Zastupclm formou pisemné smlouvy
povinnosti davérnosti, nezverfejiovani
anepouzivani, které nejsou méné pfisné, nez
jsou ty stanovené v tomto Clanku 7.

Vyiimky. Povinnosti uvedené v Clanku 7.2 se
nevztahuji na Dlvérné informace:

které jsou nebo se stanou verejné pfistupnymi
jinak nez néasledkem jejich zvefejnéni
Poskytovatelem nebo Hlavnim zkouSejicim
nebo Zastupci; nebo

jestlize a poté, co budou treti stranou
neplsobici jménem spolecnosti Julius Clinical
a/nebo Zadavatele zverejnény Poskytovateli
a/nebo Hlavnimu zkousSejicimu za
predpokladu, Ze tato tfeti strana je opravnéna
zvefejiiovat takové Duvérné informace
Poskytovateli a/nebo Hlavnimu zkous$ejicimu

adéla to, aniz by zavazovala Poskytovatel

a/nebo  Hlavniho  zkouSejiciho  kjejich
nezvetejiovani nebo nepouzivani, abez
poruseni zavazkl k Zadavateli nebo
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(c)

7.4

7.5

7.6

which, ascan be respectively demonstrated by
Institution’s and/or Principal Investigator’'s

prior written records, was known by

Institution and/or Principal Investigator
respectively before it is generated, received,
obtained or granted access to as described in
Article 7.1(a) and (b) above.

which, ascan be demonstrated respectively by
Institution’s and/or Principal Investigator’s
written records, contemporaneously made,
have been independently developed, without
breach of this Agreement and/or use of or
access to any Confidential Information.

Disclosure required by law. Institution and/or

Principal Investigator are explicitly allowed, in
derogation of Articles 7.2 and 7.3, to disclose
Confidential Information:

to governmental or similar authorities, to the
extent that such isrequired for and for the sole
Ethics
Committee approval(s) required at law; and/or

purpose of the obtainment of
to Study Subjects or potential Study Subjects,
for the sole purpose of and to the extent
required by law for the obtainment of
informed consent; and/or

to the extent required by law to be disclosed
other than in the situations described in
Articles 7.4(a) and 7.4(b), for the sole purpose
of complying with such requirement, provided
that, to the extent possible, Institution and/or
Principal Investigator informs Julius Clinical
prior to such disclosure and upon request from
Jdulius Clinical and/or Sponsor, reasonably
cooperates with Julius Clinical to seek
appropriate measures safeguarding such

Confidential Information.

Confidential status. Disclosure under Article

7.4 shall not release Confidential Information
from its confidential status and shall not
entitle Institution and/or Principal Investigator
to any other disclosure.

Property. All Confidential Information is (or
shall become where it isnot yet) the exclusive
property of Julius Clinical and/or Sponsor in

accordance with Julius Clinical and Sponsor’s

7.4

7.5

7.6

Julius
Clinical

spolecnosti Julius Clinical; nebo

které byly Poskytovateli a/nebo Hlavnimu
byly
vytvorfeny, obdrzeny, ziskany nebo k nim byl

ZkouSejicimu znamy predtim, nez
povolen pfistup, jak je popsano v Clanku 7.1(a)
a (b) vySe, coz lze prokazat zpredchozich
pisemnych zaznam( Poskytovatele a/nebo
Hlavniho zkousejiciho;

které byly vytvoreny soubézné, byly vyvinuty
nezavisle, bez poruseni této Smlouvy a/nebo
pouZiti nebo pfistupu k jakymkoli Dlvérnym
informacim, coZz lze prokazat zpredchozich
pisemnych zaznam( Poskytovatele a/nebo
Hlavniho zkousejiciho.

zakonem.

Zverejnéni poZadované

Poskytovateli a/nebo Hlavnimu zkouSejicimu
je vyslovné povoleno jako vyjimka z ¢lankd 7.2
a 7.3 poskytnout DUvérné informace:

statnim nebo obdobnym Gfadim v mite,
vjaké je to potfeba, a za vylucnym Ucelem
Etické
pozadovanych zakonem; a/nebo

ziskani souhlasu/ souhlastl komise
Subjektim hodnoceni
Subjektim hodnoceni za vyluénym Ucelem a

nebo potencialnim

vmife poZzadované zdkonem pro ziskani
informovaného souhlasu; a/nebo

vmife pozadované zakonem jinak nez
v situacich popsanych v €lancich 7.4(a) a 7.4(b)
za vyluénym Gcelem splnit takové pozadavky
za predpokladu, Ze vco nejvétdim mozném
rozsahu bude Poskytovatel a/nebo Hlavni
zkousejici informovat spole¢nost dulius Clinical
predtim, nez dojde ktakovému zverejnéni,
ana zadost spolecnosti Julius Clinical a/nebo
Zadavatele bude se spolec¢nosti Julius Clinical
rozumné spolupracovat pfi hledani vhodnych

opatfeni pro ochranu takovych Ddvérnych

informaci.
DUvérny  charakter. Zvefejnéni  podle
Clanku 7.4 neméni d(vérny charakter

Dlvérnych informaci anebude opraviovat
Poskytovatel a/nebo Hlavniho zkouSejiciho
k jakymkoli jinym zvefejnénim.

Vlastnictvi. Véechny Dlvérné informace jsou
(nebo se stanou, pokud jesté nejsou)
Julius

a/nebo Zadavatele vsouladu se

vyluénym vlastnictvim spolecnosti

Clinical
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7.7

8.2

mutual agreements.

The Parties have agreed that this Agreement
shall be published in the Contracts Register,
and the publish the
Agreement. The Parties have agreed that the
Confidential Information indicated by the
Soonsor shall be removed before the
Agreement is entered

Institution  shall

into the Contracts
Register, and that appendices to agreements
shall be published in the Contracts Register to
the extent necessary by Applicable Laws and
Regulations. Before signing this Agreement,
the Sponsor/Julius Clinical shall send the final
version of the Agreement to the Institution in
machine-readable format, highlighting the
text regarded by the Sponsor as Confidential
Information.

Intellectual Property

Background IP. All intellectual property rights
owned by or licensed to a Party prior to and
after the date of this Agreement other than
any intellectual property rights arising from
the Study (“Background IP”) is and shall
that
Notwithstanding the above, Julius Clinical and
Sponsor
irrevocable,

remain the property of Party.

shall have a non-exclusive,

perpetual, worldwide,
sublicenseable, royalty-free license to use
Institution’s and/or
Background IP
Confidential Information and the commercial
use by Julius Clinical, Sponsor and/or their

respective affiliates or third-party contractors

Principal Investigator’s

in conjunction with the

of the subject matter of this Agreement and
the Protocol, and further exploitation of Study
Drug.

Developments. Institution and Principal
Investigator agree and shall cause Study Staff
that all

discoveries,

to agree, works, inventions,

developments, innovations
and/or all similar creations, which are made,

created, developed, conceived or reduced to

7.7

8.2

Julius
Clinical

vzajemnymi dohodami mezi spole¢nosti Julius
Clinical a Zadavatelem.

Smluvni strany se dohodly, Ze tato smlouva
bude uvefejnénav registru smluv a uverejnéni
Smluvni
strany se dohodly, ze Davérné informace

smlouvy provede Poskytovatel.
oznacené zadavatelem, budou pfed zadanim
smlouvy do registru smluv odstranény a
smluv

pfilohy smluv budou v registru

uvefejiiovany v nezbytném rozsahu podle
Platnych pravnich predpisi. Pfed podpisem
/Julius Clinical

Poskytovateli finalni verzi Smlouvy ve strojové

smlouvy Zadavatel zadle

Citelném textem
Smlouvy, ktery povazuje Zadavatel za Davérné
informace.

formatu spodbarvenym

Dusevni vlastnictvi
Zakladni du8evni vlastnictvi. Veskera prava

dusevniho  vlastnictvi vlastnénd  nebo
licencovana Smluvni stranou ptfed datem a po
datu uzavieni této Smlouvy svyjimkou vSech
prav duSevniho vlastnictvi vznikajicich na
(,Zakladni

a zlstanou

Klinického hodnoceni
vlastnictvi“)
vlastnictvim pfislusné Smluvni strany. Bez

zakladé
dusevni jsou
ohledu navyse uvedené budou mit spolecnost
Jdulius  Clinical a Zadavatel
neodvolatelné, trvalé,

nevylucné,
celosvétové,
licenénich poplatkd
Zakladni
Poskytovatele a/nebo

sublicencovatelné, od
osvobozené opravnéni pouzivat
duSevni vlastnictvi
Hlavniho zkousejicihospoleéné s Dlvérnymi
informacemi a komerénim vyuzitim pfedmétu
této Smlouvy a Protokolu spolecnosti Julius
Zadavatelem

prislusnymi sesterskymi spole¢nostmi nebo

Clinical, a/nebo jejich

tfetimi stranami a déle zkoumat Hodnoceny
IéCivy pfipravek.
a Hilavni

Vysledky vyvoje. Poskytovatel

zkous$ejici souhlasi a zajisti, aby Tym klinického

hodnoceni souhlasil, ze vSechny prace,

vynalezy, vyvoje, objevy, inovace a/nebo

vSechny podobné vytvory, které jsou

vyrobeny, vytvofeny, vyvinuty, vymysleny
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practice by Institution, Principal Investigator
and/or Study Staff as a result of the
participation in the Study or the performance
of the Agreement (“Developments’) are
considered “work made for hire” for the
benefit of Sponsor and are, shall vest in or will
otherwise become the exclusive property of
Sponsor, with the inclusion of any intellectual
property  rights pertaining to  such
Developments and the respective rights to
register or apply for such intellectual property
rights, as they may exist anywhere in the
world. Parties furthermore agree that where
Developments are not legally qualifiable as
“work made for hire”, Institution and Principal
Investigator shall ensure that any documents
are executed, and acts are performed by
Institution, Principal Investigator and/or Study
Staff as are necessary for the assignment of
the property of such Developmentsto Sponsor
(“Support”). Notwithstanding the foregoing,
the Parties agree that the amounts due by
Jdulius and Sponsor under the Agreement for
the conduct of the Study by Institution and
Principal Investigator constitute full and
sufficient consideration for the creation,
development, conception or reduction to
practice of any Developments by Institution,
Principal Investigator and/or Study Staff.
Therefore, neither Julius Clinical nor Sponsor is
liable for any additional payments to
Institution, Principal Investigator and/or Study
Staff for Developments coming into existence
or Support. Institution and Principal
Investigator shall, and shall cause Study Staff,
to promptly disclose to Sponsor and Julius
Clinical any and all Developments and all
supporting documents and information
related to the concerning Development(s).

Julius
Clinical

nebo prakticky provedeny Poskytovatelem,
Hlavnim zkouSejicim nebo Tymem klinického
hodnoceni jakoZto vysledek Ucasti v Klinickém
hodnoceni nebo naplfiovani  Smlouvy
(,Vysledky vyvoje“), jsou povazovany za
»praci provedenou na zakazku“ ve prospéch
Zadavatele ajsou/budou prevedeny do
vyluéného vlastnictvi Zadavatele nebo se jinak
stanou jeho vyluénym vlastnictvim vcetné
jakychkoli prav  kduSevnimu vlastnictvi
prislugejicich k takovym Vysledklim vyvoje
a pfislusnych prav takovéa prava k dusevnimu
vlastnictvi registrovat ¢i Zadat o jejich udélent,
jak tato mohou existovat kdekoli na svété.
Smluvni strany dale souhlasi stim, Zze pokud
Vysledky vyvoje nebude mozno pravné
povazovat za , praci provedenou na zakazku“,
zajisti Poskytovatel a Hlavni zkouS$ejici, aby
Poskytovatel, Hlavni zkouS$ejici a/nebo Tym
klinického hodnoceni vytvofili  vSechny
dokumenty a provedli vdechny Ukony, které
jsou potfebné pro pfiznani vlastnictvi
takovych  Vysledklli  vyvojl  Zadavateli
(,Podpora“). Aniz by bylo dotéeno predchozi,
souhlasi Smluvni strany stim, ze platby
uhrazené spolecnosti Jdulius Clinical
aZadavatelem podle této Smlouvy za
provadeéni Klinického hodnoceni
Poskytovatelem a Hlavnim zkousejicim budou
predstavovat Gplnou a  dostatecnou
protihodnotu za vytvofeni, vyvoj, koncepci
nebo praktické provedeni v8ech Vysledkl
vyvojd Poskytovatelem, Hlavnim zkousejicim
a/nebo Tymem klinického hodnoceni. Proto
spolec¢nost Julius Clinical ani Zadavatel nejsou
odpovédni za zadné dodatecné platby
Poskytovateli, Hlavnimu zkouS$ejicimu a/nebo
Tymu klinického hodnoceni za vznikajici
Vysledky vyvoje. Poskytovatel a Hlavni
zkousSejici bude neprodlené informovat
Zadavatele aspoleCnost Julius  Clinical
o veskerych  Vysledcich vyvoje apreda
véechny podpdrné dokumenty ainformace
souvisejici sdotéenymi Vysledky vyvoje,
priemz zajisti, aby stejné postupoval i Tym
klinického hodnoceni.
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9.2

9.3

Publication
Right to Publish.
Investigator

Institution and Principal
that,
importance of a publication or presentation of

understand while the
the Study results is recognized, scientific

considerations imply that a multi-centre
publication based on the consolidated data
provided by all participating Study sites should
be given priority over individual Study site
publications or presentations. Therefore,
Institution and/or Principal Investigator shall
not publish or present any results of the Study
before a multi-centre publication is made in
accordance with the Protocol and other
publication policies established by Sponsor.
Thereafter, Institution and/or Principal
Investigator are entitled to publish or present
the results of the Study, to the extent it was
conducted at Institution, in accordance with

Articles 9.2 and 9.3 below.

Principles Governing Publication. Institution

and/or Principal Investigator agree to ensure
that any publication or presentation of Study
results shall be in accordance with the
Protocol and any publication policies and
guidelines established by Sponsor, provided
that

unreasonably affect accuracy or

such policies or guidelines do not
scientific
value of the publication or presentation.

Review and Delay. Institution and/or Principal

Investigator shall, at least sixty (60) days prior
to presentation or submission for publication,
review or other disclosure to third parties,
submit a copy of the planned presentation or
publication to Sponsor. During sixty (60) days
from the receipt of such copy, Sponsor shall be
entitled to; (a) delay any presentation or
publication in order to allow Sponsor to take
steps to protect its proprietary information
and to safeguard its other legitimate interests
- including but not limited to the steps set forth
in Articles 9.3(b) and 9.3(c) below - which delay
shall not exceed a period equivalent to a total
of ninety (90) days from the date of first
submission to unless

Sponsor, special

9.2

9.3

Julius
Clinical

Publikace

Pravo publikovat. Poskytovatel a Hlavni

zkousSejici chapou, Ze prestoZe je uznavan
vyznam publikace nebo prezentace vysledkl
Klinického hodnoceni, zvédeckého hlediska
bude

publikace

vyplyva, Ze upfednostnéna

multicentricka vychazejici
zkonsolidovanych dat poskytnutych vSemi
zucastnénymi  klinickymi pracoviséti pred
publikacemi nebo prezentacemi jednotlivych
klinickych  pracovidt. Proto Poskytovatel
a/nebo Hlavni zkouS$ejici nebude publikovat
ani prezentovat zadné vysledky Klinického
hodnoceni predtim, nez bude vytvofena

multicentricka publikace v souladu

s Protokolem a dalsi publikacni strategii
stanovenou Zadavatelem. Poté bude mit
Poskytovatel a/nebo Hlavni zkou$ejici pravo
publikovat nebo prezentovat vysledky
Klinického hodnoceni v rozsahu, v jakém bylo
Poskytovatele

s €lanky 9.2 a 9.3 nize.

provadéno u v souladu

Principy publikovani. Poskytovatel a/nebo

Hlavni zkousSejici souhlasi stim, ze zajisti, aby
byly v8echny publikace nebo prezentace
vysledk(l Klinického hodnoceni v souladu
s Protokolem a veskerou publikaéni strategii
stanovenou Zadavatelem za pfedpokladu, ze
takova strategie nebo smérnice nepfimérené
neovliviuji pfesnost nebo védeckou hodnotu
publikace nebo prezentace.

Kontrola a odloZeni. Poskytovatel a/nebo

Hlavni zkousejici predlozi kopii planované
Zadavateli
nejméné Sedesat (60) dnl pred prezentaci

prezentace nebo publikace
nebo predlozenim k publikaci, recenzi nebo
jinému zvefejnénitretim stranam. Do Sedesati
(60) dnli od obdrzeni takové kopie je
Zadavatel
prezentaci nebo publikaci, aby Zadavatel mohl

opravnén (a) odlozit jakoukoli

ucinit kroky kochrané svych chranénych
informaci a k zabezpeceni svych legitimnich
zajm, stanovené
v ¢lancich 9.3(b) a 9.3(c) niZe, pficemz takovy
odklad nebude trvat déle nez po dobu

zejména kroky

odpovidajici celkovému poctu devadesati (90)
dnll od data prvniho predlozeni Zadavateli,
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10.
10.1
(a)

circumstances justify a longer delay; (b) make

reasonable comments which Institution
and/or Principal Investigator shall incorporate
into the publication or presentation, provided
that accuracy and scientific value remain
mark Confidential

Information, which Institution and/or Principal

unaffected; and/or (c)

Investigator shall delete from the publication
or presentation.

Data Protection
Medical Confidentiality and Samples
For the purposes of this Article, a controller

(“Controller”) and a processor (“Processor”)
shall have the same meaning asin the GDPR.

The Parties acknowledge that both the
Institution and the Sponsor shall be
considered Controllers in processing the
personal data of subjects participating in the
Study at |Institution (“Personal Data”) for
respective purposes. The Institution shall be
considered Controller in processing the

medical recordsfor care purposesand Sponsor
shall be considered Controller in processing
the coded Personal Data for research
purposes. The Institution shall be considered
Processor for the research purposes and
process the
accordance with the the GDPR and any other

applicable data protection law (collectively,

coded Personal Data in

“Data Protection Laws”) and the written
instructions of the Sponsor. The respective
responsibilities of Sponsor and Institution are
further specified in the data processing
agreement in Addendum #1 to this

Agreement.

Julius Clinical shall be regarded as a Processor
of coded Personal Data on behalf of the
Sponsor. All processing of Personal Data will
be in accordance with Applicable Laws and
Regulations. Julius Clinical will enter into an
appropriate  processor with
Sponsor in accordance with Data Protection

agreement

Laws (as defined bellow).

10.
10.1

Julius
Clinical

pokud  zvlastni  okolnosti  neopraviuji
k delsimu odkladu; (b) vznést opodstatnéné
pfipominky, které Poskytovatel a/nebo Hlavni
zkousejici zapracuje do pfislusné publikace
nebo prezentace za predpokladu, ze to
neovliviiuje presnost a védeckou hodnotu;

a/nebo (c) oznadit Dlvérné informace, které

Poskytovatel a/nebo  Hlavni  zkousSejici
zpfislusné publikace nebo prezentace
vymaze.

Ochrana udajt
Lékarské tajemstvi a vzorky

Pro Gcely tohoto Clanku bude mit spravce

(, Spravce”)
stejny vyznam, jaky udava GDPR.

a zpracovatel (,Zpracovatel”)
Smluvni strany berou na védomi, Ze jak
Poskytovatel, tak Zadavatel budou povazovani
za Spravce pfi zpracovani osobnich (dajd
subjektl Gcastnicich se Klinického hodnoceni
u Poskytovatele (,Osobni udaje“) sohledem
bude
zpracovani

na prisluéné ucely. Poskytovatel

povazovan za Spravce pfi
zdravotnich zdznam( za Ucelem poskytovani
zdravotni péce a Zadavatel bude povazovan za
Spravcee pfii zpracovani kédovanych Osobnich
Gdajl pro ucely vyzkumu. Poskytovatel bude
povazovan za Zpracovatele pro Ucely vyzkumu
abude zpracovavat kédované Osobni Gdaje
v souladu s nafizenim GDPR a jakymkoli jinym
platnym pravnim pfedpisem na ochranu

osobnich Udajd (souhrnné ,Zakony na

ochranu osobnich (daja“) apisemnymi
pokyny Zadavatele.
Zadavatele

specifikovany

Jednotlivé povinnosti

a Poskytovatele jsou  blize

ve smlouvé o zpracovani

osobnich idajl v dodatku 1 k této Smlouvé.

Spolecnost Julius Clinical bude povazovana za
Zpracovatele koédovanych Osobnich udajl
jménem Zadavatele. Veskeré zpracovani
Osobnich (daji bude probihat v souladu s
Platnymi pravnimi predpisy. Spolecnost Jdulius
Clinical uzavie se Zadavatelem v souladu se
Zakony na ochranu osobnich 0dajl (jak jsou
pfislusnou smlouvu o

definovany nize)

zpracovani osobnich tdaju.
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(d)

10.2

10.3

The Parties agree to adhereto the principles of
medical confidentiality in relation to Study
Subjects.

Study  Subjects -
representatives on

and/or their
their behalf -
withdraw or change their initial informed

legal
may

consent. Institution and Principal Investigator

shall promptly notify Julius Clinical and
Sponsor of any withdrawal of or changesin the
informed consent of a Study Subject, which
may affect the use of such Study Subject’s
clinical data under this Agreement. Institution
and Principal Investigator will communicate
with Julius Clinical and Sponsor on behalf of
the Study Subject. However, the procedure
of a Study

Subject’s consent will be according to the

followed upon a withdrawal

instructions in the Protocol and the ICF and in

accordance with Applicable Laws and

Regulations.

Soonsor and Julius Clinical shall refrain from
tracing and/or identifying any Study Subject,
except when there is a legal obligation to do
so. In the event any Study Subject, for any
other than aforementionedreason, becomes
identifiable to Sponsor and/or Julius Clinical,
Soonsor and/or Julius Clinical is under an
obligation to preserve, at all times, the
confidentiality of information pertaining to
such Study Subjects.

Compliance. Institution and  Principal
Investigator shall and shall ensure that Study
Staff at all times comply with Data Protection
Laws. Institution and Principal Investigator
shall ensure that Study Staff are familiar with

Data Protection Laws.

Julius
Institution and Principal Investigator shall not

Disclosure to Clinical/ Sponsor.

send, submit, transfer or otherwise disclose
any personal data to Julius Clinical or Sponsor
which is not requested by Julius Clinical or
Sponsor or otherwise required to be disclosed
for the proper performance of the Agreement

(d)

10.2

10.3

Julius
Clinical

Smiluvni strany souhlasi, Ze budou ve vztahu k
Subjekttim
Iékarského tajemstvi.

hodnoceni dodrzovat zasady
Subjekty hodnoceni — a/nebo jejich pravni
zastupci jejich jménem — mohou svlj plvodni
informovany souhlas odvolat nebo zménit.
Poskytovatel a Hlavni zkous$ejici neprodlené
Jdulius

jakémkoli

vyrozumi  spole¢nost Clinical a

Zadavatele o odvolani nebo
zménach informovaného souhlasu Subjektu
hodnoceni, které mohou ovlivnit vyuZivani
klinickych daji tohoto Subjektu hodnoceni
podle této Smlouvy. Poskytovatel a Hlavni
zkousejici budou komunikovat se spolecnosti
Julius Clinical a Zadavatelem jménem Subjekt (i
hodnoceni. Postup, ktery bude dodrzen pfi
odvolani souhlasu Subjektu hodnoceni, vSak
bude v souladu s pokyny uvedenymi v
Protokolu a formulafi informovaného
souhlasu a v souladu s Platnymi pravnimi
predpisy.

Zadavatel a spolecnost Julius Clinical nebudou
sledovat a/nebo identifikovat zadny Subjekt
hodnoceni vyjma situaci, kdy jsou tak povinni
ucinit ze zakona. Pokud se kterykoli Subjekt
hodnoceni z jakéhokoli jiného neZz vyse
uvedeného dlivodu stane pro Zadavatele
a/nebo Julius

identifikovatelnym, mit

spolecnost Clinical
bude Zadavatel
a/nebo spolecnost Julius Clinical neustalou
povinnost zachovavat d0vérnost UGdajl
tykajicich se téchto Subjektl hodnoceni.

Dodrzovani predpisti. Poskytovatel a Hlavni

zkouSejici  zajisti, aby Tym klinického
hodnoceni neustdle dodrzoval Zakony
pozadavky na ochranu osobnich (dajl.

Poskytovatel a Hlavni zkouSejici zajisti, aby byl
Tym klinického hodnoceni se Zakony na
ochranu osobnich (dajli obeznamen.

Julius
Clinical / Zadavateli. Poskytovatel a Hlavni

Zoristupnéni informaci spolec€nosti

zkousSejici nebudou zasilat, predkladat,
predavat ani jinak zpfistupriovat Zadné osobni
Julius

Zadavateli, které spolecnost Julius Clinical

Udaje spolec€nosti Clinical nebo

nebo Zadavatel nepoZaduji nebo je neni jinak
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11.
11.1

or is obtained without a person’s written

consent to process and transfer such
information. Institution, Principal Investigator
and/or Study Staff may provide personal data
the

Investigator and/or Study Staff for the proper

relating to Institution,  Principal
performance of this Agreement. Institution
and Principal Investigator acknowledge that
Study Staff that has not signed a data consent
form for the purpose of processing their
personal data as requested by Julius Clinical
and/or Sponsor will not be able to participate

in the Study on the basis of this Agreement.

Term and Termination

Term. The Agreement is effective as of the
Effective Date, provided that this Agreement is
duly executed by all Parties. It shall remain in
the (i)
and

effect until completion of all

Institution’s Principal Investigator’s
obligations under the Agreement at which
date it shall expire without the requirement of
any notice or notification, or (ii) earlier
termination of the Agreement in accordance
with this Article 11.

The estimated duration of the Study isjijiill
.

Early Termination by any Party. Any Party may

terminate this Agreement immediately by

written notice to the other Parties:

if the Partiesbecome or are declared insolvent
or a petition in bankruptcy has been filed
against a Party or if one of the Parties is
dissolved;

in the event that the judgement/approval of
the Ethics Committee/ SUKL, as applicable, that
has assessed the Study isirrevocably revoked;
and/or

that it that
continuation of the Study cannot serve any

in the event transpires

scientific purpose, and thisis confirmed by the

11.
11.1

Julius
Clinical

potfeba zvefejfiovat pro fadné plinéni

Smlouvy nebo které jsou ziskany bez

pissmného souhlasu dané osoby se

zpracovanim a  predavanim  takovych
informaci. Poskytovatel, Hlavni zkouSejici a
Tym klinického hodnoceni mohou poskytnout
osobni Udaje souvisejici se Poskytovatelem,
Hlavnim zkouS$ejicim a Tymem klinického
hodnoceni pro fadné pinéni této Smlouvy.
Poskytovatel a Hlavni zkouSejici berou na
védomi, Ze ¢len Tymu Klinického hodnoceni,
ktery  nepodepiSe  formulaf  souhlasu
spouZivanim Gdaju pro Gcely zpracovani
osobnich Gdaj(, jak poZaduje spolecnost Julius
Clinical a/nebo Zadavatel, se nebude moci
Klinického hodnocenina zakladé této Smlouvy

Gcastnit.

Doba trvani a ukonéeni
Doba trvani. Smlouva je uGc¢inna k Datu
Gcinnosti za predpokladu, Ze je tato Smlouva
fadné podepsana véemi Smluvnimi stranami.
Smlouva dokud (i)

nebudou povinnosti

zlstane v platnosti,

splnény  vSechny
Poskytovatele a/nebo Hlavniho zkousejiciho

podle Smlouvy, v kterémzto datu vyprsi bez

nutnosti  jakéhokoliv upozornéni  nebo
oznameni, nebo (i) nebude Smlouva
pfedcasné ukonéena podle Clanku 11.

Predpoklddang délka trvani Klinického

hodnocen [

PredCasnd vypovéd kteroukoli ze Smluvnich

stran. Kterakoli ze Smluvnich stran m{ze tuto
Smlouvu vypovédét
oznamenim ostatnim Smluvnim stranam:

pfedcasné pisemnym

pokud se Smluvni strany dostanou do platebni

neschopnosti nebo budou prohlaseny
platebné neschopnymi nebo byl na nékterou
znich podan navrh na prohlaseni konkurzu,
nebo pokud je nékterd z nich zrusena;

v pfipadé, Zze bude neodvolatelné odvolano
Etické  komise/ SUKL,
ktera, pfipadné ktery posuzoval/a Klinické

hodnoceni; a/nebo

rozhodnuti/souhlas

v pfipadé, Ze vyjde najevo, ze pokracovani
Klinického hodnoceninemuze slouzit zddnému
védeckému ucelu, a bude to potvrzeno Etickou
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11.3

Ethics Committee/SUKL, as applicable, that
has issued a positive decision on the Study;
and/or

in the event that a reasonable case can be
made for terminatingthe Study inthe interests
of the health or safety of the Study Subjects;
and/or

if circumstances beyond the control of the
Sponsor or Principal Investigator make it

unreasonable to require the Sudy's
continuation; and/or

in the event that the Principal Investigator,
due to no fault of the Institution, becomes
unable to act as such at the Institution and,
despite the

replacement physician mutually agreeable to

Institution’s best efforts, a
Institution, Julius Clinical and Sponsor actingin
good faith cannot be found within thirty (30)
days after the Institution becomes aware of
the the
concerning Principal Investigator or within

prospective  unavailability  of
fifteen (15) days of the Principal Investigator
being unavailable, whichever isthe later;

in the event of the occurrence of one of the
situations described in Article 14.3 (Force
Majeure) and its continuance for sixty (60)
consecutive days.

this
terminated by Julius Clinical or

In addition, Agreement may be

Sponsor
immediately by written notice to the other
Parties in the event that Institution and/or
Principal Investigator are in breach of their/its
obligations under the Agreement and fails to
remedy such breach within thirty (30) days of
a written notice. Further, Institution may
terminate this Agreement immediately by
written notice to Julius Clinical and Sponsor in
the event that Julius Clinical and Sponsor isin
breach of itsobligations under the Agreement
and fails to remedy such breach within thirty
(30) days of a written notice.

Termination by Sponsor or Julius Clinical.

Without prejudice to Article 11.2 and in
addition to the reasons for termination listed

therein, Sponsor or Julius Clinical may

11.3

Julius
Clinical

komisi/ SUKL, ktera, pFipadné ktery vydal/a

souhlasné stanovisko ke Klinickému
hodnoceni; a/nebo
bude

ukonceni Klinického hodnoceni v zajmu zdravi

v pfipadé, ze vhodné navrhnout

nebo bezpecnosti Subjektd hodnoceni; a/nebo

jestlize okolnosti mimo ramec kontroly
Zadavatele nebo Hlavniho zkousejiciho
zplUsobi, Ze nebude vhodné pozadovat

pokracovani Klinického hodnoceni; a/nebo

v pfipadé, Ze Hlavni zkou$ejici zdlvodu
nezplisobeného zadnou chybou Poskytovatele
byt

Poskytovatele a bez ohledu na nejlepsi snahu

prestane sam schopen pUsobit u

Poskytovatele nebude mozné nalézt
nahradniho Iékafe vzajemné pfijatelného pro
Poskytovatel, spolec¢nost Julius Clinical i
Zadavatele jednajici v dobré vife v prlbéhu
tficeti (30) dnl poté, co bude Poskytovatel
uvédomeéno o budouci nedostupnosti daného
Hlavniho  zkousejiciho, nebo v prdbéhu
patnacti (15) dnd poté, co se Hlavni zkousejici
stane nedostupnym, podle toho, co nastane
pozdéji;

v pfipadé vyskytu jedné ze situaci popsanych
v Clanku 14.3 (Vy&si moc) a jejiho pokracovani

po dobu Sedeséti (60) po sobé jdoucich dna.

Spolecnost Julius Clinical nebo Zadavatel mize

déle tuto Smlouvu okamzité vypovédét

pisemnou vypovédi ostatnim  Smluvnim
strandam v pfipadé, Zze Poskytovatel a/nebo
Hlavni zkousSejici poru&i své povinnosti v ramci
této Smlouvy a toto poruseni nenapravi do

tFiceti (30) dnli ode dne pisemného oznameni.

Poskytovatel muUze dale tuto Smlouvu
okamzité vypovédét pisemnou vypoveédi
spolecnosti Julius Clinical a Zadavateli v

pfipadé, Julius Clinical a

Zadavateli porusi své povinnosti v ramci této

Ze spolecnost

Smlouvy a toto poruseni nenapravi do tficeti
(30) dnli ode dne pisemného oznameni.
Vypovézeni Zadavatelem nebo spolecnosti

Julius Clinical. Aniz by byl dotcen ¢lanek 11.2,
pro
uvedenych mlize Zadavatel nebo spole¢nost

a kromé davodu ukonéeni v ném
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terminate this Agreement in writing at any
time for any reason upon a thirty (30) days
written notice. In such case Jdulius Clinical shall
confer with the Principal Investigator on the
proper wind-down or hand-over of the Study
activities and use its best endeavours to
minimize any inconvenience or harm to Study
Subjects caused by the premature termination
or transfer of the Study.

Effects of Receipt of Notice. Upon receipt of

notice of termination from Sponsor or Julius
Clinical, Institution and Principal Investigator
shall immediately cease to enrol any Study
Subjects, cancel all cancellable expenses and
minimise further costs and shall be under a
duty to mitigate costs.

Surviving Obligations. Without prejudice to

Article 11.4, in the event of expiry or early
termination of this Agreement:

Institution and Principal Investigator shall
reasonably cooperate with Julius Clinical and
Sponsor, as applicable, in the proper close-out
of the Study at Institution, including, where
applicable, the appropriate down-titration of
Study Drug to Study Subjects, follow-up until
resolution of ongoing serious adverse events,
the transfer and assignment of Study Subjects
and documents to a successor Study site, and
to promptly return and transfer any and all
Confidential
information,

Information and other

documents, Equipment,
unassigned and unused Study Drug, Biological
Samples and any other items which, by virtue
of this Agreement or otherwise, are or will
become the property of or shall be transferred
into the possession of Julius Clinical and/or the

Sponsor; and

Julius Clinical shall

amounts due to Institution by virtue of the

pay any outstanding

Agreement and actually and necessarily

incurred expenses for services to be provided

Julius
Clinical

Julius Smlouvu  kdykoliv
zjakéhokoliv divodu vypovédét na zékladé

Clinical  tuto
pisemné vypovédi s vypovédni Ihlitou v délce
tFiceti (30) dnl. V takovém piipadé spolecnost
Jdulius Clinical probere sHlavnim zkousejicim
nalezité ukonceni nebo predani Ccinnosti
Klinického hodnoceni a vynalozi své nejlepsi
usili, aby minimalizovala jakékoli problémy
Subjektt

zpUsobené predcasnym

nebo  poskozeni hodnoceni

ukonéenim nebo
pfedanim Klinického hodnoceni.

Ucinky pfijeti oznameni. Po pfijeti oznameni o
od Zadavatele
Clinical

ukonceni/ vypovédi nebo
Julius

Poskytovatel a Hlavni zkou$ejici okamzité

spolecnosti prestane

zafazovat jakékoli Subjekty hodnoceni, ukon¢i
bude
naklady abude mit

v8echny zrusitelné vydaje,

minimalizovat dalsi

povinnost snizit vydaje.
Pretrvavajici zavazky. Aniz by byl dotcen
Clanek 11.4,

predcasného ukonéenitéto Smlouvy:

vpfipadé vyprSeni nebo
Bude Poskytovatel a Hlavni zkou$ejici rozumné

spolupracovat se spolecnosti Julius Clinical a

pfipadné se Zadavatelem na spravném
uzavieni Klinického hodnoceni u
Poskytovatele vcetné, bude-li potieba,
nalezZitého postupného vysazeni

Hodnoceného lécivého pripravku u Subjektl
hodnoceni, naslednych opatfeniazdo vyreseni
pretrvavajicich vaznych nezadoucich Gcink(,
predani a pfidéleni Subjektl hodnoceni a
klinickému

dokument( nastupnickému

pracovisti a neprodleného vraceni a predani

veskerych DGvérnych informaci adal$ich
informaci, dokumentd, Vybaveni,
nepfidéleného a nespotfebovaného
Hodnoceného [éCivého pfipravku,

Biologickych vzork(l avSech dalSich polozek,
které na zékladé této Smlouvy nebo jinak jsou
nebo se stanou vlastnictvim nebo budou
pfevedeny do vlastnictvi spole¢nosti Julius
Clinical a/nebo Zadavatele; a

spole¢nost Julius Clinical zaplati vs$echny
Zbyvajici c¢astky dluzné Poskytovateli podle
této Smlouvy a

vynalozené naklady na sluzby, které budou

skuteCné a nezbytné
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12.
12.1

13.
13.1

13.2

up to the date of the expiry or termination of

this Agreement. Institution shall, or shall
ensure that Payee shall, promptly refund any
payments made in advance by Julius Clinical or
Sponsor for work not completed or that are
not due or are unearned at such date under

the Agreement; and

the obligations set forth in Articles 11.5(a) and
11.5(b) survive the expiry or termination of the
Agreement until they are fully complied with.
Institution’s and/or Principal Investigator’'s
obligations respectively set forth in Articles
2.1(g), 2.1 (i), 3.1(d), 3.1(f), 5 7, 8, 9 10, this
Article 11.5 (c), 12.1, 13 and Article 14 survive
the expiry or termination of this Agreement
indefinitely.

Limitation of Liability
To the extent permitted by law, Parties agree
that Julius Clinical shall not be liable under any
theory of law for or in connection with Study
Drug, the Protocol, the FEquipment, or
information provided related thereto, or the
Sponsor
Investigator’'s participation in

and Institution’s and Principal
the Study,
except for direct damages resulting from a
breach by Julius Clinical’s obligations under
this Agreement. This provision is without
prejudice to any obligations of Sponsor which
may exist by law or under this Agreement or
separate agreements to which Sponsor is a

party.

Insurance

Soonsor_insurance. Sponsor confirms it has

obtained or will obtain prior to
commencement of the Study, appropriate
insurance with respect to the Study as

required by applicable laws or regulations that
is in accordance with the wording of Section
52, Subsection 3 (para. f), of Act No. 378/2007
Coll. on Pharmaceuticals.

concluded insurance in

Institution has

12.
12.1

13.
13.1

Julius
Clinical

poskytnuty do data vypr$eni nebo ukonceni
této Smlouvy. Poskytovatel vrati nebo zajisti,
aby Prfijemce vréatil, neprodlené vsechny
Julius

Clinical nebo Zadavatel zaplati za praci, ktera

zélohové platby, které spoleCnost

nebude dokonéena, nebo které nebudou
splatné nebo na né nebude k takovému datu
podle Smlouvy narok na zakladé provedené
prace; a

povinnosti stanovené v ¢lancich 11.5(a) a
11.5(b) pFetrvavaji po vyprseni nebo ukonceni
Smlouvy do doby, nez budou UpIné spinény.
Povinnosti Poskytovatele a/nebo Hlavniho
zkousejiciho  stanovené v €lancich 2.1(g),
2.1(i), 3.1(d), 3.1(f), 5.7, 8, 9, 10, vtomto
Clanku 11.5 (c), v Clanku 12.1, 13 a Clanku 14
budou platit po vyprdeni nebo vypovézenitéto

Smlouvy na dobu neurcitou.

Omezeni odpovédnosti

Vrozsahu povoleném zdkonem Smluvni
strany souhlasi stim, ze spoletnost Julius
Clinical nebude podle Zadné pravni teorie
zodpovédna za Hodnoceny lécivy pfipravek,
Protokol. Vybaveni nebo v souvislosti snimi
nebo za poskytnuté informace souvisejici
Zadavatele

a Poskytovatele aHlavniho zkouSejiciho v

suvedenym, nebo za Ucast
Klinickém hodnoceni, ato svyjimkou pfimé
$kody vzniklé v dlsledku poruseni povinnosti
spolecnosti Julius Clinical na zakladé této
Smlouvy. Toto ustanoveni se pouzije, aniz jsou
dotceny povinnosti Zadavatele, které mohou
existovat ze zdkona nebo podle této Smlouvy
nebo podle samostatnych smluv, jichz je

Zadavatel smluvni stranou.

Pojisténi

Pojisténi Zadavatele. Zadavatel potvrzuje, ze

si sjednal nebo pred zahajenim Klinického
hodnoceni sjedna nélezité pojisténi ve vztahu
ke Klinickému hodnoceni, jak je pozadovano
Platnymi pravnimi predpisy, tedy v souladu se
znénim § 52 odst. 3 pism. f) zékona C.
378/2007 Sb., o lécivech.

13.2 Poskytovatel méa uzaviené pojistni v souladu
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14.
14.1

14.2

14.3

14.4

accordance with Act No. 372/2011 Coll.

General Provisions
the
Agreement shall be interpreted as creating an

Independent Contractors. Nothing in

employment relationship, principal and agent

relationship, between Institution and/ or
Principal Investigator on the one hand and
Sponsor and/ or Julius Clinical on the other
Institution nor

hand. Accordingly, neither

Principal Investigator shall enter into any
agreement in Sponsor’s and/or Julius Clinical’s
name or shall otherwise purport to act as the

other Party’s agent.

Force Majeure. In the event that it is
objectively impossible for a Party to perform
or comply with all or some of its obligations
under the Agreement due to a cause beyond
such Party’s reasonable control, such Party is
excused from complying with the respective
obligations while such impossibility continues
to exist. The Party invoking such impossibility
shall as soon asreasonably possible inform the
other Partiesof the impossibility and the cause
of such.

Entire Agreement and Amendments. This

Agreement, including the recitals and any
appendices, addenda, attachments or exhibits
thereto, constitutes the entire Agreement
the Parties, and

between replaces and

supersedes all previous oral and written
representations and agreements, regarding
the subject-matter of the Agreement. Any
the

Agreement are only valid and binding if they

amendments or modifications to
are reduced to writing and duly executed by
the authorized representatives of all Parties.

Notices. Any notice, consent, request or other
communication required or permitted
hereunder shall be made in writing using the
notice details specified below and shall be
deemed given if; (a) delivered by a reputable
overnight delivery service, on the next
being placed in the

possession of such service; or (b) by facsimile

business day after

14.
14.1

14.2

14.3

14.4

Julius
Clinical

se zakonem ¢. 372/2011 So.,

Vseobecna ustanoveni

Nezavisli dodavatelé. Nic vitéto Smlouvé
nebude vykladano jako vytvareni
zaméstnaneckého vztahu nebo vztahu

zastupovaného a  zastupujiciho mezi
Poskytovatelem a/nebo Hlavnim zkousejicim
na jedné strané a Zadavatelem a/nebo
spolecnosti Julius Clinical na strané druhé.
Obdobné

zkousSejici neuzavie zadnou smlouvu jménem

Poskytovatelem ani Hlavni
Zadavatele a/nebo spolec¢nosti Julius Clinical,
ani nebude jinak budit dojem, Ze jedna jako
zastupce jiné Smluvni strany.

Vys&si moc. V pfipadé, Ze nebude pro nékterou
Smluvni stranu objektivné mozné plnit nebo
dodrzovat vSechny nebo nékteré povinnosti
podle této Smlouvy zpficin prekracujicich
rozumnou kontrolu této Smluvni strany, bude
této Smluvni strané prominuto dodrZovani
dokud bude
nemoznost naddle existovat. Smluvni strana,

takové povinnosti, tato
kterd se dovolava této nemoznosti, bude
informovat ostatni Smluvni strany o této

rozumné mozné.

Uplnd Smlouva a dodatky. Tato Smlouva,

véetné U(vodnich ustanoveni a veskerych
pfiloh, dodatkl, doplnéni nebo doplnkd,
predstavuje Uplnou Smlouvu mezi Smluvnimi
stranami a nahrazuje v8echny pfedchozi Ustni
apisemné dohody asmlouvy tykajici se
pfedmétu Smlouvy. V8echny dodatky nebo
Upravy Smlouvy budou platné a zavazné,
pouze pokud budou provedeny pisemné
a radné uzavieny povérenymi zastupci véech
Smluvnich stran.

Oznameni. VSechna oznameni, souhlasy,
zadosti nebo jind komunikace poZadované
nebo povolené podle této Smlouvy budou
ucinény pisemné s vyuzitim kontaktnich udajd
uvedenych nize a budou povazovany za
dorucené, pokud (a) jsou doruceny dorucovaci
sluZzbou dobré povésti provadeéjici dorucenido
druhého dne, pak néasledujici pracovni den po
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or e-mail, when electronic confirmation of
receipt is received; or (c) by registered or
certified mail, three days after the date
postmarked, return

receipt requested,

postage paid.

If to Institution:

University Hospital Hradec Kralové

To the attention of: Dasa Prok(pkova

Sokolskéa 581

500 05 Hradec Kralové — Novy Hradec Kralové, Czech
Republic

If to Principal Investigator:

Fakultni
klinika

nemocnice Hradec KralovéNeurologicka

If to Julius Clinical:

Jdulius Clinical

To the attention of: | N
Broederplein 41-43

3703 CD Zeist, The Netherlands

8 ‘

Contract Support
contract.support@juliusclinical.com

If to Sponsor:

FUJFILM Toyama Chemical Co., LTD.
To the attention of: | NN
26-30, Nishiazabu 2-chome, Minato-ku,
Tokyo 106-0031, Japan

14.5 Waiver. A failure by a Party to insist upon
proper performance of this Agreement shall
not constitute, or be interpreted to constitute,

Julius

Fy Clinical

pfedani takové dorucovaci sluzbé; nebo (b)
jsou zasilany faxem nebo e-mailem, pak ve
chvili, kdy je obdrzeno elektronické potvrzeni
o pfijeti; nebo (c) jsou zasilany postou jako
zasilka nebo zasilka

doporucena jako

spotvrzenim o doruceni, s dorucenkou,
vyplacené, pak tfi dny od data na postovnim

razitku.

Pokud je oznameni ur€eno Poskytovateli:

Fakultni nemocnice Hradec Krélové

Krukam: Dasi ProkUpkové

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové, Ceska
republika

Pokud je oznameni ur€eno Hlavnimu zkousejicimu:

Fakultni nemocnice Hradec Kralové
Neurologicka klinika

Pokud je oznameni uréeno spolecnosti Julius Clinical:
Jdulius Clinical

Krukam: | NN

Broederplein 41-43

3703 CD Zeist, Nizozemsko

V kopii:
Contract Support
contract.support@juliusclinical.com

Pokud je oznameni urCeno Zadavateli:
FUJFILM Toyama Chemical Co., LTD.
To the attention of: | NN
26-30, Nishiazabu 2-chome, Minato-ku
Tokyo 106-0031, Japonsko

14.5 Zfeknuti se prév. Pokud néktera Smluvni
strana nebude trvat na radném pinéni této
Smlouvy, nebude to predstavovat ani to
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14.6

14.7

14.8

14.9

a waiver of its right to proper performance by
another Party.

Severability. In the event that any provision of
the Agreement is found by the authority
having jurisdiction over the interpretation and
enforcement of the Agreement to be
unenforceable under the applicable law, such
provision shall be restructured or replaced by
a provision so it is enforceable under the
applicable law, but reflectsthe contents of the

original provision to the extent possible.

Assignment. Institution and/or Principal
Investigator shall not assign, delegate,

subcontract or transfer any of its rights,

the
Julius
Clinical’s explicit prior written consent which

obligations or performance under

Agreement  (“Transfer”) without
may be withheld or refused at Julius Clinical’s
discretion. Sponsor or Julius Clinical shall
the

Assignment of this Agreement.

inform Institution in writing of the

Conflicting Provisions. In the event of a conflict

between the terms of the Protocol and the
Agreement, the Protocol prevails with respect
to the description of the Study conduct, Study
procedures, all medical and safety terms, and
the Agreement prevails with respect to all
other terms, including but not limited to terms
related to
publication, intellectual property and liability.

compensation, confidentiality,

The
performance of

Law and Jurisdiction.
construction

interpretation,
the
Agreement and the resolution of any disputes

and

relating hereto is governed by the laws of the
Czech Republic, without its conflict of laws
provisions. With the exception of submissions
seeking a preliminary injunction, any disputes
relating to the Agreement shall be submitted
exclusively to the competent court of the
Czech Republic.

14.10 Counterparts. This Agreement is executed in

four counterparts, each of which shall be
deemed an original and all of which shall

14.6

14.7

14.8

14.9

14.10

Julius
Clinical

nebude vykladano jako zieknuti se jejich prav
na pozadovani fadného plnéni jinou Smluvni
stranou.

Oddélitelnost. V pfipadé, Ze organ, ktery ma
pravomoc vykladat a vymahat Smlouvu, Zjisti,
ze nékteré ustanoveni Smlouvy je podle
bude
nebo

pfislusného zakona nevymahatelné,

toto  ustanoveni  prepracovano
nahrazeno ustanovenim tak, aby bylo podle

prislusného zakona vymahatelné, ale aby v co

nejvétsim rozsahu  odrazelo  pGvodni
ustanoveni.
Postoupeni. Poskytovatel a/nebo Hlavni

zkousejici neni opravnén postoupit, prenést,

zajistit prostfednictvim jiného dodavatele

nebo prevést jakékoliv ze svych prav,
povinnosti nebo plnéni podle této Smlouvy

(,Postoupeni) bez vyslovného predchoziho

pissmného souhlasu spolecnosti  Julius
Clinical, ktery mUze byt na zakladé rozhodnuti
spole¢nosti Jdulius Clinical odvolan nebo

odepren. Zadavatel pfipadné Julius Clinical
bude o postoupeni této smlouvy pisemné
informovat Poskytovatele.

Konfliktnf ustanoveni. V pfipadé rozporu mezi

ustanovenimi Protokolu a Smlouvy ma
sohledem na popis provadéni Klinického
hodnoceni, postupy Klinického hodnoceni,
véechny l|ékarské a bezpecnostni podminky
prednost Protokol asohledem na vSechna
ostatni ujednani, zejména ujednani tykajici se
odskodnéni, dlvérnosti, publikaci, dusevniho
vlastnictvi a odpovédnosti ma prednost tato
Smlouva.

Rozhodné préavo. Vyklad, chapani a pinéni

Smlouvy a fedeni véech spor0 s ni souvisejicich
se Fidi zakony Ceské republiky, pfiéem? jsou
vylou€ena kolizni ustanoveni. vSechny spory
souvisejici se Smlouvou predkladany vyluéné
pfislusnému soudu Ceské republiky.

Sejnopisy. Tato Smlouva je vyhotovena ve

Ctyfech stejnopisech, znichz kazdy je

povaZzovan za original, a vSechny spolecné
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Page 25 of 39



EU201-CTA-INST.INV-Template-V19.01

14.11

together be deemed to constitute one
agreement.

Prevailing language. This Agreement is
executed in both the English and Czech

language. In case of any deviations in the

meaning of the English and the Czech
version, the Czech version shall prevail.

14.12 Maximum contract value: €153.770,00.
14.13 The Partiesacknowledge that there will be

no site initiation visit and no delivery of
the Study Drug until the Agreement has
been published in the Contracts Register.

[Sgnature page follows]

14.11

14.12
14.13

Julius
Clinical

budou povazovany za jednu Smlouvu.

Rozhodujici jazyk. Tato Smlouva je

vyhotovena v anglickém a ¢eském jazyce.
V pfipadé jakychkoli odchylek ve vyznamu
anglické a Ceské verze bude rozhodujici
verze Ceska.

Maximalni hodnota plnéni: €153.770,00.
Smluvni strany berou na védomi, Ze

nedojde kiniciani navstévé pracovisté a
dodavce Hodnoceného lécivého pfipravku
do okamziku uverejnéni Smlouvy v registru
smluv.

[Néasleduje podpisova strana]
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IN WITNESS WHEREOF, the Parties hereto have
caused this Agreement to be executed in four or more
their
representatives. Parties acknowledge and agree that

counterparts by duly legally authorized

each hasread the Agreement and agreesto be bound
by the terms and conditions hereof.

Institution / Poskytovatel:

Julius
Clinical

A NA DUKAZ TOHO timto Smluvni strany podepsaly
tuto Smlouvu ve ¢tyfech nebo vice stejnopisech
prostfednictvim fadné pravné zplnomocnénych
zastupcl. Smluvni strany berou na védomi a souhlasi
stim, Zze si kazda znich precetla tuto Smlouvu a

souhlasi stim, Zze bude vazana jejimi ustanovenimi.

Julius Clinical signing for and on behalf of
itself and for and on behalf of Sponsor /
Spole¢nost Julius Clinical jménem svym a
jménem Zadavatele:

Signature / Podpis

prof.MUDr. Vladimir Pali¢ka,
Cs.,dr.h.c.

Name/ Jméno

Title / Pozice Director / reditel

Place, Country / o
j . Hradec Kralové
Misto, zemé

Date / Datum 18.12. 2019

Principal Investigator:

Signature / Podpis

Principal Investigator /

Name / Jnéno

Title / Pozice W e .
zkousejici

Place, Country / L
j . Hradec Kréalové
Misto, zeme

Date / Datum 18.12.2019

Sgnature / Podpis

Zeist, The Netherlands/
Zeist, Nizozemsko

Name / Jnéno

Title / Pozice

Place, Country /
Misto, zemé

Date / Datum 2.12.2019
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APPENDIX |

BUDGET

A. General

Parties agree that Julius Clinical shall make the
payments listed below, which shall constitute the
entire consideration for Institution’s and Principal
Investigator’s performance of their obligations under
this Agreement. Julius Clinical will not make any
payments before the Agreement is executed and the
EC approved the Study (whichever comes later).

Parties agree that Julius Clinical shall pay the fees in
accordance with Article 4 of the Agreement and this
Appendix 1 Section B, only for work actually and
properly performed,
reasonable expenses actually incurred, in accordance
with Article 4 and this Appendix | Section C. To the
extent that work was partly performed, or expenses

and shall reimburse only

partly incurred, Julius Clinical’s payments shall be
prorated accordingly, pursuant to and in accordance
with the terms of Article 11.5(b).

The total amount is inclusive of all Study Subject
related costs as well as non-Study Subject related
costs such as, but not limited to, overhead expenses,
completion of CRF's, administration costs, staff time,
pharmacy cost, any applicable VAT, any patient travel
costs not further determined under B below, cost for
testing,
unscheduled visits performed without prior written

for example ECG, ultrasound and any
approval of dulius Clinical or Sponsor. Paymentsunder
this Agreement include any taxes, social insurance,
other premiums or contributions that Institution is
to pay,
Institution shall be solely liable for payment of such

legally or contractually obligated and

costs.

Jdulius Clinical shall not (nor, for the avoidance of

doubt, shall Sponsor) be obligated to pay any higher
amounts or make any other payments, than those

Julius
Clinical

PRILOHA |
ROZPOCET
A. Vseobecna ustanoveni

Smluvni strany souhlasi stim, Ze spole¢nost Jdulius
Clinical bude provadét nize uvedené platby, které
budou tvofit celou protihodnotu za to, ze
Poskytovatel a Hlavni zkouSejici pIni své povinnosti
podle této Smlouvy. Spole¢nost dulius Clinical nebude

provadét zadné platby pfed uzavienim Smlouvy

apred tim, nez Etickd komise schvali Klinické
hodnoceni (pokud ktakovému schvaleni dojde
pozdéji).

Smluvni strany souhlasi stim, Ze spole¢nost Julius
Clinical bude platit poplatky v souladu s ¢lankem 4
Smlouvy a castiB této Pfilohy 1 pouze za préci
skute¢né a spravné provedenou aproplati pouze
odlvodnéné naklady skutecné vynalozené v souladu
v ¢lankem 4 a ¢asti Ctéto Pilohy I. Pokud byla prace
provedena casteCné nebo byly vydaje vynalozené
Castecné, budou platby provadéné spolecnosti Julius
Clinical pfislusnym zpUsobem pomérné rozdéleny na
zdkladé podminek a vsouladu
Clanku 11.5(b).

s podminkami

Celkova &astka zahrnuje véechny néklady souvisejici
se Subjekty hodnoceni a také naklady nesouvisgjici se
Subjekty hodnoceni, zejména napfiklad rezijni
néklady, vypliovani CRF, administrativni néklady, ¢as
personalu, naklady Iékarny, pfipadnou pfislusnou dan
zpfidané hodnoty, pfipadné cestovni naklady
pacientl nestanovené déle podle bodu B nize, cenu
EKG,

navstév

vysSetfeni, napfiklad ultrazvuku avSech

neplanovanych provedenych bez
pfedchoziho pisemného souhlasu spole¢nosti Julius
Clinical nebo Zadavatele. Platby podle této Smlouvy
zahrnuji véechny dané, socialni pojisténi, jiné pojistné
nebo prispévky, které je Poskytovatel ze zdkona nebo
bude

vyhradné zodpovédné za placeni téchto nékladd.

smluvné povinno platit, a Poskytovatel

Spoleénost Julius Clinical nebude (stejné

Zadavatel, aby se predeslo pochybnostem) povinna

jako

platit z&dné vys$si Castky ani provadét zadné jiné

Eu201-cZe-INST.IN V- 500 1-09Dec2019-CP.RV. 1112 FINAL
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explicitly listed in the Budget, except to the extent
that Julius Clinical has given its prior written approval,

and such additional payments are clearly

documented
accordance with Article 14.4 of this Agreement.

in writing between the Parties in

[The remainder of this page is left blank
intentionally]

Julius
Clinical

platby nez ty, které jsou vyslovné uvedeny
v Rozpoctu, svyjimkou pfipad(, kdy je spolecnost
Julius Clinical pfedem pisemné schvalila a takové dalsi
platby jsou jasné pisemné dolozené mezi Smluvnimi

stranami v souladu s ¢lankem 14.4 této Smlouvy.

[Zbytek této strany je zamérné ponechan prazdny]
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B. Budget

1. Per Subject Cost

Jdulius Clinical shall pay Institution the following Per
Subject Cost for proper performance of itsobligations
under this Agreement:

B. Rozpocet

1. Naklady na subjekt
Spolecnost Julius Clinical bude hradit Poskytovateli

Julius
Clinical

nasledujici naklady na subjekt za fadné plnéni jeho

povinnosti podle této Smlouvy:

Study number

T817M AEU201

Title

A Phase 2 multi-center, randomized, double-blind, placebo-controlled, parallel
group study to evaluate the efficacy and safety of T-817M A in patients with mild
cognitive impairment due to Alzheimer’s Disease or mild Alzheimer’s Disease

Czech Republic

Currency: EUR

TOTAL

Visit number: Visit type: Fee: Payment:
Vi Screening I | Pre-invoice
V2 Baseline I | Pre-invoice
V3 Treatment I | Fre-invoice
\Z! I | Fre-invoice
V5 I | Pre-invoice
V6 B Frc-invoice
V7 I Frc-invoice
V8 I | Pre-invoice
V9 or Premature I | Pre-invoice
discontinuation

V10 Post-treatment I | Pre-invoice

I

Klinické hodnoceni

v

C.

T817M AEU201

Nazev

M ulticentrické, randomizované, dvojité zaslepené, placebem kontrolované klinické
hodnoceni faze 2a s paralelnimi skupinami hodnotici ucinnost a bezpecnost
pfipravku T-817MA u pacientdi s mirnou kognitivni poruchou v dusledku
Alzheimerovy choroby nebo s mirnou formou Alzheimerovy choroby

Ceska republika M éna: EUR
Navstéva ¢.:
V1 Screening I | Fro formafaktura
V2 Vychozi stav I | Fro formafaktura
V3 Lécba I Fro formafaktura
\7Z! I P o forma faktura
V5 I | Pro formafaktura
V6 I Fro formafaktura
V7 I | Pro formafaktura
N I | o formafaktura
V9 nebo predéasné I | o formafaktura
ukoncéenf
V10 Polétebné obdobi I | Fro formafaktura
CELKEM I

Eu201-cZe-INST.IN v - 500 1-09Dec2019-CP.RV. 1112 FINAL
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Above mentioned fees include, as per protocol
subject visit schedule:

Informed consent, Inclusion and Exclusion criteria,
(MMSE, CFC, CDR-sb),
Demographics and Medical History, Randomisation,

Cognitive Test Battery

Physical Examination, Vital Signs (heart rate, blood

pressure), Concomitant medications, (Serious)
Adverse Event Recording, 12-lead ECG, Hematology,
chemistry, urinanalysis, Blood draw for ApoE

genotyping, Blood draw for biomarkers, Blood draw
for PPK, Study Drug Dispense, Data Entry, Lab
handling and shipping (MRI, EEG, CSF Collection will
be paid separately if performed during a visit as per
protocol visit schedule).

a) Only data for Study Subjects entered into the
electronic Case Report Form (eCRF) and accepted
by the Julius Clinical will be reimbursed; and

b) No reimbursement will be provided for data of
Study Subjects who are included in the Study in
violation of the Protocol or from whom Study
data cannot be analyzed because of Protocol
deviations, lack of proper records or incomplete,
uncorrected or unverifiable eCRF pages; and

c) Study Subjectsincluded in addition of the agreed
target, upon written consent of Julius Clinical, will
be remunerated at the same rate of payment per
Study Subjectsincluded.

2. Additional Costs and Procedures — not included
in the Per Subject Cost
Upon Julius Clinical’s receipt of a properly itemised
invoice, Julius Clinical shall reimburse the costs and
expenses listed below up to the respective maximum
amounts, if any, provided always that in the case of
“on occurrence” expenses, Institution provides Julius
Clinical

with adequate, complete and correct

documentation and receipt evidence of such

expenses. Such paymentswill be invoiceable after the
site initiation visit has been performed at Institution.

Julius
Clinical

Vy$e uvedené poplatky podle planu navstév subjekt
podle protokolu zahrnuji:

Informovany souhlas, Kritéria pro zafazeni a
vylouceni, Baterie kognitivnich testd (MMSE, CFC,
CDR-sb),
Télesné vysetfeni, Zivotni funkce (tepova frekvence,
tlak),
(zavaznych) nezadoucich pfihod, 12svodové EKG,

Demografie a anamnéza, Randomizace,

krevni Soucasné podavané léky, Zaznam
Hematologie, biochemie, analyza moci, Odbér krve na
genotypizaci ApoE, Odbér krve na biomarkery, Odbér
krve na PPK, Vydani Hodnoceného léc¢ivého pfipravku,
Zaneseni (daju, Laboratorni zpracovani a preprava
(MR, EEG, CSF — bude hrazeno samostatné, pokud
bude provedeno béhem navétévy podle planu

navstév podle protokolu).

a) Budou proplaceny pouze Udaje za Subjekty
hodnoceni vlozené do elektronického zaznamu

Subjektu  hodnoceni  (eCRF) aschvalené
spolecnosti Julius Clinical; a
b) nebudou uhrazeny platby za Subjekty

hodnoceni, které budou zatazeny do Klinického

hodnoceni vrozporu sProtokolem nebo od

nichz nelze data vramci Klinického hodnoceni

analyzovat kvali poruseni Protokolu, chybé&jicim

radnym zaznamdm nebo nedplnym,
neopravenym nebo neovéfitelnym strankam
eCRF; a

c) platba za Subjekty hodnoceni zahrnuté po
pisemném souhlasu spole¢nosti Julius Clinical
nad schvaleny cilovy pocet bude uhrazena
stejnou sazbou jako za planovany Subjekt

hodnoceni.

2. Dalsi naklady a postupy — nezahrnuté

v nakladech na subjekt
Poté, co spolecnost Julius Clinical obdrzi fakturu s
fadné rozepsanymi polozkami, uhradi nize uvedené
naklady a vydaje az do pfislusnych maximalnich
pokud
predpokladu, Ze v pfipadé vydajd ,pfi vyskytu*

Castek, takové vydaje nastanou, za

Poskytovatel vZzdy poskytne spolec¢nosti Julius Clinical

dostateCnou, Uplnou apresnou dokumentaci
apfijmovy doklad téchto vydaji. Tyto platby bude
mozno fakturovat poté, co probéhne Gvodni navstéva

pracovisté Poskytovatele.
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Julius
Clinical

Procedure: Comments: Fee: ‘ Payment:
Local IRB/EC Fees - Actual costs from IRB/ECto be sent as Pass Through coststo Julius Clinical
Initial Review
Local IRB/EC Fees - Actual costs from IRB/ECto be sent as Pass Through coststo Julius Clinical
Amendment
Local IRB/EC Fees - Actual costs from IRB/ECto be sent as Pass Through coststo Julius Clinical
Annual Review
Fee for signed Paid after contract signature. I Prc-invoice
contract™
Monthly Pharmacy | Flat fee per month. I | Pre-invoice
Fee
Receipt of shipment | Per receipt of shipment. I | On occurrence
IP dispensation Per single dispensation. I | On occurrence
Record Archiving This includes document storage, archiving and B Frc-invoice
study-related shipping and printing costs. Paid
after contract signature.
MR Per MRI, to be performed during Visit 1, Visit 7 I | Pre-invoice
and Visit 9.
EEG Per EEG, to be performed during Visit 2, Visit 7 I Fre-invoice
and Visit 9.
Lumbar Puncture Per Lumbar puncture, to be performed during I | Pre-invoice
Visit 1, Visit 7 and Visit 9.
Patient Travel Per patient per visit; includes food & beverages I | Pre-invoice
Reimbursement and study partner allowance (not applicable
for telephone contact).
Inconvenience Allowance for patients (as agreed by Ethics). I | Pre-invoice
Payment

* Please note: Julius Clinical reserves the right to at its sole discretion and at any time determine that no site

initiation visit shall be performed at Institution.

Vykon: Komentar: Poplatek: Platba:

Mistni IRB/ EK: Skutecné néaklady IRB/ EK budou spolecnosti Julius Clinical zaslany jako prefakturované
poplatky — Gvodni naklady

kontrola

Mistni IRB/ EK: Skutecné naklady IRB/ EK budou spolecnosti Julius Clinical zaslany jako prefakturované
poplatky — Uprava naklady

Mistni IRB/ EK: Skutecné naklady IRB/ EK budou spolecnosti Julius Clinical zaslany jako prefakturované
poplatky — Roéni néklady

kontrola

Poplatek za Fakturace po podpisu smlouvy. Pro forma faktura
projednani

smlouvy

poplatek

Mésicni poplatek

Pro forma faktura

PFijem zasilky

Za kazdy prijem zasilky

Za udalost
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Julius
Clinical

9. navsteve.

Lumbalni punkce

Za kaZdou lumbalni punkci, ktera bude
provedena pri 1., 7. a 9. ndvstéve.

Pro forma faktura

Uhrada cestovnich
nakladl pacient

Za kaZdou navstévu pacienta; zahrnuje jidlo a
napoje a naklady na pritomnost partnera
Subjektu klinického hodnoceni (neplati pro
telefonicky kontakt).

Vydej Za kazZdy jednotlivy vydej I | 7= udalost
hodnoceného
pfipravku
Archivace zaznamU | Zahrnuje uchovéavani dokumentace, archivaci a I | Pro formafaktura
naklady na pfepravu a tisk souvisejici s Klinickym
hodnocenim. Fakturace po podpisu smlouvy.
MR Za kaZdou MR, kterd bude provedena pfi1.,7. a I Fro formafaktura
9. ndvstévé.
EEG Za kaZdé EEG, které bude provedeno pfi 2., 7. a I | Pro formafaktura
.
.

Pro forma faktura

Platba za
zpUsobené

komplikace

Nahrada pro pacienty (dle dohody s Etickou
komisi).

Pro forma faktura

* Upozoriujeme: Qoolecnost Jdulius Clinical si vyhrazuje pravo dle svého viastniho uvazeni kdykoli rozhodnout,

Ze u Poskytovatele neprobéhne Zadna uvodni ndvstéva pracovisteé.

In addition, upon Julius Clinical’s receipt of a properly
itemised invoice, Jdulius Clinical shall reimburse the
costs and expenses listed below up to the respective
maximum amounts, if any, and such payments will be
invoiceable upon execution of this Agreement.

takové vydaje nastanou, a

Spolecnost Julius Clinical dale poté, co obdrzi fakturu
s fadné rozepsanymi polozkami, uhradi naklady
uvedené nize az do pfislusné maximalni ¢astky, pokud

tyto platby budou

fakturovatelné pfi uzavienitéto Smlouvy

screening* ™

K této castce budou pfidany poplatky za
lumbalni punkci a MR, pokud se tyto vykony

uskutecni pred netspésnym screeningem.

1 Screen Failure will be reimbursed per 1 randomized patient Fee: Payment:
Screen Failure ** This fee includes the amount for Visit 1. The I | Pre-invoice
fees for Lumbar Puncture and MRl will be
added to this amount if such procedures take
place before the Screen Failure.
Na 1 randomizovaného pacienta bude uhrazen 1 netispésny Poplatek: Platba:
screening
Nelspésny Tento poplatek zahrnuje ¢astku za 1. ndvstévu. I | Pro formafaktura

**Institution aims to meet a Screen Failure Rate no
higher than 50% by screening according to the
preferred order of assessment below. Jdulius Clinical
remains in its rights to terminate screening at the
Institution if the Screen Failure Rate exceeds 75%
(evaluated after fifth patient).

eu201-cZe-INST.IN v 5 00 1 -09Dec2019-CP.RV. 1112 FINAL

po 5. pacientovi).

**Poskytovatel bude usilovat o to, aby neprfekrocilo
Miru netispésného screeningu v maximalni vysi 50%
na screening podle preferovaného poradi vysetifeni
uvedeného niZe. oolecnost dulius Clinical si vyhrazuje
pravo ukoncit screening u Poskytovatele, pokud Mira
nelispésného screeningu prekro¢i 75% (vyhodnoti se
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Preferred order of assessments:

vi.

The

Medical history check, current medication check
and check outcome using inclusion/exclusion
criteria;

Cognitive Test Battery (MMSE, CFC, CDR-sb
assessments) and check outcome of MM SEfor a
score between 24-30 before continuingwith the
other assessments;

Perform all lab assessments and await results
before performing vMRI;

VMRI and wait for outcome before performing
Lumbar Puncture;

Lumbar
outcome for final eligibility check;

Puncture and wait for biomarker

Final eligibility check to be performed and
approved by Medical Monitor (MM) before Ste
is allowed to randomize the Patient.

not

Institution shall pay compensation or

allowances to Patients, except for the amount in the

table above.

[The remainder of this page is left blank
intentionally]

Julius
Clinical

Preferované poradi vysetieni:

Vvi.

Kontrola anamnézy, kontrola stavajici medikace
a vysledek kontroly na zakladé kritérii pro
zarazeni/ vylouceni;

Baterie kognitivnich test( (vySetfeni MM SE,
CFC, CDR-sb) a vysledek kontroly testu MM SE,
zda bylo dosazeno skére 24-30 dfive, nez se
bude pokracovat s ostatnimi druhy vyset¥eni;
Pfed
vysetieni a pockejte na vysledky;

vMR provedte vsSechna laboratorni
Provedte vM Rl a pockejte na vysledek dfive, nez
provedete lumbalni punkci;

Provedte lumbalnipunkci a pockejte na vysledek
biomarkerd dfive, nez provedete konecné
ovéreni zplsobilosti;

Konecné ovéreni zplsobilosti provede a schvali
(MM)

Pracovisti dovoleno pacienta randomizovat.

Lékarsky monitor dfive, nez bude

Poskytovatel nebude pacientim hradit z4dné jiné

nahrady nebo naklady nez naklady uvedené vyse v

tabulce.

[Zbytek této strany je zamérné ponechan prazdny]
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C. Payment

Payment Details. All payments under the Agreement
shall be made only to the payee(s) indicated in
Appendix Il (Payment Instructions
the

therein. Institution shall provide Julius Clinical with a

Form), in
accordance with indicated payment details
separate duly completed Payment Instructions Form
before the start of the (pre-)invoice process, in case
Appendix Il is not duly completed at the time of
execution of the Agreement. Payments will be made
by electronic wire transfer to the bank account stated

in the Payments Instruction Form.

Invoicing. Payments by Julius Clinical will only be
made within thirty (30) daysfrom the invocing of such
by Institution, which specifies in detail the items for
which payment is requested. In the months January,
April, July and October of each year, CRO will provide
the Payee with an overview (the pre-invoice)
summarizing the amount to be invoiced by the Payee,
within one month after receipt thereof, the Payee will
submit an invoice for such amount to CRO. Payee is
expected to promptly invoice CRO for all services
rendered under this Agreement and submit the
inovices to Julius Clinical immediately after they have
been issues by Institution. Patient visit fees marked
for pre-invoicing should not be invoiced on
occurrence. The invoices shall include a variable
symbol, as required by applicable local laws, which

shall be the invoice number.

CRO strongly encourages submission of electronic
invoices. Electronic invoices should be sent to the
following e-mail address: finance@juliusclinical.com.

As an alternative, hardcopies of the invoice can be
sent to Julius Clinical, Finance Department,
Broederplein 41-43, 3703 CD Zeist, The Netherlands.
Inquiries on payment status can be made by
contacting the Contract & Payments Group at

finance@juliusclinical.com. Include the protocol and

site number on all correspondences.

Payments will be made in the currency as stated in

Julius
Clinical

C. Platba

Platebni Udaje. VSechny platby podle této Smlouvy
budou provadény pouze pfijemci uvedenému v
Pfiloze Il (Formulaf pro pokyny k platbé) v souladu
splatebnimi  (daji, které jsou tam uvedeny.

Poskytovatel poskytne spolecnosti Julius Clinical
samostatny, fadné vyplnény Formulaf pro pokyny
k platbé pred zahajenim procesu fakturace (vystaveni
pro forma faktury), pokud nebude Pfiloha Il fadné
vyplnéna v dobé uzavieni Smlouvy. Platby budou
provadény bankovnim prevodem na bankovni Ucet

uvedeny ve Formulafi pro pokyny k platbé.

Faktury. Platby ze strany spolecnosti Julius Clinical
budou provadény do tficeti (30) dnli od vystaveni
ktera bude
podrobné specifikovat polozky, za néz je pozadovana

prislusné faktury Poskytovatelem,
platba. V mésicich lednu, dubnu, Cervenci afijnu
kazdého roku smluvni vyzkumna organizace (CRO)
poskytne Pfijemci pFehled (pro forma fakturu)
shrnujici ¢astku, kterou méa Pfijemce fakturovat, a do
jednoho mésice od obdrzeni prehledu Pfijemce
predlozi smluvni vyzkumné organizaci fakturu na
uvedenou Castku. Ocekava se, Ze Pfijemce bude
neprodlené fakturovat smluvni vyzkumné organizaci
véechny poskytnuté sluzby podle této Smlouvy
afaktury predloZi spolecnosti Julius Clinical ihned
poté, co je Poskytovatel vystavi. Poplatky za navstévu
pacienta oznacené pro potieby pro forma faktury se
nefakturuji, kdyz k uvedenému dojde. Faktury musi
zahrnovat variabilni symbol, jak poZaduji prislusné
mistni pravni pfedpisy, ktery bude cislem faktury.

CRO duarazné doporucuje predkladat elektronické
faktury. Elektronické faktury by mély byt zasilany na
adresu:

nasledujici e-mailovou

finance@ijuliusclinical.com. Popfipadé mohou byt

vytisténé faktury zasilany na adresu Julius Clinical,
Finance Department, Broederplein 41-43, 3703 CD
Zeist, Nizozemsko. Sdotazy na stav Uhrady se lze
obracet na oddéleni Contract & Payments Group na
veskeré

adrese finance@juliusclinical.com. Ve

korespondenci uvadéjte Cislo protokolu

a pracovisté.

Platby budou provadény vméné stanovené ve
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the Agreement. Payments in local currency are
allowed upon prior written approval of CRO. In such
case however, the bank costs for such transactions
will be shared by payee and CRO.

VAT is payable by the Sponsor in the country of its

registered office.

The following information must be included on all

invoices:

. Invoice number

. Invoice date

. Total amount of invoice

o Principal Investigator Name

o Institution Name

. Protocol Number

. Period of Services Provided

[ Description of Services Provided

Where the payee is VAT/GST registered then the
following information should also be provided:

o VAT/ GST registration number of the supplier
(payee), prefixed with their country code (if
applicable); and

o VAT/GST the
customer (CRO), prefixed with their country
code (if applicable); and

registration number of

o The rate of VAT/ GST and amount of VAT/ GST
payable; and

o The amount exclusive of VAT/GST (net
amount); and

o Total amount payable (gross amount).

° Any other information required to be shown

on a valid VAT/GST invoice under local
regulations

Failure to include this required information on all

Julius
Clinical

Smlouvé.

s predchozim pisemnym souhlasem CRO. V takovém

Platby v mistni méné jsou povoleny
pfipadé vSak bankovni naklady na takové transakce
hradi spolecné pfijemce a CRO.

DPH je splatnd Zadavatelem v zemi jeho sidla.

Na vsech fakturach musi byt uvedeny nasledujici

informace:

. Cislo faktury

. Datum vystaveni faktury

] Celkova fakturovana ¢astka

L Jméno Hlavniho zkouS&ejiciho

° Nazev Poskytovatele

. Cislo protokolu

° Obdobi, ve kterém byly sluzby poskytovany
L Popis poskytovanych sluzeb

Je-li pfijemce registrovan jako platce DPH/ dané ze
zbozi a sluzeb, pak by mély byt uvadény také
nasledujici udaje:

Cislo dodavatele

° danové identifikacni

(pfijemce) jako platce DPH/ dané ze zbozi

asluzeb, spredponou obsahujici jeho
pfipadny kéd zemé; a
° danové identifikacni Cislo objednatele (CRO)

jako platce DPH/ dané ze zboZzi a sluzeb,
spredponou obsahujici jeho pfipadny kéd
zemeé; a

. sazba DPH/ dané ze zbozi a sluzeb a vyse
splatné DPH / dané ze zbozi a sluzeb; a

o Castka bez DPH/ dané ze zboZi a sluzeb
(v Cisté vysi); a

o celkova splatnd ¢astka (v hrubé vysi).

. Pfipadné dalsi informace, které musi byt
podle mistnich pravnich predpisti uvadény
na platné danové faktufe sDPH/ dani ze
zboZzi a sluzeb

Nebudou-li tyto pozadované informace na vs$ech

invoices will result in delayed payment.

Withholding Taxes. CRO may be required by law

and/or the relevant tax authority to deduct certain
withholding taxes from payments made to payee

fakturach uvedeny, dojde ke zpozdéni pfi provadéni
plateb.

Srazkové dané. CRO mize mit ze zdkona a/nebo podle
nafizeni pfislusného finanéniho Gfadu povinnost
provadét zplateb uréenych ve prospéch pfijemce
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(“Withholding Taxes”). If and to the extent CRO apply
Withholding Taxes to payments to the payiee and
correctly remit the amount of any such Withholding
Taxes to the relevant tax authority, CRO will be
regarded for the purposes of determining the amount
owed by CRO to payee as having discharged their
liability to the payee in an amount equal to the
amount of any such Withholding Taxes correctly
deducted and remitted. Where required to do so
under applicable legislation CRO shall provide payee
with certification of the amount of such Withholding
Taxes remitted in a form acceptable under relevant
legislation.

Final Payment. The final and last payment will be
made after Julius Clinical has received, thoroughly
reviewed and determined that all of the CRFs have
been properly completed, with all queries resolved to
the satisfaction of Julius Clinical and that Julius Clinical
that
Investigator have properly performed all of their

has determined Institution and Principal
obligations under the Protocol and this Agreement
and after Julius Clinical has received all Confidential
Information, other information, documents,
Equipment, Biological Samples and any other itemsin
accordance with Article 11.5 (a). The final payment
will equal the total amount lessthe total already paid
amount.

Refunds. If overpayment by Julius Clinical has
occurred, Institution will refund any payment to Julius
Clinical upon first notice. Refunds should be sent to
Jdulius Clinical, Finance Department, Broederplein 41-

43, 3703 CD Zeist, The Netherlands.

Prompt Invoicing. Institution is expected to promptly
invoice Julius Clinical for all services rendered under
this Agreement. CRO has no obligation to pay invoices
received more than one-hundred and twenty (120)
days after Study termination. Payee shall have sixty
(60) days from the receipt of the final payment under
this Agreement to identify discrepancies and resolve
any payment disputes with CRO.

Julius
Clinical

srazky urcitych srazkovych dani (,Srazkové dané“).
Pokud CRO uplatiuje Srazkové dané zplateb
uréenych ve prospéch pfijemce a spravné odvadi vysi
takovych Srazkovych dani ptislusnému finanénimu
Gfadu, pak pro ucely stanoveni Castky, kterou CRO
dluzi ptijemci, se predpoklada, ze CRO splnila sv{j
zavazek v0Ci prijemci ve vy$i odpovidajici Castce
pfipadnych takovych radné odectenych
a odvedenych Srazkovych dani. Pokud to vyZzaduji
platné pravni predpisy, CRO poskytne pfijemci
potvrzeni o vysi takovych odvedenych Srazkovych
dani ve formé pfijatelné podle pfislusnych pravnich

predpisu.

Konetnd platba. Spole¢nost Julius Clinical provede
konecnou a posledni platbu poté, co obdrzi vSsechny
Zaznamy subjektd hodnoceni, peclivé je zkontroluje
a potvrdi, ze véechny byly spréavné vyplnény a véechny
dotazy byly zodpovézeny ke spokojenosti spole¢nosti
Julius Clinical; dale poté, co spole¢nost Julius Clinical
ovéri, Zze Poskytovatel aHlavni zkousejici spravné
splnili véechny své povinnosti podle Protokolu a této
Smlouvy, a poté, co spole¢nost Julius Clinical obdrzi
véechny Duavérné informace, dalsi informace,
dokumenty, Vybaveni, Biologické vzorky a vSechny
dalsi polozky v souladu s ¢lankem 11.5 (a). Koneéna
platba se bude

proplacené castky.

rovnat celkové Ccastce bez jiz

Vréaceni preplatku. Pokud dojde ze strany spolecnosti

Julius Clinical k pFeplatku, vrati Poskytovatel véechny
platby Jdulius
upozornéni. Vracené preplatky by mély byt zasilany

spolecnosti Clinical po prvnim

na adresu Julius Clinical, Finance Department,
Broederplein 41-43, 3703 CD Zeist, Nizozemsko.

Okamzita fakturace. Ocekava se, ze Poskytovatel

bude neprodlené fakturovat spole¢nosti Julius Clinical
v8echny poskytnuté sluzby podle této Smlouvy. CRO
nemapovinnost zaplatit faktury obdrzené vice nez sto
dvacet (120) dnl od ukondéeni Klinického hodnoceni.
Prijemce mé Sedesat (60) dnl od obdrzeni konecné
platby na zakladé této Smlouvy na Zzisténi
nesrovnalosti avyfeSeni pfipadnych spord sCRO

ohledné plateb.
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Additional Testing, Treatment or Procedures. Payee | Dal§i vySetieni, |é¢ba nebo postupy. Pfijemci
will not be reimbursed for any additional testing, | nebudou proplacena zadna dalsi vysetieni, 1écba
treatment, or procedures not required by the | nebo postupy, které nejsou vyzadovany Protokolem
Protocol or specified in the Agreement or this | nebo stanoveny ve Smlouvé nebo této Pfiloze A,
Attachment A, unless such additional testing, | pokud takova dalsi vysetieni, 1éCba nebo postupy
treatment or procedures are pre-approved by CRO. predem neschvali CRO.

[The remainder of this page is left blank [Zbytek této strany je zamérné ponechan prazdny]

intentionally]
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APPENDIX I PRILOHA 1I
Payment Instructions Form / Formular pro pokyny k platbé

1. Platebni udaje

Poskytovatel
Néazev Poskytovatele: Fakultni nemocnice Hradec Kralové

Cislo Poskytovatele: (v odpovidajicim pripadé) 5001
Sokolskd 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, Ceska republika

Adresa Poskytovatele:

E-mailova adresa pro (pfedbéznou) fakturaci:
Podle Smlouvy:

Datum Gc¢innosti Smlouvy:

Cislo projektu: EU201

Timto spolecnosti dulius Clinical dava pokyn k ihradé plateb na zakladé Smlouvy podle

nasledujicich platebnich udajt:

Nazev prijemce platby a majitele Gctu: . , o
i o o i Fakultni Nemocnice Hradec Kralové
(Nazev musi byt v obou pripadech shodny.)

Sokolska 581, 500 05 Hradec Krélové — Novy

Adresa majitele Gctu:
: Hradec Kralové

DIC majitele G¢tu: CZ00179906

IBAN / &islo Gétu: CZ93 0710 0345 3400 2463 9511
BIC/ SWIFT kéd: CNBACZPP

Variabilni symbol Cislo faktury

Cislo dodavatele: [FFidéli spolecnost Julius
Clinical, aZ obdrzi tento formular.]

Nazev banky: Ceska narodni banka

Zemé banky: Ceska republika

2. Datum ucinnosti

Tento formuldf a v ném obsaZené pokyny

nabydou tcinnosti od nasledujiciho data:

3. Podpis opravnéného zastupce
Timto podepisuje jménem pFijemce platby:

Jméno: [Neni tfeba vyplriovat, je-li formular Fadné vypinén ve Smlouvé]
Funkce: [Neni tfeba vyplfiovat, je-li formular Fadné vyplnén ve Smlouvé]
M ésto, zemé: [Neni tfeba vyplriovat, je-li formular Fadné vypinén ve Snlouvé]
Datum: [Neni tfeba vyplriovat, je-li formular Fadné vypinén ve Smlouvé]

M V2

Podpis: [Neni tfeba vyplriovat, je-li formuldr fadné vypinén ve Smlouvé]

Poskytovatel timto potvrzuje, Ze pfijemce platby a majitel uctu jsou ze zakona opravnéni v souladu s
touto Smlouvou pfijimat platby. Upozorfiujeme, Ze pfijemce platby a ticet by méli byt ve stejné zemi.
Budete-li potfebovat jakékoli dalsi pokyny ohledné spravného vyplnénitohoto formulare, obrat'te se
prosim na urceného projektového manazera spolecnosti Julius Clinical.
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