Smlouva o KHL/CT Agreement

DUVERNE/CONFIDENTIAL

SMLOUVA O PROVEDENI KLINICKEHO
HODNOCENI
uzaviena podle ustanoveni § 1746 odst. 2 zdkona
¢. 89/2012 Sb., obcansky zakonik (dale jen

,Smlouva“)

mezi:
1.) ALZHEON Inc., spole€nost zaloZzend podle
prava statu Delaware a zapsana u Ministerstva
vnitra, oddéleni korporaci pod spisovou znackou
5353825, se sidlem 111

Speen  Street,

Framingham, Massachusetts 01701, Spojené staty

americke, zastoupenou |
_, déle jen ,Zadavatel”,

2.) NEOX s.r.o0., se sidlem Pancifova 1192/2,

143 00 Praha 4, IC: 62917927 DIC: CZ62917927,

zapsand v obchodnim rejstfiku vedeném

Méstskym soudem v Praze pod sp. zn. C 35823,

zastoupend |

(dale jen "Neox"),

3.) Fakultni nemocnice v Motole, statni

prispévkova organizace, se sidlem V Uvalu 84, 150
06 Praha, Ceska republika, zastoupena -

I - zakiadé povéreni,

ICO: 00064203 DIC: CZ00064203, bankovni
spojeni: Ceska ndarodni banka, Na Piikopé 28,

Praha 1, 115 03, Ceska republika, ¢islo Gctu:

CLINICAL TRIAL
AGREEMENT
made and entered into pursuant to the provisions
of Section 1746 (2) of Act No. 89/2012 Coll., the

Civil Code (hereinafter the “Agreement”)
by and between:

1.)  ALZHEON, Inc., a Delaware corporation,

registered by the Department of State, Division of

Corporation sunder the file number 5353825 with

its principal place of business at 111 Speen Street,

Framingham, Massachusetts 01701, United States

of America, represented by _

hereinafter “Sponsor”,

2.)
1192/2,143 00 Prague 4, ID Number: 62917927

NEOX s.r.o0., registered office: Pancifova

VAT: (CZ62917927, registered in the
Commercial Register kept by the Municipal

Court file  number C 35823,

represented by [
_ (hereinafter "Neox"),

in Prague,

And

3.) Teaching hospital Motol, with its registered
office at V Uvalu 84, 150 06 Prague, Czech republic

represented by [NENEEENEE -s

based on authorizationcorporate ID no.

00064203, tax ID no.: CZ00064203, bank details:

Ceska narodni banka, Na Pfikopé 28, Prague 1,



17937051/0710, IBAN ¢&islo: CZ42 0710 0000 0000

1793 7051, BIC: CNBACZPP
, ddle jen , Poskytovatel zdravotnich sluzeb” nebo

»Poskytovatel”

takto:

CLANEK I.

Predpoklady pro uzavreni této Smlouvy

Smluvni strany se rozhodly uzavtit tuto mlouvu o
provedeni klinického hodnoceni sohledem na
tyto skutecnosti:

a) Zadavatel ve smyslu ustanoveni § 51 odst.
2 pism. d) zakona ¢. 378/2007 Sb., o lééivech, ve
znéni pozdéjsich predpisd, je spolecnost ALZHEON
Inc., a ma zajem provést klinické hodnoceni
uvedeného ddle v této

humanniho [éciva

Smlouvé; je z pozice Zadavatele klinického
hodnoceni subjektem opravnénym pfijimat plnéni

a vykonavat prava Zadavatele.

b) Zkousejicim tohoto klinického hodnoceni

bude [N (oo dile

»Zkousejici“). Poskytovatel ma uzavien platny

pracovni pomér se zkousejicim, se kterym bude
uzaviena separatni Smlouva dle platnych
vnitfnich smérnic Poskytovatele. Poskytovatel
souhlasi s provedenim klinického hodnoceni

v prostorach Poskytovatele;

115 03, Czech
17937051/0710, IBAN No: CZ42 0710 0000 0000

1793

republic account no.:

7051, BIC: CNBACZPP

, hereinafter the “Provider”

as follows:

ARTICLE 1.

Preconditions for the conclusion of this

Agreement

The contracting parties have decided to enter into
this Clinical Trial Agreement in view of the
following facts:

a) the Sponsor in the sense of Section 51 (2)
d) of the Act on Pharmaceuticals is the company
ALZHEON Inc., that wishes to perform a Clinical
Trial of the human medicinal product specified
below in this Agreement; the Sponsor, on grounds
of its position of a Clinical Trial Sponsor, is entitled
to receive performance and exercise rights of the

Sponsor.

b) The investigator for the Clinical trial will

oe | (‘hereinafter

the “Investigator”). The Provider has a valid
employment Agreement with the Investigator. A
separate contract shall be entered into between
Sponsor and the Investigator in accordance with
valid internal rules of the Provider. The Provider

agrees with the Clinical Trial performance within

its premises;
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c) spolec¢nost NEOX se sidlem: Pancifova
1192/2, 143 00 Praha 4 1€0:62917927, DIC:
CZ62917927, zapsany v Obchodnim rejstfiku
vedeném Meéstskym soudem v Praze, oddil C,
vlozka 35823, je smluvni vyzkumnou organizaci
dle Upravy vustanoveni § 1 odst. 2 pism. f)
vyhlasky ¢. 226/2008 Sb.,o spravné klinické praxi,
ve znéni pozdéjSich predpisl, je ve smluvnim
vztahu kZadavateli klinického hodnoceni,
Zadavatel ji zmocnil k zajisténi plnéni cCinnosti
nebo funkci Zadavatele vztahujici se ke klinickému
hodnoceni. Zadavatel zmocnil spolecnost NEOX
klinického hodnoceni a

téz k monitorovani

zajistovani plateb Poskytovateli a zkousejicimu.
d) Poskytovatel a zkousejici jsou plné
zpUsobili a kvalifikovani pro radné avcasné
provedeni tohoto klinického hodnoceni podle

schvéleného protokolu klinického hodnoceni.

CLANEK II.

Pfedmét Smlouvy

Pfedmétem této Smlouvy je klinické hodnoceni
hodnoceného lécivého pripravku s ndzvem ALZ-
801 (dale jen ,hodnoceny lécivy pripravek”), dle
protokolu klinického hodnoceni pod nazvem ,A
PHASE 2, SINGLE-ARM STUDY OF THE
BIOMARKER EFFECTS OF ALZ-801 IN SUBJECTS
WITH EARLY ALZHEIMER’S DISEASE WHO ARE
CARRIERS OF THE €4 VARIANT OF THE
APOLIPOPROTEIN E GENE (APOE 4/4 or APOE

4/3)“, provedené v souladu s touto Smlouvou a za

c) NEOX, with its registered office: Pancifova
1192/2, 143 00 Prague 4, ID Number: 62917927
VAT: CZ262917927, registered in the Commercial
Register kept by the Municipal Court in Prague,
insert C, file number C 35823, is a contractual
research organisation in the sense of Section 1 (2)
f) of the Decree on Good Clinical Practices and it
is in a contractual relationship with the Sponsor of
the Clinical Trial who has authorised NEOX to
ensure the performance of the Sponsor’s
activities or roles in relation to the Clinical Trial.
The Sponsor has also authorised NEOX to monitor
the Clinical Trial and manage payments to the

Institution and Investigator.

d) the Provider and the Investigator are fully
competent and qualified for due and timely
performance of this Clinical Trial in compliance

with the approved Clinical Trial Protocol.

ARTICLE II.

Subject of Agreement

The subject of this Agreement is the clinical trial
(,,Clinical Trial“) of the human medicinal product
ALZ-801 the

(hereinafter “Investigational

medicinal product”) in compliance with the
Clinical trial Protocol entitled ,A PHASE 2, SINGLE-
ARM STUDY OF THE BIOMARKER EFFECTS OF
ALZ-801 IN SUBJECTS WITH EARLY ALZHEIMER’S
DISEASE WHO ARE CARRIERS OF THE €4 VARIANT
OF THE APOLIPOPROTEIN E GENE (APOE 4/4 or
APOE 4/3)"

and in compliance with this
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odménu pro Poskytovatele a pro zkousejiciho

podle separatni dohody (vice v ¢l. 4.1).

CLANEK 111.

Zakladni predpoklady pro provedeni klinického

Agreement for remuneration being paid both to
the Provider and to the Investigator upon the

separate Agreement ( in Art. 4.1).

ARTICLE Il1.

Basic preconditions for the performance of the

hodnoceni
Poskytovatel provede klinické hodnoceni v
souladu se zdkonem
¢.378/2007 Sb., o léCivech a 0 zménach nékterych
souvisejicich zakon( (zakon
o lé¢ivech), ve znéni pozdéjsich predpist (dale jen
»Zakon o |éCivech”) a dalSimi zavaznymi pravnimi
predpisy CR, zejména vyhlaskou €. 226/2008 Sb.,
o spravné klinické praxi a blizSich podminkdach
klinického hodnoceni [éCivych ptipravkd, ve znéni
pozdéjsich predpist (dale jen ,vyhlaska o spravné
klinické praxi“) a zakonem ¢&. 372/2011 Sb, o
zdravotnich sluzbdch a podminkach jejich
poskytovani (zakon o zdravotnich sluzbach), ve
znéni pozdéjsich predpist (dale jen ,zakon o
zdravotnich sluzbach®); zasadami Spravné klinické
praxe ve znéni ICH, Helsinskou deklaraci 2013,
vySe uvedenym protokolem klinického hodnoceni
a vSech naslednych zmén (ddle téz jen , protokol”)
Souborem informaci (tzv.

pro zkousejiciho

»lnvestigator Brochure”), povolenim Statniho

ustavu pro  kontrolu IéCiv, souhlasnym

stanoviskem pfislusné etické komise, touto
Smlouvou a dal$imi pokyny spole¢nosti NEOX (i

Zadavatele.

Clinical Trial

The Provider shall perform the Clinical Trial in
compliance with Act No. 378/2007 Coll., as
amended, on Pharmaceuticals and on
Amendments to Certain Related Laws (the Act on
Pharmaceuticals), (hereinafter the “Act on
Pharmaceuticals”) and in compliance with other
binding legal regulations of the Czech Republic, in
particular Decree No. 226/2008 Coll., as
amended, on Good Clinical Practices and Detailed
Conditions of Clinical Trials on Medicinal Products
(hereinafter the “Decree on Good Clinical
Practices”) and Act.No 372/2011 Coll., On Health
Services and the conditions for their provision
(Health Services Act), as amended (hereinafter
referred to as the "Health Services Act"); the ICH
principles of Good clinical practices, the
Declaration of Helsinki in its generally accepted
version of 2013, the aforementioned Clinical trial
Protocol and any subsequent amendments
(hereinafter also the “Protocol”), the Investigator
Brochure, the approval of the State Institute for
Drug Control, the consent of the competent Ethics

committee, this Agreement and any other
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CLANEK IV.

Misto provedeni klinického hodnoceni a

definovani zkousejiciho

4.1. Klinické hodnoceni bude provedeno ve
Fakultni nemocnici v Motole, na adrese V Uvalu
84, 150 06 Praha 5, na Neurologické klinice 2. LF
UK a FN Motol, pod vedenim zkousejiciho -

I -kousejici provadi

klinické  hodnoceni v souladu s pokyny
Poskytovatele zdravotnich sluzeb na zakladé
pfislusnych prav a povinnosti stanovenych touto
Smlouvou Poskytovateli zdravotnich sluzeb a
prislusnych pravnich predpisd. Zadavatel uzavie
se zkousejicim separdtni dohodu o odméné podle

platnych internich predpist Poskytovatele.

4.2. Poskytovatel prohlasuje, Ze:

a) zkousejici disponuje odbornymi schopnostmi a
dovednostmi a jako lékar je plné kvalifikovan bez
jakéhokoliv omezeni pfijimat veskera lékarska
rozhodnuti tykajici se subjektd hodnoceni, ktera

v souvislosti s klinickym hodnocenim ucini nebo

bude pfipadné nucen ucinit;

b) ostatni osoby, které se budou podilet na

provadéni klinického hodnoceni, jsou pro plnéni

instructions that may be provided by NEOX or the

Sponsor.

ARTICLE IV.

Place of the Clinical Trial and definition of the

Investigator

4.1. The Clinical Trial shall take place at
Fakultni nemocnice v Motole, at the address V
Uvalu 84, 150 06 Prague 5, Department of
Neurology, Charles University, Second Faculty of
Medicine and FN Motol under the supervision of
the Investigator _
The Investigator shall perform the Clinical Trial in
compliance with the employer’s instructions, in
compliance with applicable rights and obligations
stipulated herein with respect to the Investigator
Institution and

or the in compliance with

applicable legal regulations. The Sponsor will
enter into a separate Agreement with the
investigator for remuneration in accordance with
applicable internal regulations of the Provider.
4.2. The Provider hereby declares that:

a) the Investigator possesses professional skills
and capabilities and is fully qualified as a
physician, without any limitations, to adopt all
medical decisions relating to the trial subjects that
will be made or will have to be made by the
Investigator in connection with the Clinical Trial;
b) the other in the

persons participating

performance of the Clinical Trial are adequately
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svych Ukolll patficné vzdélany a vyskoleny a

rovnéz disponuiji pfislusnymi znalostmi

a dovednostmi,
c) lékafi a dalsi

zdravotnicky personal

Poskytovatele je bezihonny v souladu se
zakonem o zdravotnich sluzbach a ma odbornou
zpUsobilost v souladu se zak. ¢. 95/2004 Sbh., o
uznavani odborné

podminkach ziskdvani a

zpUsobilosti,
4.3, Pokud zkousejici z jakéhokoliv dlvodu
ukondi ¢i prerusi na dobu delsi nez 1 (jeden) mésic
svoji Ucast na klinickém hodnoceni nebo
z jakéhokoliv dlvodu nebude tadné plnit své
zavazky, je Poskytovatel povinen neprodlené
oznamit tuto skutecnost Zadavateli v pisemné
podobé. Poskytovatel se zavazuje navrhnout
Zadavateli ndhradniho zkousejiciho. Bez ohledu
na navrh nahradniho zkousejiciho
Poskytovatelem, je Zadavatel v pfipadé ukonceni
Ci preruSeni ucasti na studii zkouSejicim,
opravnéna odstoupit od této Smlouvy v souladu

s ustanovenim ¢l. 12.2. pism. (a) této Smlouvy.

CLANEK V.

Doba trvani klinického hodnoceni

5.1. Tato Smlouva se uzavird na dobu trvani
klinického hodnoceni a jeji uUcinnost zanika
fadnym ukoncenim klinického hodnoceni, tzn.

uzavienim centra spolu s predanim pisemné

educated and trained for the performance of their
tasks and also possess appropriate knowledge

and skills,

c) the physicians and other personnel of the
Provider are of integrity in accordance with the
Act on Health Services and have professional
competence in accordance with the Act. No.
95/2004 Coll., on the conditions of acquiring and
recognition of professional quialification,

4.3, Should the Investigator for any reason
terminate or suspend his/her participation in the
Clinical Trial for a period longer than one (1)
month or should the Investigator for any reason
fail to duly perform his/her obligations, the
Provider shall inform the Sponsor of this fact in
writing without delay. The Provider undertakes to
propose a substitute investigator to the Sponsor.
Irrespective of the Provider’s proposal of the
substitute investigator, Sponsor hall be entitled,
in the event of termination or suspension of the
Investigator’s participation in the Clinical Trial, to
withdraw from this Agreement in compliance with

Art. 12.2 (a) hereof.

ARTICLE V.

Duration of the Clinical Trial

5.1. This Agreement has been entered into for the
duration of the Clinical Trial and shall terminate
upon due completion of the Clinical Trial, i.e. upon

closing the centre and delivery of written
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informace od Zadavatele o uzavfeni databaze
klinického hodnoceni.

5.2. Nabor subjektd hodnoceni do klinického
hodnoceni bude probihat ode dne uzavfeni
smiouvy piblizné [l Predpokiadana doba
trvani klinického hodnoceni je od podpisu

informovaného souhlasu prvniho pacienta do

posledni navstévy posledniho pacienta, coz podle

protokolu ma byt -

CLANEK VI.

Nabor subjektt hodnoceni

6.1. Predpokladany pocet zafazenych

subjektd klinického hodnocenije ., pficemz
zarazeni budou Poskytovatelem prostiednictvim

zkousejiciho po radném pouceni a podpisu

informovaného souhlasu. Poskytovatel bude v

prabéhu _ od zahajovaci navstévy

zarazovat subjekty hodnoceni do tohoto

klinického hodnoceni. Poskytovatel bere na

védomi, Ze se jedna o kompetitivni ndbor a tento
mze byt kdykoliv Zadavatelem ukoncen, jakmile

pocet subjektll hodnoceni zarazenych do

klinického hodnoceni dosahne potfebné udrovné.

Poskytovatel  zahdji  zarazovani  subjektu

hodnoceni do klinického hodnoceni po splnéni

veskerych povinnosti stanovenych platnymi

pravnimi predpisy. Poskytovatel je povinen

neprodlené po doruceni pisemného ozndameni

o pfipadném  ukonéeni  naboru  subjektu

information by the Sponsor on closing the Clinical

Trial database.

5.2. The enrolment of the Clinical Trial subjects

shall take place from the date of the contract

concluding approximately - The duration

of the Clinical Trial pursuant to the Protocol shall

be _ from the signature of informed

consent by the first patient to the last patient last

visit.
ARTICLE VI.
Trial subject enrolment
6.1. The Provider through the Investigator

shall enrol approximately . trial subjects in the
Clinical Trial, subject to their being properly
informed and signing an informed consent form.
In the course of- after the initial visit, the
Provider shall enrol subjects into the Clinical Trial.
The Provider acknowledges that the enrolment is
of competitive nature and may be terminated at
any time, as soon as the number of trial subjects
enrolled reaches the sufficient level. The Provider
shall commence trial subject enrolment after the
obligations stipulated by

fulfilment of all

applicable legal regulations. The Provider is
obliged, upon delivery of a written notice on the
trial subject enrolment termination, to
discontinue any further enrolment of subjects

into the Clinical Trial.
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hodnoceni ukoncit dalsi zafazovani subjektl
hodnoceni do klinického hodnoceni.

6.2. Zarazeni  subjektd  hodnoceni do
klinického hodnoceni je moziné pouze s jejich
pisemnym informovanym souhlasem a po jejich
radném pouceni. Vyzadani souhlasu od subjektd
hodnoceni musi byt ve shodé s etickymi principy,
platnymi

pravnimi predpisy a ve shodé se

zasadami Spravné klinické praxe.
6.3. Poskytovatel je pred zahajenim klinického
hodnoceni povinen prostrednictvim zkousejiciho
zajistit podpis informovaného souhlasu kazdym
subjektem hodnoceni, ¢ jeho zakonnym
zastupcem, pokud subjekt hodnoceni neni plné
zpUsobily k tomuto pravnimu ukonu. Zkousejici
neprodlené preda subjektu hodnoceni stejnopis
podepsaného a datem opatreného
informovaného souhlasu, jakoz i vytisk pisemnych
informaci o klinickém hodnoceni uréenych pro
subjekty hodnoceni. Poskytovatel
prostfednictvim zkouSejictho je dale povinen
informovat  subjekty hodnoceni o vsSech
nezbytnych skutecnostech tykajicich se klinického
hodnoceni, véetné jejiho preruseni.

6.4. Poskytovatel zdravotnich sluzeb se
zavazuje poskytovat Zadavateli veskeré informace
vyzadované protokolem klinického hodnoceni o
subjektu hodnoceni, véetné vysledk( vstupnich
vysetieni. Pokud zkousejici kdykoliv v pribéhu

klinického hodnoceni zjisti, Ze subjekt hodnoceni

6.2. Subjects may only be enrolled in the Clinical
Trial subject to their written informed consent
and subject to having been properly informed.
The consent must be obtained from the trial
subjects in compliance with ethical principles,
applicable legal regulations and the principles of

good clinical practices.

6.3. Prior to the Clinical Trial commencement, the
Provider through the Investigator is obliged to
arrange for the signing of the informed consent
form by each trial subject or their lawful
representative, if the trial subjects are not fully
competent to perform this legal act. The
Investigator shall promptly hand over to each trial
subject a counterpart of the signed and dated
informed consent form, as well as a copy of
written information on the Clinical Trial addressed
to the trial subjects. The Provider through the
Investigator shall be further obliged to inform the
trial subjects on all necessary facts relating to the

Clinical Trial, including its termination.

6.4. The Provider undertakes to provide to the
Sponsor with all information required by the
Clinical trial Protocol regarding the trial subjects,
including the results of initial examinations.
Should the Provider find out, at any time during

the Clinical Trial, that a trial subject fails to meet
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nesplfiiuje kritéria klinického hodnoceni, bude

o tom Poskytovatel zdravotnich sluzeb

neprodlené pisemné informovat Zadavatele.

CLANEK VII.

Prava a povinnosti Zadavatele

7.1. Pfed uzavienim této Smlouvy predal

Zadavatel prostfednictvim spolecnosti NEOX

zkousejicimu tyto dokumenty: protokol, zdznam o
subjektu hodnoceni (draft , CaseReport Form“ —
dile téz jen ,CRF“), Soubor informaci pro
zkousejiciho (,Investigator’s Brochure”) a dalsi
informacni  materialy

protokolarné predané

poskytnuté spolecnosti NEOX nebo pfimo

Zadavatelem.
7.2. VysSe uvedené dokumenty nesmi byt ze
strany zdravotnického zafizeni nebo zkousejiciho
ménény bez predchoziho pisemného souhlasu
Zadavatele.

7.3.  Zadavatel zajisti  distribuci  zasilky
hodnocenych pfiipravk( do |ékarny Poskytovatele
zdravotnich sluzeb, kde je lékarnik pfevezme a
zkontroluje (jako jiné zasilky tzn. neni-li
poskozena, v pfipadé zvlastnich pozadavk( na
transport, byly-ly tyto pozadavky dodrzeny,
pfijem zasilky potvrdi), nasledné si na Zadanku
zkousejici hodnocené lécivé pripravky vyzvedne
na centrum a je za né plné zodpovédny. Zadavatel
zajisti dodavku na adresu: FN Motol, nemocni¢ni

lékdrna, V Uvalu 84, 150 06 Praha 5, odpovédni

the criteria of the Clinical Trial, he/she shall

promptly inform Sponsor of this fact in writing.

ARTICLE VII.

Rights and obligations of the Sponsor

7.1. Prior to the conclusion of this Agreement,
the Sponsor delivered the following documents to
the Investigator through NEOX: Protocol, the draft
Case Report Form (hereinafter also the “CRF”),
the Investigator's Brochure” and other
information materials the delivery of which by
NEOX or directly by the Sponsor was confirmed by

a written protocol.

7.2. The documents specified above may not
be altered by the Institution or by the Investigator

without the Sponsor’s prior written consent.

7.3. The Sponsor shall ensure the the

distribution of medicinal products to the
pharmacy of the Provider in which the pharmacist
takes it over and examines it (in the same way as
other deliveries, i.e. if it’s not damaged, in case of
special transportation requirements if such
requirements were fulfilled, then confirms receipt
of the delivery), following to that the investigator
will take over medicinal products on the
requisition form and take them to the site and is

fully responsible for them. Sponsor is obliged to
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Zadavatel je povinen oznamit do 3 pracovnich dnl

lékarnici:

pfed dodanim, kdy bude zdasilka do lékarny

pfeddna budto e-mailem nebo telefonicky
Iékdrnou povérenému farmaceutovi.

Likvidaci nevyuzitych 1ékd si Zadavatel zajisti na
vlastni ndklady.

7.4. Zadavatel prostfednictvim spolecnosti
NEOX poskytne zkousejicimu a Poskytovateli
veskeré informace v Uplné a fddné podobé vcas
tak, aby tento mohl provést klinické hodnoceni a
povinnosti stim souvisejici Fadné avcas,
v souladu s platnymi prdvnimi predpisy a touto
Smlouvou. Zadavatel prostrednictvim spole¢nosti
NEOX bude bez zbyte¢ného odkladu poskytovat
pfimo zkousejicimu veskeré informace a lUdaje
tykajici se hodnoceného |écivého ptipravku nebo
klinického hodnoceni, které budou zndmy az po
uzavieni této Smlouvy véetné veskerych informaci
a dat, které budou zndmy aZ po vyprseni této
Smiouvy.

7.5.  Zadavatel povéfil na zakladé udélené pIné
moci k jedndni se Statnim ustavem pro kontrolu
[éCiv a k jedndni s multicentrickou etickou komisi i
mistni etickou komisi v souvislosti s timto
klinickym hodnocenim spolecnost NEOX, pokud
neni dle platné pravni Gpravy ¢i dle Upravy v této

Smlouvé opravnén jednat zkousejici.

inform within 3 working days advance and by
email or via phone the pharmacist apppointed by
the pharmacy of the date on which the delivery
will arrive. Destruction of unused medicines shall
ensure the Sponsor at its own costs.

Sponsor shall ensure the delivery at the address:

Nemocniéni lékdrna FN Motol,

V Uvalu 84, 150 06 Praha 5 and shall label it with
the name of appointed pharmacist.

7.4, The Sponsor shall provide the Investigator
and the Provider through NEOX with any and all
information, complete and proper, allowing for
due and timely performance of the Clinical Trial
and fulfilment of the related obligations in
compliance with applicable legal regulations and
this Agreement. The Sponsor shall provide the
Investigator directly through NEOX without undue
delay with all information and data relating to the
Investigational medicinal product or the Clinical
Trial that becomes known after the execution of
this Agreement, including any such information
and data that becomes known after termination
of this Agreement.

7.5. The Sponsor authorized by means of
power of attorney NEOX to deal with the State
Institute for Drug Control and with the Ethics
committee for multi-centre studies and local
ethics committee in connection with this Clinical
Trial, unless the Investigator is entitled to deal
with them pursuant to applicable legal regulations

or this Agreement.
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7.6. Pro pripad poskytovani jakychkoliv
konzultaci subjektdim hodnoceni o zdravotnich
problémech a otazkach vzniklych v souvislosti se
studii, budou subjektlim poskytnuty kontaktni
udaje kvalifikovaného a snadno dosupného
lékafe. Kontaktni Udaje budou zahrnuty
v informovaném souhlasu pacienta a v karti¢ce
studie. Zadavatel se

pro Uucastnika

prostfednictvim spole¢nosti NEOX zavazuje
ustanovit naleZité kvalifikovaného a snadno
dostupného |ékare, kterého mohou kontaktovat
kdykoliv v ptipadé naléhavosti nebo potieby
konzultace.

7.7. Zadavatel prohlasuje a potvrzuje, ze
v souladu s ustanovenim § 52 odst. 3, pism. f) zak.
¢. 378/2007 Sb., o léCivech, ve znéni pozdéjsich
predpist zajisti pojisténi klinického hodnoceni.
Poskytovatel zdravotnich sluzeb prohlasuje, ze ma
dle § 45 odst. 2 pism. n) zakona ¢.372/2011 Sb., o
zdravotnich sluzbach uzavienu pojistnou smlouvu
na pojisténi odpovédnosti za Skodu zpUsobenou
pfi poskytovani zdravotni péce. Dle § 45 odst. 2
pism. n) zdkona ¢. 372/2011 Sb. musi byt pojisténi
uzavieno po celou dobu, po kterou zdravotnické

zafizeni poskytuje zdravotni péci.

CLANEK VIII.

Prava a povinnosti Poskytovatele a Zkousejiciho

7.6. In the case of providing any consultations
to trial subjects with respect to their health
problems and issues occurring in connection with
the Clinical Trial, the subjects will be provided
with contact details of a properly qualified and
easily accessible physician at the investigational
site. The contact details will be included in Subject
Information Sheet and Consent Form and the
Clinical Trial Participant card. The Sponsor
undertakes, through NEOX, to appoint a properly
qualified and easily accessible physician which can
be contacted by site investigators anytime in case
of any emergency or consultation is needed.

7.7. The Sponsor declares and confirms that
the Sponsor have obtained the liability insurance
as required by § 52 section. 3, letter f) of the Act
No. 378/2007 Coll. on medicines as amended.
The Provider declares that the Provider has
obtained liability insurance to cover damages
arising from heathcare services n accordance with
§ 45 section 2 letter n) of Act No. 372/2011 On
heatlhcare services. As requested by § 45 section
2 letter n) of Act No. 372/2011, this insurance

must be valid during the whole period, when

healhtcare services are provided.

ARTICLE VIII.

Rights and Obligations of the Provider and the

8.1. Pfed zahajenim klinického hodnoceni se

Poskytovatel a zkouSejici sezndmi se spravnym

Investigator

8.1. Prior to the commencement of the

Clinical Trial, the Provider and Investigator shall
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pouzivanim a vlastnostmi ptipravku, jak vyplyva z
této Smlouvy a predané dokumentace ke

klinickému hodnoceni.

8.2. Poskytovatel podpisem této Smlouvy
souhlasi s provedenim klinického hodnoceni
ve svych prostorach a s poskytnutim prostor pro
vysetieni subjektll hodnoceni, ktera souvisi pouze
s provedenim klinického hodnoceni. Poskytovatel
umozni zkousSejicimu pfistup na internet, aby
mohl  fadné stanovené

plnit  povinnosti

zkousejicimu pfi provadeéni klinického hodnoceni.

8.3. Poskytovatel je povinen ucinit veskeré

nezbytné Ukony, pfijmout veskerd nezbytna
opatreni a spolupracovat se spole¢nosti NEOX a
Zadavatelem tak, aby se klinické hodnoceni bylo
provadélo fadné a véas, jakoZ iumozZnit
monitorovani klinického hodnoceni. Poskytovatel
se zavazuje prostfednictvim  zkousSejiciho
zodpovédét v Zadavatelem poZadované casové
IhGté aformé veskeré dotazy, tzv. queries,
vznesené spolecnosti NEOX nebo Zadavatelem.
Poskytovatel je povinen zabezpecit pfistup do
prostor Poskytovatele, ke zdrojovym
dokumentlm (tj. ke zdravotnické dokumentaci
jednotlivych subjektd hodnoceni) a ke zpravam
pro ucely monitorovani, auditl, inspekci Statniho
Ustavu pro kontrolu lé¢iv nebo zahranic¢nich

kontrolnich Gfadu.

be acquainted with and understand the proper
use and characteristics of the Investigational
medicinal product, as stipulated in this
Agreement and the delivered documentation
relating to the Clinical Trial.

8.2. By signing this Agreement, the Provider
agrees to the performance of the Clinical Trial
within its premises and with the provision of its
premises for the examination of the trial subjects
relating only to the Clinical Trial performance. The
Provider shall provide Internet access to the
Investigator in order to be able to duly fulfil
his/her obligations prescribed for the Clinical Trial
performance.

8.3. The Provider shall be obliged to perform

any necessary acts, adopt any necessary
measures and co-operate with NEOX and the
Sponsor so as to ensure that the Clinical Trial is
performed in a due and timely manner, and to
allow the Clinical Trial monitoring. The Provider
through the Investigator undertakes to respond to
all queries raised by NEOX or the Sponsor and to
do so within a time period and in a form requested
by the Sponsor. The Provider shall be obliged to
ensure access to the Institution, to the source
documents (i.e. the medical records of individual
trial subjects) and to the reports for the purpose
of monitoring, audits and inspections of the State
Institute for

Drug Control or any foreign

inspection authorities.

Page 12 out of 50



8.4. Poskytovatel zdravotnich sluzeb umozni

CRO/Zadavateli nebo jejich zastupclm, aby
provedli kontrolu, monitorovani nebo audit praci
ve smyslu této Smlouvy u studijniho pracovisté,
nebo v jinych smluvné urcenych prostorach, v
nichZz nebo s jejichz pomoci se provadi studie
(klinické hodnoceni), a to vyhradné béhem béziné
pracovni doby. Takova kontrola nebo audit vsak
musi byt domluven minimalné 3 dny predem a
nesmi  narusit chod

bézny Poskytovatele

zdravotnich sluzeb.

8.5 Poskytovatel se nesmi odchylit od sjednaného
postupu, ktery je obsaZzen zejména v protokolu
klinického hodnoceni, dalsich dokumentech a
pravnich predpisech, vcetné této Smlouvy.
V nezbytnych pripadech je Poskytovatel opravnén
odchylit se od sjednaného postupu, avsak pouze
za predpokladu, Ze je to nutné v zajmu zabranéni
zdravi hodnoceni.

poskozeni subjektu

Poskytovatel prostfednictvim zkousejiciho je
povinen informovat Zadavatele, a mistni etickou
komisi bez zbytecného odkladu o kazdé takové
odchylce, nestanovi-li dale tato Smlouva anebo
pfislusné pravni predpisy jinak.

8.6. Poskytovatel prostfednictvim
zkousejiciho je bez zbytecného odkladu povinen
informovat Zadavatele a mistni etickou komisi
o jakychkoliv zméndch vyznamné ovliviujicich
vedeni klinického hodnoceni anebo zvysujicich
hodnoceni, neocekdvanych

riziko  subjektl

8.4. Healthcare services Provider shall allow
CRO/Sponsor or their representatives to conduct
control, monitoring or audit of works within the
sense of this Agreement at study site or in other
contractually specified premises, in which the
study (clinical trial) is conducted, and shall do so
solely during standard business hours. Such a
control or audit has to be agreed on at least 3 days

in advance and may not interfere with normal

operations of healthcare services Provider.

8.5 The Provider may not deviate from the agreed
procedure, as described in particular in the
Clinical Trial Protocol, as well as other documents
and legal regulations, including this Agreement. In
necessary cases, the Provider shall be entitled to
deviate from the agreed procedure, but only if
this is necessary in order to prevent causing
damage to the health of any of the trial subjects.
The Provider through the Investigator shall be
obliged to inform the Sponsor and the local Ethics
committee without undue delay of any such
deviation, unless otherwise stipulated in this
Agreement or in applicable legal regulations.

8.6. The Provider through the Investigator is
obliged to inform the Sponsor and the local Ethics
committee without undue delay of any changes
materially affecting the conduct of the Clinical
Trial or increasing the risk for the trial subjects,

unexpected events and serious adverse effects of
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udalostech a zavainych nezadoucich Ucincich
pfipravku. Dale je Poskytovatel povinen bez
zbyte¢ného prodleni informovat Zadavatele
o veskerych uplatnénych ndrocich a poZadavcich
tretich osob, zejména subjektll hodnoceni,
vztahujicich se ke klinickému hodnoceni, jakoz
i 0 pfedcasném odslepeni pfipravku a o veskerych
nezadoucich ucincich.

8.7. Poskytovatel prostfednictvim
zkousejiciho zajisti spravné, uplné, Citelné a
véasné zaznamenavani podrobného pribéhu
klinického hodnoceni, véetné uvedeni prislusného
data a podpisu zkousSejiciho, zejména pak
veskerych klinickych pozorovani, zjisténi a dalSich
¢innosti podrobné

nezbytnych pro

zrekonstruovani a hodnoceni klinického
hodnoceni. Zkousejici aktualizuje CRF do 5 (péti)
dnll od okamiZiku, kdy se dozvi o novych

skutecnostech v souvislosti s klinickym
hodnocenim a ve stejné |h(té je zkousejici
povinen pisemné zodpovédét jakékoliv dotazy
spole¢nosti NEOX nebo Zadavatele tykajici se dat
uvedenych v CRF, nedostatk(, nejasnosti nebo
nesrovnalosti v klinickych udajich uvedenych ve
zdravotnické dokumentaci subjektu hodnoceni.

8.8. Poskytovatel a zkousejici se dale zavazuje,
Ze dle podminek stanovenych v Protokolu bude
Zadavateli neprodlené hlasit jakékoli zavainé
nezadouci pfihody a dal$i vyznamné zdravotni
stanovené které se

projevy protokolem,

vyskytnou u jakéhokoli pacienta v ramci

the Investigational medicinal product. The
Provider is further obliged to inform the Sponsor
without undue delay of all claims raised by third
parties, in particular the trial subjects, in
connection with the Clinical Trial as well as any
early de-blinding of the Investigational medicinal

product and any and all adverse effects.

8.7. The Provider through the Investigator
shall ensure accurate, complete, legible and
timely recording of detailed course of the Clinical
Trial, including specification of the date and
signature of the Investigator, in particular with
respect to all clinical observations, findings and
other  activities necessary for detailed
reconstruction and assessment of the Clinical
Trial. The Investigator shall update the CRFs
within five (5) days after learning any new facts
related to the Clinical Trial and shall be obliged,
within the same period of time, to answer any
queries raised by NEOX or the Sponsor in
connection with the data contained in the CRFs,
any deficiencies, ambiguities or discrepancies in
the clinical data contained in the medical records
of the trial subjects.

8.8. The Provider and the Investigator further
undertake to notify the Sponsor by means of a
detailed fax or emailed report without delay and
in compliance with the terms set out in the

Protocol of any serious adverse events and other

material health manifestations, as specified in the
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klinického hodnoceni, a to nejpozdéji do dvaceti
Ctyr (24) hodin od jejich zjisténi formou pisemné
faxové nebo e-mailové zpravy. Poskytovatel se
dale zavazuje, Ze toto hlaseni ndsledné doplni o
podrobné pisemné zpravy vsouladu se vSemi

pravnimi a regulacnimi poZadavky.

8.9. Poskytovatel zdravotnich sluzeb bude
archivovat pfislusné zaznamy o klinickém
hodnoceni v adekvatnich podminkach

zamezujicich jejich poskozeni nebo zniéeni, a to po
dobu patnacti (15) let od ukonceni klinického
hodnoceni (dale jen ,doba archivace”). Zadavatel
bude informovat Poskytovatele zdravotnich
sluZeb nejpozdéji 6 mésich pred uplynutim doby
archivace o tom, jakym zplsobem bude s témito
zdznamy a dokumenty patficimi ke klinickému
hodnoceni nalozeno, v pfipadé, ze Zadavatel ve
stanovené dobé Poskytovatele zdravotnich sluzeb
informovat nebude, méa se za to, Ze souhlasi se
skartaci. V pfipadé, Ze bude Zadavatel Zadat o
prodlouZeni doby archivace u Poskytovatele
zdravotnich sluZeb, je oskytovatel zdravotnich
sluzeb opravnén po Zadavateli poZadovat Umérné
zpoplatnéni.

Archivovand dokumentace ma byt vtakovém
stavu, aby veskeré udaje tykajici se celého
prabéhu klinického hodnoceni bylo mozné
kdykoliv pfesné a dostatecné podrobné vykazat,
hodnotit a ovéfit, atak cely pribéh klinického
hodnoceni kdykoliv zrekonstruovat. Poskytovatel

uchovavd po vySe uvedenou dobu v souladu

Protocol, occurring in any subject in the course of
the Clinical Trial, no later than within twenty four
(24) hours after their detection. The Provider
further undertakes to supplement such report at
a later stage with detailed written reports in
compliance with all statutory and regulation
requirements.

8.9. The Provider shall archive respektive
complete documentation of the Clinical Trial
adequate conditions preventing damage or
destruction for a period of fifteen (15) years after
Clinical Trial completion (further as ,archiving
period”). The Sponsor will inform the Provider 6
months at latest before end of arichiving period
how these records and documentation from the
Clinical Trial will be further maintained; when the
Sponsor will not inform the Provider in the above
mentioned period, it will be assumed that the
Sponsor agrees with shredding. If the Sponsor will
demand to prolong the archiving period in the
premises of the Provider, the Provider is entitled
to ask the Sponsor for justifiable renumeration.
Archived documentation shall be in a form
allowing for precise recording, assessment and
verification of all data relating to the entire course
of the Clinical Trial, and in sufficient detail to allow
for reconstructing the course of the entire Clinical
Trial.  The Provider shall archive, for
aforemetioned period and in compliance with the
provisions of Section 12 (4) a) of the Decree on
Good Clinical Practices, the basic documents

relating to the Clinical Trial. After the Clinical Trial
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s ustanovenim § 12 odst. 4 pism. a) vyhlasky o
spravné klinické praxi zakladni dokumenty tykajici
se klinického hodnoceni. Poskytovatel po
ukonceni klinického hodnoceni a na vyzadani
Zadavatele vrati predané dokumenty s dvérnymi

informacemi, vzorky a dal$i materialy, které jsou

vyluénym majetkem Zadavatele, s vyjimkou
dokumentace o klinickém hodnoceni, kterou
zkousejici uchovavd po dobu stanovenou

v ustanoveni § 12 odst. 4 pism. a) vyhlasky
o spravné klinické praxi.

8.10. Poskytovatel je povinen vést zdznamy o
dodavani ptipravku na misto provadéni klinického
hodnoceni, o stavu jeho zasob a o jeho uzivani
kazdym ze subjektd hodnoceni. Zdznamy musi
obsahovat datum, mnozstvi, Sarzi, dobu
pouzitelnosti a kédova Cisla pfifazena pripravku a
subjektdm hodnoceni. Poskytovatel je povinen
uchovavat pfripravky za doporucenych podminek
a pfijmout veskera nezbytnd opatfeni tak, aby

nedoslo k jejich poSkozeni nebo zniceni.

8.11. Poskytovatel neumozni treti osobé pouzit
hodnocené Iécivé pripravky uréené pro provedeni
klinického hodnoceni a ani je nepouzije pro jiné
ucely, nez pro které byly poskytnuty. Hodnocené
|éCivé pripravky, které nebudou pouZity v rdmci
klinického hodnoceni, je Poskytovatel povinen
vratit Zadavateli, na

neprodlené naklady

completion and upon request of the Sponsor, the

Provider shall return all received documents
containing confidential information, samples and
other materials exclusively owned by Sponsor,
except for the Clinical Trial documentation
archived by the Investigator for the period set out
in Section 12 (4) a) of the Decree on Good Clinical

Practices.

8.10. The Provider shall be obliged to keep
records on the delivery of the Investigational
medicinal product to the place of the Clinical Trial
performance, on its stock and on its use by each
of the trial subjects. These records must contain
the date, amount, batch number, period of
usability and code numbers assigned to the
Investigational medicinal product and the trial
subjects. The Provider and the Institution shall be
obliged to store the Investigational medicinal
product in recommended conditions and to adopt

any and all measures necessary to prevent its

damage or destruction.

8.11. The Provider shall not allow any third
party to use the Investigational medicinal
products assigned for the Clinical Trial

performance and shall not use them for any other
purpose than the purpose for which they were
provided. The Investigational medicinal products

not used in the Clinical Trial shall be promptly
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Zadavatele. V ostatnich ptipadech je Poskytovatel
povinen nahradit Zadavateli hodnotu pfipravki,
které nebyly ve studii pouZity a zdroven nebyly
vraceny Zadavateli. Smluvni strany stvrdi pfedani
a prevzeti

pripravku podepsanim protokolu

o predani a prevzeti, ktery bude obsahovat
alespon datum predani a prevzeti, druh, mnozstvi

a osobu, jednajici na jedné i druhé strané.

8.12. Poskytovatel dale zajisti  predani

informace do systému IBR (internet based
randomization) o prevzeti hodnoceného Iécivého
vedeni zdznamU o

pfipravku, vydavani

hodnoceného |écivého pripravku subjektiim
hodnoceni podle uréeni systémem IBR, udrzovani
hodnoceného lécivého pripravku za stanovenych
podminek pti pravidelném sledovani teploty
uchovani. Teplota, pfi které je hodnoceny lécivy
pfipravek uchovavan se zapisuje podle pokyn(
Zadavatele a/nebo spolecnosti NEOX.
Poskytovatel téZ zajistuje vedeni prehledu o
vracenych pouzitych Iékovkach, ve kterych byl
pfedan subjektu hodnoceni hodnoceny lécivy

pfipravek k uzivani.

returned by the Provider to the Sponsor on

Sponsor’s expenses. In all other cases, the
Provider shall be obliged to reimburse the
Sponsor for the value of the Investigational
medicinal products not used in the Clinical Trial
and not returned to the Sponsor. The contracting
parties shall confirm the delivery and receipt of
the Investigational medicinal product by signing a
delivery and acceptance protocol that shall state
at least the date of delivery and acceptance, the
type and amount of the preparation and the
persons representing each party.

8.12. The Provider further undertake to ensure
the providing of the information to the IBR
(internet based randomization) system
confirming the receipt of the Investigational
medicinal product, keeping of records on the
release of the Investigational medicinal product to
the trial subjects based on the determination of
the IBR system,

storing the Investigational

medicinal product in prescribed conditions,
subject to regular monitoring of the storage
temperature. The temperature in which the
Investigational medicinal product is stored shall
be recorded in compliance with the instructions of
the Sponsor and/or NEOX. The Provider shall also
ensure keeping of records on the returned used
drug containers in which the Investigational
medicinal product was released to the trial

subjects for use.
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8.13. Spolecnosti NEOX je oprdvnéna v kazdé
fazi klinického hodnoceni provést monitorovaci
navstévu Poskytovatele scilem ovéfit kvalitu
shromazdovanych dat dle poZzadavkl protokolu,
zdsad Spravné klinické praxe a prislusnych

pravnich predpisu.

CLANEK IX.
Odména
Zadavatel se uhradit

9.1. zavazuje

Poskytovateli odménu za kazdého zarazeného
pacienta ve vy3i [ AR
I (ocména za pacientské

navstévy, nezahrnuje startup poplatek, archivacni
poplatek, laboratorni poplatky, poplatky Iékarné a
radiologii), ktery se radné av planovaném case
zucastnil jednotlivych navstév v ramci klinického
hodnoceni,  tyto radné

navstévy  byly

zmonitorovany a zadavatel obdrZel Fadné
vyplnéné zaznamy o subjektu hodnoceni. Rozpis,
ve kterém jsou uvedeny platby za jednotlivé
ukony v ramci klinického hodnoceni, je uveden
v pfiloze €. 2 ktéto smlouvé. Pfi zafazeni .
- celkova predpokladana vyse odmeény Cini
812 734 K¢ (slovy: osm set dvanact tisic sedm set
tficet Ctyfi korun ¢eskych bez DPH), nicméné dalsi
platby probéhnou za administrativni poplatky,
laboratoft, poplatky Iékarné a radiologii, jak uvadi
tabulky €. 1, 2 a 3 pfilohy 2 této smlouvy.

Zadavatel se dale zavazuje uhradit odménu

zkousejicimu a vSsem clenim studijniho tymu

8.13. NEOX shall be entitled at any stage of the
Clinical Trial to carry out a monitoring visit of the
Provider in order to verify the quality of the
collected data pursuant to the requirements set
out in the Protocol, the principles of good clinical

practice and applicable legal regulations.

ARTICLE IX.
Remuneration
9.1. Sponsor undertakes to pay remuneration

to the Provider for each patient enrolled in the

amount of [
I (remuneration

for patients visits, doesn’t include startup fee,
archiving fee, laboratory fee, pharmacy and
radiology fee), who attends, duly and at the
planned times, individual visits during the Clinical
Trial, whose visits are duly monitored and whose
records are duly filled in and delivered to the
Sponsor. The schedule specifying the payments
for individual activities within the framework of
the Clinical Trial is attached hereto as Annex No.
2. When _ are enrolled, total expected
renumeration will be 812 734 CZK (in words: eight
hundred and twelve thousand seven hundred and
thirty four czech crowns, excl. VAT), however
additional payments will be provided for for
administrative fees, laboratory, pharmacy and
radiology fees, as described in Tables No. 1, 2 and

3 of Annex No. 2 of this Agreement.
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uvedenym v tzv. Delegation Logu na zakladé
separatni dohody se zkousejicim. DPH bude

pripoctena dle platnych pravnich predpisu.

Platby za sluzby  provadéné Klinikou
zobrazovacich metod 2. LF UK a FN Motol (KZM)
budou probihat Ctvrtletné. Zastupce KZM -
I iorevi
Ctvrtletné podklad k fakturaci za radiologické
sluzby provedené ve studii, jeZ jsou uvedeny

ve finan¢ni pfiloze této smlouvy v tabulce €. 1, a
schvaleni osobé

zasle je ke zodpovédné

Zadavatele

. 5o studie: ALZ-801-
201ADBM). Schvaleny podklad k fakturaci bude
zodpovédnym zastupcem

zadavatele zaslan do finanéni uctarny FN Motol
I - ;o

podkladu pfipravi financni Gctarna FN Motol
fakturu, kterou zasdle zadavateli dle instrukci

uvedenych v této Smlouvé.

9.2. Jednotlivé platby za kaidy subjekt
hodnoceni budou uskutecnény pouze do vyse
odmény uvedené v odst. (1) tohoto c¢lanku.
Jakékoliv platby nad ramec této odmény musi byt
pfedem pisemné schvaleny Zadavatelem.
Zadavatel uhradi ndklady za vysetfeni, kterd
budou provadéna pouze pro potfeby tohoto

klinického hodnoceni, nebude proplacet naklady

Sponsor further undertakes to pay remuneration
to the Investigator and all members of the
research team listed in the so-called Delegation
Log in accordance with the separate Agreement
with the Investigator. VAT shall be added under
applicable law.

Payments for services provided by Imaging clinics
of 2nd School of Medicine and Teaching Hospital

Motol (ICM) shall be made on a quarterly basis.

ICM’s  representative _
_ will prepare a quarterly

invoicing report for radiology services rendered in
the trial as stipulated in this Agreement as a part
Table No.1 and will send the report for approval
to an authorized representative of the Sponsor
(_, study code: ALZ-801-
201ADBM). Approved invoicing report will be sent
by authorized representative of the Sponsor to
the accounting department of Teaching hospital
Motol (_). Based on this
report the financial department of Teaching
hospital Motol will issue an invoice and will send
it to the Sponsor according to instructions
specified in this Agreement.

9.2. Individual payments for each trial subjects
shall be remitted only up to the amount of
remuneration specified in paragraph (1) above.
Any payments exceeding this remuneration
amount are subject to prior written approval by
Sponsor. Sponsor shall cover the costs of any
examinations carried out only for the purposes of

the Clinical Trial and shall not reimburse any costs
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na vysetfeni, které bylo uhrazeno z jinych zdroji a
bylo provedeno nezdvisle na ucasti subjektu
hodnoceni ve studii. Odména zahrnuje veskeré
naklady Poskytovatele, vynaloZené v souvislosti
s provadénim klinického hodnoceni.

9.3. Platba je bez DPH. DPH bude pfipoctena
podle platné pravni Upravy v den fakturace
zdravotnickym zafizenim. Platba bude provadéna
na zakladé fakturace zdravotnickym zafizenim dle
kalkulace

uskute¢nénych ndavstév vytvorené

Zadavatelem a odsouhlasenych Zkousejicim.
Platby budou probihat pololetné vidy k 30.5. a

k 30.11. vdaném roce.Podklady pro fakturaci

studie budou zaslany na adresu _

zdravotnich sluzeb budou zaslana do FNM,

Veskera oznameni Poskytovateli

Klinickd hodnoceni 1éciv , sekretariat ndméstka
pro LPP, V Uvalu 84, 150 06, Praha 5 & na -
kontaktni email _ Doba
splatnosti faktur je 30 dnd po odeslani v souladu
ustanovenim 1963 odst. 1 zak. ¢. 89/2012 Sb.,
obcansky zakonik, ve znéni pozdéjsich predpisa.”.
Fakturacni adresa Zadavatele: NEOX s.r.o.,

Pancirova 1196/2, 143 00 Praha 4, Czech Republic,
ICO: 62917927, DIC: C262917927

9.4. Zadavatel je smluvni stranou zavazanou

k platbé odmény v souladu s timto c¢lankem IX.

Zadavatel nicméné povéfil spolecnost Neox
technickym a administrativnim zpracovanim
plateb. Neox bude shromaZdovat veskeré

of examinations covered from other sources and
performed independently on the participation in
the Clinical Trial. The remuneration includes all
costs of the Provider incurred in connection with

the Clinical Trial performance.

9.3 The payment is without VAT. VAT will be
added according to the valid legal regulations on
the date of the issue of the invoice by the
Provider. The payment will be made on the basis
of the invoice of the Provider according to the
calculation of the visits made by Sponsor and
agreed upon by the Investigator. The payment will
be made every six (6) month always as of 30.5.
and 30.11. in a given

year. Invoicing

documentation of the study shall be sent to the
address _ All notices to the
Provider shall be sent to the address FNM, Clinical
trials, administrative office, the secretariat of the
deputy for treatmenet and preventive care, V
Uvalu 84, 150 06, Prague 5 or to the contact email
_. In acccordance with
Article 1963 Paragaraph 1 of the Act No. 89/2012
Coll, Covol Code, as amedned, the invoices shall
be payable within 30 days after sending. Invoicing
address: Sponsor’s billing address: NEOX s.r.o.,
Pancirova 1196/2, 143 00 Praha 4, Czech Republic,
ICO: 62917927, DIC: CZ62917927

9.4, Sponsor is a contractual party obliged to
pay the remuneration in accordance with this
Article IX. Sponsor, however, engaged and
authorized NEOX to process the payments on

administrative and technical level. NEOX will be
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dokumenty a materidly tykajici se plateb,
zejména, nikoliv vSak vyhradné zpravy (vykazy)
postupl a faktury, na jejichz zadkladé budou
uskute¢novany platby (a za pouziti bankovnich
uctd Neoxu). Neox neni v prodleni ¢i v rozporu
s plnénim svych zavazk( pokud prodleni plateb
bude zplsobeno omezenou ¢i chybéjici spolupraci

Zadavatele i Poskytovatele.

9.5. Zadavatel neni povinen platit odménu za

subjekt hodnoceni, ktery:

a) neni kvalifikovan pro Gcast na studii na zakladé
kritérii pro zafazeni subjektu hodnoceni dle

protokolu;

b) podepsal informovany souhlas, ale neobdrzel

hodnoceny |écCivy pripravek; nebo

c) jej neni mozné hodnotit z divodl nedodrieni

protokolu nebo jiného poruseni povinnosti

ze strany Poskytovatele nebo zkousejiciho.
9.6. Dotazy tykajici se vhodnosti subjektu
hodnoceni pro zatazeni do klinického hodnoceni
musi byt adresovany spolecnosti NEOX, a to pred
zarazenim daného subjektu hodnoceni do studie.
Spolec¢nost NEOX je povinna tyto dotazy bez
zbytecného odkladu zodpovédét.

9.7. Odména za subjekty hodnoceni, ktefi byli

z klinického hodnoceni vyfazeni, se vypocitd

collecting all documents and materials regarding
the payments, namely but not exclusively the
reports (schedule) of procedures and invoices,
based on which the payments will be made (using
NEOX’s bank accounts). NEOX is not in breach of
any of its obligations should the delay in payments
be caused by missing or insufficient cooperation
by the Sponsor or Institution.

9.5. Sponsor shall not be obliged to pay

remuneration for a trial subject who:

a) is not qualified for participation in the Clinical
Trial based on the criteria of the trial subject

enrolment according to the Protocol;

b) has signed the informed consent form, but has

not received the Investigational medicinal
product; or

c) cannot be assessed due to a failure to follow the
Protocol or due to another breach of obligations
by the Provider or by the Investigator.

9.6. Any queries relating to eligibility of trial
subjects for the Clinical Trial must be addressed to
NEOX prior to the enrolment of the given trial
subject into the Clinical Trial. NEOX shall be
obliged

to answer such queries without undue delay.

9.7. The remuneration for any trial subjects
disqualified from the Clinical Trial shall be

calculated in proportion to the number of visits
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umérné k poctu skutecné vykonanych navstév a

procedur dle protokolu klinického hodnoceni.

9.8. Poskytovatel je odpovédny za veskeré platby
dani, které vzniknou na zdkladé provedeni
klinického hodnoceni v prostorach Poskytovatele.
9.9.

Nahrady cestovnich vydaji subjektim

hodnoceni budou vyplaceny prostfednictvim
finan¢ni actarny FN Motol ze zdlohy poskytnuté
Zadavatelem k témto uceldm dle tabulky ¢. 5
pfilohy ¢.2 této Smlouvy. FN Motol je po vyCerpani
zadlohy oprdvnéna poZadovat Umérné navyseni
zdlohy Zadavatelem pro zajiSténi vyplaceni
cestovnich nadhrad subjektdm hodnoceni, pokud
bude zaloha vycerpana. Pfi ukonceni studie bude

prebytek vracen na Ucet Zadavatele.

9.10. Faktury uctujici odménu a/nebo platby na
zdkladé této

emailovou adresu: [N

Do predmétu emailu vidy uvadéjte kod studie:

smlouvy budou zasilany na

ALZ-801-201ADBM.

CLANEK X.

Zachovani mléenlivosti, ochrana osobnich udaja

a dusevniho vlastnictvi

10.1. Smluvni strany se zavazuji zachovavat
mlcenlivost o veskerych informacich a udajich

tykajicich se klinického hodnoceni, a to bez

and procedures actually performed, based on the
Clinical trial Protocol.

9.8. The Provider shall be responsible for all
payments of taxes charged on grounds of the

Clinical Trial performance within the Provider.

9.9. Travel expenses of trial subjects will be
reimbursed via financial department of teaching
hospital Motol from the advance made by the
Sponsor to cover these purposes according Table
No.5 of Anex No.2 of this Agreement. After the
advance is used up, TH Motol is entitled to ask
Sponsor to adequately increase the advance with
a view of travel

ensuring expenses

reimbursement to study participants. Upon
completion of the study a surplus will be returned
to Sponsor’s account.

9.10.

Invoices charging for rewards and/or

payments under thie Agreement will be sent to

email: | To the emai

subject always enter the study code: ALZ-801-
201ADBM.

ARTICLE X.

Confidentiality, protection of personal data and

intellectual property

10.1. The contracting parties undertake to

maintain confidentiality of all information and
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Casového omezeni. Tyto Udaje se povaZuji za
davérné, s vyjimkou pfipadd, kdy je smluvni
stranou zpfistupfujici tyto informace vyslovné
uvedeno, Ze se nejednd o duvérné informace.
O divérné informace se vsak v zZadném pripadé
nejednad, jestlize tyto informace jsou za obvyklych
podminek obecné zndmé a vefejné béiné
dostupné, tedy zejména nedoslo-li k tomuto
zverejnéni v dusledku

poruseni povinnosti

nékteré ze smluvnich stran.
10.2.  Smluvni strany nesméji pfimo ¢i nepfimo
zpfistupnit tyto dlvérné informace a Udaje, které
ziskaly nebo vznikly v souladu s touto Smlouvou,
tfeti osobé, s vyjimkou situaci blize upravenych
v soucasné pravni Upravé a ddle v této Smlouvé.
Veskeré osoby, kterym byly tyto informace a
Udaje poskytnuty vsak musi byt souc¢asné pouceny
o dllezitosti a dlvérnosti téchto informaci
a Udaju a zavazany mlicenlivosti alespor v rozsahu,
jak stanovi tato Smlouva. Informacemi a udaji se
pro ucely této Smlouvy rozumi zejména veskeré
informace a Udaje zahrnujici zejména informace
o strukture, sloZzeni hodnoceného |écivého
pfipravku, pouzitych technickych procesech pfi
jeho vyrobé, informace o obchodni a registracni
strategii Zadavatele, informace spadajici pod
obchodni tajemstvi Zadavatele a dalsi informace
jako divérné oznacené a poskytnuté v souvislosti
s provedenim tohoto klinického hodnoceni, data
a informace vznikla v klinickém hodnoceni a ddle
osobni Udaje pacientl zafazenych do tohoto

klinického hodnoceni.

data relating to the Clinical Trial, without any time
limitations. This information shall be deemed
confidential, except for cases when the party
disclosing such information expressly states that
the information is not classified as confidential.
However, information shall not be deemed
confidential if it is generally known and commonly
publicly accessible under usual circumstances, in
particular if its disclosure does not breach any
obligations of either contracting party.

10.2.

The contracting parties may not, directly

or indirectly, disclose such confidential
information received or any data generated under
this Agreement to any third parties with the
exceptions described in more detail in applicable
legal regulations and this Agreement. However,
all persons to whom such information and data is
disclosed must be informed of the importance
and confidentiality of such information and data
and must be bound by a confidentiality obligation
no less restrictive than provided for in this
Agreement. For the purposes hereof, information
and data shall include in particular all information
and data the and

relating to structure

composition of the Investigational medicinal
product, the technical processes used in its
manufacture, information regarding the business
and registration strategy of the Sponsor,
information constituting a business secret of the
Sponsor, and other information marked as
confidential and provided in connection with this

Clinical Trial, data and information generated in
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10.3. V pripadé, ze kterakoliv ze smluvnich
stran bude povaZovat za nezbytné zpfistupnit
vyse uvedené informace a Udaje, nebo jejich ¢ast
treti osobé, u které lze dlvodné ocekavat, Ze je
nezneuZije, je tato smluvni strana, ktera se preje
zpfistupnéni tfeti osobé, povinna vyZadat
si predchozi pisemny souhlas bud (i) strany, ktera
vlastni nebo plvodné takové informace a data
vyvinula, nebo (ii) v pfipadé data a informaci
vytvorenych, nebo ziskanych od subjektd
klinického hodnoceni, kazdé s ostatnich stran
Smlouvy. Nasledné je tato smluvni strana, kterd se
preje zpfistupnéni tieti strané povinna poudit tuto
tfeti osobu o dlvérnosti téchto informaci a Gdajud
a zavazat ji k povinnosti mléenlivosti alespon v

rozsahu této Smlouvy.

10.4. Pokud je ze zdkonem stanovenych

dlvodi nutné tyto informace a Udaje zpfistupnit,
oznami smluvni strana, kterd potrebuje provést

toto zpfistupnéni, pisemné tuto skutecnost

neodkladné vsem stranam, kterym ndleZi prava
k danym informacim a datdm. Strana, ktera

potfebuje toto zpfistupnéni provede ve

spolupraci s ostatnimi stranami veskeré ukony
nezbytné

k zabranéni vzniku nebo omezeni takového

zpfistupnéni  (napf. ziskanim predbéiného

this Clinical Trial as well as personal data of the
trial subjects enrolled in this Clinical Trial.

10.3. Should any contracting party consider it
necessary to disclose the information and data
specified above or any part thereof to a third
party that can be reasonably expected not to
misuse such information and data, party wishing
to make such third party disclosure shall be
obliged to obtain prior written consent of either:
(i) the party who owns or originally generated
such information or data, or (ii) in the case of data
and information generated or obtained from
subjects in the Clinical Trial, from each of the
other contracting parties. Subsequently, the party
wishing to make a third party disclosure shall be
obliged to inform the recipient third party of the
confidentiality of the disclosed information and

data and bind it by a confidentiality obligation no

less restrictive than provided for in this
Agreement.
10.4. Should it become necessary for any

reasons set out in applicable laws to disclose the
information and data specified above, the party
seeking to make such disclosure shall inform the
each party having rights in the information and
data of this fact without delay in writing. The
party seeking to make such disclosure y shall in co-
operation with the other party or parties take any
and all steps necessary to prevent or limit such

disclosure (e.g., obtaining a protective order) and
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opatifeni) k zabranéni jakékoliv Skody v této

souvislosti.

10.5. Smluvni strany jsou povinny, v v prabéhu

klinického hodnoceni i po jejho ukonéeni dbat
podle pfrislusnych pravnich predpisi o ochranu
osobnich udajl pfi jejich zpracovani i predani do
jiné zemé, a to zejm. vsouladu Nafizenim se

zdkonem ¢. 101/2000 ve znéni pozdéjsich

predpisi a to vyluéné pro potreby uvedeného
klinického hodnoceni. Poskytovatel zabezpedi,

aby neopravnéné osoby nemély pfistup

k databazim obsahujicim osobni Udaje subjektl

hodnoceni a pokud jsou osobni Udaje

zpracovavany pocitacovym systémem, zabezpedi,

aby systém poskytoval Uroven bezpecnosti

vyzadovanou pravnimi predpisy o ochrané

osobnich Udaji, a to zejména ochranu proti

zméné, ztraté, poskozeni nebo zniceni.

10.6. Poskytovatel zajisti anonymizovani udajl

ziskanych v prlbéhu klinického hodnoceni

a koédovani identifikacnich Udajli  subjekt(

hodnoceni vsouladu s pisemnymi  pokyny

Zadavatele. Zadavatel bude zkousejicim i

Poskytovatelem informovan o jakémbkoliv zniceni,
ztraté, zméné nebo neoprdvnéném zpfistupnéni
ziskanych v prabéhu

nebo zverejnéni udajl

klinického hodnoceni a to bez zbytecného

odkladu po vzniku takové udalosti.

to prevent any damage occurring in connection
with such disclosure.
10.5. Contracting parties are obliged to respect

in the course of clinical trial and after its
termination the protection of personal data in
accordance with applicable laws in the course of
processing and also transferring to another
country, and to do so especially in accordance
with he Act No. 101/2000 Coll., on the protection
of personal data, as amended, and legal
regulations of the EU. Therefor the parties
mutually agreed that ensuring the transfer of
personal data to the United states of America,
which turns out as necessary precondition of the
fulfillment of defined purpose of this Agreement,
shall be made by means of a stadard contarctual
clause which will be executed by the Sponsor or
CRO with the importer of personal data.

10.6. The Provider shall ensure anonymous
nature of the data obtained in the course of the
Clinical Trial and encoding of the identification
data of the trial subjects in compliance with
written instructions provided by the Sponsor. The
Sponsor shall be informed by the Investigator or
the Provider of any damage, loss, modification or
unauthorised access or disclosure of the data
obtained in the course of the Clinical Trial without
undue delayafter the occurrence of any such

event.
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10.7. Poskytovatel a zkousejici zpracovavaji
pouze sprdvné udaje, které jsou systematicky
aktualizovany, nepfesné a neulplné udaje jsou
opraveny. Poskytovatel na pozddani subjektu
hodnoceni mu kdykoliv umozni pfistup k jeho
udajlim, jejich doplnéni, aktualizaci nebo opravu a
ihned uvédomi Zadavatele o této zadosti.
Poskytovatel zajisti, aby zaméstnanci a pfipadni
dodavatelé sluzeb vramci tohoto klinického

hodnoceni byli fadné proskoleni o ochrané
osobnich Gdajd a pokud by doslo ke zméné pravni

¢i jiné Upravy nakladani s osobnimi udaji, budou

zaméstnanci neprodlené o této zméné
informovani.
10.8. Vysledek klinického hodnoceni (véetné

veskerych dat a informacich vzniklych v pribéhu a
v souvislosti s klinickym hodnocenim) je vylu¢nym
vlastnictvim Zadavatele. V ptipadé, ze by v rdmci
plnéni provadéni klinického hodnoceni doslo k
vytvoreni vynalezu ve smyslu zdkona ¢. 527/1990
Sb.,

o vynalezech, primyslovych vzorech a

zlepsovacich  navrzich, nalezi pravo na
pavodcovstvi zkousejicimu, pfipadné jeho jinému
pavodci (dale jen , plivodce”). Plvodce vynalezu
se zavazuje, Ze bezplatné prevede pravo na patent
a/nebo na jeho vyuZiti na Zadavatele, a také tot
urychlené po Zadosti

pfevedeni provede

Zadavatele. Odména za pripadné prevedeni
tohoto prava na patent je zahrnuta v odméné
upravené v ¢l. IX. a plvodce umozZni Zadavateli

podat svym jménem patentové pfihlasky na

10.7. The Provider and the Investigator shall

process only correct data that shall be

systematically updated; any inaccurate and
incomplete data shall be corrected. Upon the trial
subject’s request, the Provider shall allow the trial
subject access to their data at any time, including
their supplementation, updating or correction.
The Sponsor shall be promptly notified of such
request. The Provider shall ensure that the
employees and service Providers involved in the
Clinical Trial, if any, be duly trained with respect
to personal data protection and that they be
promptly informed of any potential changes of
legal or other regulations pertaining to personal
data processing.

10.8. The results of the Clinical Trial (including
all data and information generated during the
course of and related to the Clinical Trial) shall be
the exclusive property of the Sponsor. Should any
invention be created in the course of the Clinical
Trial performance in the sense of Act No.
527/1990 Coll., on Inventions, Industrial Designs
and Rationalisation Proposals, the right to their
origination shall belong to the Investigator or
another inventor (hereinafter the “Inventor”).
The Inventor undertakes to and shall transfer the
rights to the patent and/or the rights to its use
free of charge to the Sponsor promptly upon
Sponsor’s request. The remuneration for the
transfer of the patent rights, if any, is included in

the remuneration set out in Art. IX. hereof and the

Inventor shall allow the Sponsor to file, in its own
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takové vynalezy a objevy u pfislusnych uradd
v Ceské republice a i v zahrani&i. PFi podani t&chto

prihlasek  Zadavatelem plvodce poskytne

soucinnost v rozsahu, vjakém ji Ize spravedlivé

pozadovat, a naplnit prdva Zadavatele.

10.9. Zadavatel povoli prezentace a publikace

vysledkU klinického hodnoceni ¢i diléi vysledky za

podminky, Ze Poskytovatel nebo zkousejici

poskytne  Zadavateli kazdou zamyslenou

prezentaci nejméné 15 (patnact) pracovnich dni

pfed pldnovanym zverejnénim prezentace
a kazdou zamyslenou publikaci nejméné 45
(Ctyficetpét) dnG pred jejim planovanym

schvalenim nebo predanim publikace do tisku a
soucasné za podminky, Ze Zadavatel bude mit
v odlivodnénych pfipadech pravo poZadovat
Upravy kaZzdé takové navrhované prezentace a
publikace.

10.10. Zadavatel muUZze  pozadovat, aby
zverejnéni konkrétni prezentace nebo publikace
bylo odloZeno az o 4 (Ctyfi) mésice za ucelem
pfipravy a podani Zadosti o registraci patentu.
Uvedena 4 mési¢ni doba zadind dnem pfrijeti
navrhované prezentace nebo publikace, anebo
dnem, kdy vSechny podstatné udaje z klinického

hodnoceni jsou zpfistupnény Zadavateli, pficemz

plati den, ktery nastane dfiv. Navic Zadavatel

name, patent applications relating to such
inventions and discoveries with the competent
authorities in the Czech Republic and abroad. The
Inventor shall provide its co-operation within the
scope that can be reasonably requested for the
purpose of filing these applications by the
Sponsor and perfecting the Sponsor’s rights
therein.
10.9. The Sponsor shall allow any presentations
and publications of the Clinical Trial results or
partial results, provided that the Provider of the
Investigator submit each planned presentation to
the Sponsor at least fifteen (15) business days
prior to its intended presentation date and each
planned publication at least forty five (45) days
prior to its intended date of publication or the
date of its handover for approval or printing,
subject further to the condition that the Sponsor
shall have the right in justified cases to request
changes of each such proposed presentation or
publication.

10.10. The Sponsor may request that the
publication of any particular presentation or
publication be postponed by up to four (4)
months for the purpose of preparation and filing
a patent registration application. The
aforementioned 4-month period shall commence
on the day of receipt of the proposed
presentation or publication or on the day when all
significant data from the Clinical Trial is disclosed

to the Sponsor, whichever occurs first. In
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mUzZe pozadovat vyjmuti jakékoliv své dlvérné

informace v navrzené prezentaci nebo publikaci.

10.11. Vpfipadé  tohoto multicentrického
klinického hodnoceni, prvni zverejnéni tdaji a dat
bude zaloZzeno na konsolidovanych datech ze
vSech center, které budou analyzovany podle
protokolu, pokud se pisemné nedohodnou jinak
z center studii a

zkousejici zahrnutych ve

Zadavatel.

10.12. Podpisem této Smlouvy Poskytovatel a
zkousejici berou na védomi, Ze zadna odborna
publikace k objeviim ¢i zkousenym pfripravkiim
nesmi byt zkousejicim ¢i Poskytovatelem vydana
pfed okamzikem podani Zadosti o patentovou

prihlasku, pokud vzhledem k povaze vysledki

klinického hodnoceni bude podani takové
pfihlasky pfichazet v dvahu.
10.13. Ustanoveni tohoto ¢lanku  nejsou

omezena délkou trvani této Smlouvy. Povinnosti
Poskytovatele a zkousejiciho pozbyvaji platnosti
ke dni, kdy se takové informace stanou verejné
dostupnymi, aniz by doslo k pochybeni
Poskytovatele ¢i zkousejiciho, anebo k datu, kdy
Zadavatel vydal souhlas s pfistupem kvyse
uvedenym informacim, které byly predmétem

ochrany.

addition, Sponsor may require removal of any of
its confidential information for such proposed
presentation or publication.

10.11. In the case of this multi-centre Clinical
Trial, the first publication of information and data
shall be based on the consolidated data from all
centres that shall be analysed according to the
Protocol, unless otherwise agreed in writing by
the investigators from the centres participating in

the Clinical Trial and the Sponsor.

10.12. By signing this Agreement, the Provider
and the Investigator acknowledge that neither the
Investigator nor the Provider may publish any
specialised publication relating to the discoveries
or investigational medicinal products prior to
filing an application for patent registration if the
nature of the Clinical Trial results allows for

considering to file such application.

10.13. The provisions of this Article shall not be
restricted by the term of this Agreement. The
obligations of the Provider and the Investigator
shall expire as of the day when such information
become publicly available without a fault at the
side of the Provider or the Investigator or, as the
case may be, as of the day when the Sponsor

grants its consent with the access to the

aforementioned information that was subject to

confidentiality.
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CLANEK XI.

Narok Poskytovatele na nahradu skody

Zadavatel se zavazuje poskytnout Poskytovateli
nahradu skody za Ujmu na zdravi zplsobenou
subjektu hodnoceni ve vysi subjektem hodnoceni
Uspésné uplatnéného ndroku u soudu. Tento
narok se vsak musi vyluéné tykat nepredvidané
a nepredvidatelné Ujmy na zdravi, ktera subjektu
hodnoceni, jez se tadné ucastnil klinického
hodnoceni, vznikla v souvislosti s provadénim

klinického hodnoceni.

CLANEK XII.

Ptedcasné ukonceni Smlouvy

12.1. Tato Smlouva nabyvd platnosti dnem
podpisu posledni smluvni stranou a ucinnosti
dnem uvefejnéni vregistru smluv a neni-li
stanoveno jinak, jeji u¢innost zanika k okamziku
uzavieni centra spolu s pFfedanim pisemné
informace od Zadavatele o uzavieni databaze
klinického hodnoceni.

12.2. Kterdkoliv ze smluvnich stran je
opravnéna tuto Smlouvu ukoncit, ato pouze

v nasledujicich pripadech:

a) pokud néktera smluvni strana nesplni ¢i neplni
nékteré z ustanoveni toto Smlouvy a neodstrani
zdvadny stav ani ve |hGté 30 (tficeti) dnd od

doruceni vyzvy kjeho odstranéni, je smluvni

ARTICLE XI.

Entitlement of the Provider to damage

compensation

The Sponsor undertakes to compensate the
Provider for any damage on health caused to any
trial subject in the amount successfully recovered
by the trial subject in court. However, this
entitlement must relate  exclusively to
unpredicted and unpredictable damage to health
suffered by a trial subject who properly
participated in the Clinical Trial in connection with

the providing of the Clinical trial.

ARTICLE Xil.

Early termination of the Agreement

12.1. This Agreement shall become valid on the
date of last contracting party’s signature and
effective on the date of publication in the
Contract register. and unless agreed otherwise, its
effectiveness shall terminate upon closing the
centre and delivery of written information by the
Sponsor on closing the Clinical Trial database.

12.2. Any contracting party shall be entitled to

terminate this Agreement only in the following

cases:

a) if any of the contracting parties fails to fulfil any
of the provisions of this Agreement and fails to
remedy the defective situation even within a

period of thirty (30) days after the delivery of a
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strana, kterd je timto poskozena, nebo by
odlvodnéné mohla byt poskozena, opravnéna

odstoupit od této Smlouvy s okamZzitou Ucinnosti;

b) pokud nové zjisténé skutecCnosti spojené
s podanim hodnoceného |é¢ivého pFipravku
nasvédcuji, Ze mlzZe byt ovlivnéno zdravi subjektt
hodnoceni, mize Zadavatel i Poskytovatel ukondit
tuto Smlouvu pisemnou vypovédi s vypovédni
dostatecné dlouho

dobou k zajisténi

neodkladnych opatfeni na chranu subjektl

hodnoceni;

c) v pripadé podstatného poruseni jakékoliv
smluvni povinnosti; smluvni strana, ktera je timto
poskozena, nebo by odldvodnéné mohla byt
poskozena, je oprdvnéna odstoupit od této
Smlouvy s okamZitou Ucinnosti;

d) pouze Zadavatel je oprdvnén odstoupit
s okamZitou ucinnosti od této Smlouvy kdykoliv aZ
do okamziku predani hodnoceného Iécivého
pfipravku Poskytovateli;
e) pouze Zadavatel je oprdvnén odstoupit
s okamzitou ucinnosti od této Smlouvy, pokud
odlvodnéneé rozhodne, Ze klinické hodnoceni neni
védecky, technicky proveditelné nebo je

proveditelné s neprimérenymi naklady Ci rizikem

pro subjekty hodnoceni.

request for remedy, the contracting party
suffering actual or reasonably potential harm
therefrom shall be entitled to withdraw from this

Agreement with immediate effect;

b) if newly revealed circumstances associated
with the application of the Investigated medicinal
product indicate that there is a risk to the safety
of the subjects, the Sponsor and the Institution
may terminate this Agreement in writing and with
sufficient notice period allowing necessary

immediate action to protect the health of the

subjects;

c) in the event of an uncured material breach of
any contractual obligation, any other contracting
parties suffering actual or reasonably potential
harm therefrom shall be entitled to withdraw

from this Agreement with immediate effect;

d) only the Sponsor shall be entitled to withdraw
from this Agreement with immediate effect at any
time until the moment of delivery of the

Investigational to the Provider;

e) only the Sponsor shall be entitled to withdraw
from this Agreement with immediate effect if it
reasonably determines that the Clinical Trial is not
feasible in scientific or technical terms or that it is
feasible only with inadequate costs or risks for the

trial subjects.

Page 30 out of 50



12.3. Dojde-li k pred¢asnému ukonceni této
Smlouvy z divod( uvedenych vySe v ustanoveni
odst. 2), s vyjimkou ustanoveni pism. b), d) a e), je
smluvni strana, kterd svym jednanim dala podnét
k ukonceni této Smlouvy, povinna nahradit
ostatnim strandm jakékoliv a veskeré nevratné
naklady, které tato skutecné v souvislosti
s plnénim této Smlouvy vynaloZila. Naklady se
hradi v poméru, v jakém nedoslo ke splnéni jejiho
predmétu a dcelu, t.j. pomér poctu
hodnotitelnych zaznam( subjektd hodnoceni
vzhledem k objemu nakladd, které byly na ziskani
zaznamu subjektd hodnoceni celkové vynaloZeny.
Odstoupenim od Smlouvy zanikaji prdva a
povinnosti smluvnich stran okamzikem ucinnosti
odstoupeni vyjma prav a povinnosti popsanych v
¢lanku X a ostatnich prav a povinnosti, které
pretrvavaji po ukonceni, jak jsou popsany v cl.

12.6.

12.4. Vpfipadé, Ze tato Smlouva bude
ukoncena z nékterého dlivodu uvedeného v odst.
(2) tohoto ¢lanku pred okamzikem jejiho ukonceni

uvedeného v ¢l. V. této Smlouvy, Poskytovatel

a) ukondi zarazovani subjektl hodnoceni do
klinického hodnoceni;

b) ukonci |éCbu subjektd hodnoceni podle
protokolu a pokynl Zadavatele, a to zplsobem

povolenym a ptipustnym z Iékarského hlediska; a

12.3. In the event of early termination of this

Agreement for reasons specified above in
paragraph 2), except for points b), d) and e), the
contracting party whose conduct resulted in the
termination of this Agreement shall be obliged to
reimburse the other parties for any and all non-
refundable costs factually incurred by the other
party in connection with its performance of this
Agreement. The costs shall be reimbursed in the
proportion to which the objective and purpose of
this Agreement has not been fulfilled, i.e. the
proportion of the assessable records of the trial
subjects to the aggregate amount of costs spent
on obtaining the trial subject records. Upon
withdrawal from this Agreement, the rights and
obligations of the contracting parties shall expire
as of the moment of the withdrawal effectiveness,
except for the rights and obligations set forth in
Article X and those other rights and obligations
that survive termination as set forth in Art. 12.6.

12.4. Should this Agreement be terminated
early for any of the reasons specified in paragraph

(2) above prior to its termination set out in Art. V.

hereof, the Provider:

a) shall terminate enrolment of trial subjects into

the Clinical Trial;

b) shall terminate the treatment of the trial
subjects pursuant to the protocol and instructions
of the Sponsor, in a manner permitted and

acceptable in medical terms; and
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c) ukonci co nejdtive, nejpozdéji vsak do 30 (tficet)
dni od ucinnosti ukoncéeni Smlouvy veskeré

ostatni ¢innosti v ramci klinického hodnoceni.

12.5. Poskytovatel je wvSak i v pfipadé
pfed¢asného ukonceni Smlouvy povinné dokonc¢it
shromazdovani udajl a vypliovani zaznam( o
subjektech hodnoceni v ramci klinického
hodnoceni, nestanovi-li Zadavatel jinak. Do 90
(devadesati) dnl ode dne ukonceni Smlouvy
poskytne Poskytovatel Zadavateli vSechny udaje
shromazdéné v souvislosti se studii, v€etné zpravy
o pribéhu klinického hodnoceni a zavérecné
zpravy popsané vyse, a pokud neni v této Smlouvé
uvedeno jinak, vrati Zadavateli vSechny materidly
a pfipravky poskytnuté k provadéni klinického
hodnoceni. Za tyto Cinnosti ndleZzi Poskytovateli

odména dle ¢l. IX. této Smlouvy.

12.6. Tato ustanoveni zUstavaji v platosti a

ucinnosti i po predcéasném ukonceni této

Smlouvy: odstavce 8.8., 8.9., 12.3., 12.4. a ¢lanky
X.a Xl.

c) shall terminate as soon as possible, but no later
than within thirty (30) days after the effectiveness
date of the Agreement termination, any and all
other activities within the framework of the
Clinical Trial.

12.5. The Provider and the Investigator shall be
obliged, even in the event of early termination of
this Agreement, to complete the data collection
and filling the records on the trial subjects in the
Clinical Trial, unless instructed otherwise by the
Sponsor. Within ninety (90) days after the
Agreement termination, the Provider shall
provide the Sponsor with all data collected in
connection with the Clinical Trial, including a
report on the course of the Clinical Trial and a final
report described above, and unless otherwise
stipulated herein, they shall return to the Sponsor
any and all materials and preparations provided
for the Clinical Trial performance. The Provider
shall be entitled to remuneration for these

activities, as set out in Art. IX. hereof.

12.6. The folowing articles and paragraphs shall

survive early termination of the present

Agreement: Paragraphs 8.8.,8.9.,12.3,,12.4. and
15.5. and Articles X. and XI.
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CLANEK XIIL.

Zavérecna ustanoveni

13.1. Tato Smlouva a pravni vztahy zni
vyplyvajici se budou vykladat a fidit obecné
zadvaznymi pravnimi predpisy Ceské republiky.
Vsechny spory vyplyvajici z této Smlouvy a s touto
Smlouvou souvisejici se budou resit u vécné a

mistné pfisluiného soudu v Ceské republice.

13.2. Tato Smlouva nahrazuje veskera

pfedchozi ujedndni v této zdlezZitosti mezi

smluvnimi stranami.
13.3. Zmény a dopliky této Smlouvy jsou

mozné jen pisemnou dohodou smluvnich stran.

13.4. Nedilnou soucasti této Smlouvy jsou tyto
prilohy:

a) pfiloha €. 1 - protokol klinického hodnoceni

b) pfiloha €. 2 - rozpis plateb

c) priloha ¢. 3 — standardni smluvni dolozky

(pfedani osobnich udaja)

13.5. Tato Smlouva je vyhotovena ve 4 (Ctyrech)
stejnopisech, pficemz kazda smluvni strana obdrzi
po jednom stejnopisu této Smlouvy. Jeden
stejnopis obdrzi zkouSejici. V pripadé rozporu

jazykovych verzi je rozhodujici verze ¢eska.

ARTICLE XIil.

Final provisions

13.1. Tis contract and legal relations resulting
from it shall be interpreted and governed by
generaly binding legal regulations of the Czech
Republic. All disputes resulting form this
Agreement and related to it shall be solved by the
court in the Czech Republic having subject matter
and terriotrial jurisdiction.

13.2. This Agreement supersedes all prior
understandings between the contracting parties

relating to the subject matter hereof.

13.3. Any changes and amendments to this
Agreement may only be made in the form of a
written Agreement between the contracting

parties.

13.4. The following annexes shall constitute an
integral part of this Agreement:

a) Annex No. 1 — Clinical trial Protocol

b) Annex No. 2 — Payments Schedule

c) Annex No 3 — Standard Contarctual Clauses

(transfer of personal data)

13.5. This Agreement has been executed in four
(4) counterparts, of which each contracting party
shall receive one. The Investigator shall receive
one counterpart. In case of contradiction in

language versions, Czech version shall take

precedence.
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13.6. Smluvni strany souhlasi s uverejnénim
Smlouvy Poskytovatelem zdravotnich sluzeb za
ucelem splnéni povinnosti ulozenych mu platnou
a ucinnou pravni Upravou, a to zejména zakonem

¢. 340/2015 Sb., o registru smluv, ve znéni

pozdéjSich predpisti, a dale pokyny a
rozhodnutimi Ministerstva zdravotnictvi Ceské
republiky. V registru smluv nebudou zverejnény
osobni udaje fyzickych osob, které nejsou verejné
dostupné ve verfejném rejstiiku, davérné
informace dle této Smlouvy a déle pak obchodni
tajemstvi, které si smluvni strany sjedndvajici ve
smyslu ust. § 504 obcanského zakoniku takto:

design studie, protokol, detailni rozpocet, brozura
zkousejiciho., pojistnd smlouva, pocet subjekt(
hodnoceni a osobni udaje. Informace o zverejnéni
Smlouvy bude odesldna do datové schranky
76npwvj (NEOX s.r.o.). Druha smluvni strana bere
na védomi, Ze Poskytovatel zdravotnich sluzeb
jakoZto statni pfispévkova organizace, je povinna
na dotaz tfeti osoby poskytnout informace podle
zédkona ¢. 106/1999 Sb., o svobodném pfistupu k

informacim, ve znéni pozdéjsSich predpisu.

13.6. Contracting parties grant their consent to a
public disclosure by the health care Provider of
the present Agreement for the purpose of
fulfilling a statutory obligation imposed by an
effective acts, especially by the Act No. 340/2015
Coll., on the register of contracts, as amended,
and further by the instructions and decisions of
the Ministry of Health of the Czech Republic. The
information not to be diclosed in the register of
contracts is personal data of natural persons not
available from public database, confidential
information from this Agreement and confidential
trade secret as defined in §504 of Civil Law: study
design, protocol, detailed budget, Investigator's
brochure, insurance contract, number of Clinical
Trial’s subjects,. The Agreement disclosure
information shall be sent to the data box No:
76npwvj (NEOX s.r.0.).

The other contracting party acknowledges that
the health care Provider, as a state-funded
organization, is obliged upon the request of any
third party to provide the information in
accordance with the act No. 106/1999 Coll., on

the free access to information, as amended.
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Poskytovatel
V Praze dne ............ 2020

na zakladé povéreni

Zadavatel

Vovvieveeee. dn€ 2020

Provider

In Prague on ............. 2020

Authorized personel

Sponsor

14, nize podepsany |
jako zkousejici potvrzuji, Ze jsem se Fadné
seznamil se Smlouvou a pftislusnou dokumentaci
ke klinickému hodnoceni lé¢iva a zavazuji se
zajistit dodrzovani povinnosti z nich vyplyvajicich.
Dale se zavazuji nezverejiiovat informace tykajici
se predmétného klinického hodnoceni bez
pfedchoziho pisemného souhlasu Zadavatele,
zachovdvat mlcenlivost o vSech poskytnutych

informacich, povaZzovat tyto za dlvérné a zdrzet

se jakéhokoliv jiného uziti téchto informaci a

Neox s.r.o.

, the undersigned [N

as the Investigator certify that | have fully
acquainted with this Agreement and the relevant
documentation of the Clinical Trial of the drug and
undertake to ensure respect for the obligations
arising from them. | also agree not to disclose
information related to the present Clinical Trial
written consent of the

without the prior

contracting authority, keep all provided

information confidential, consider these as

confidential and to refrain from any other use of
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vysledkl neZz pro ucely tohoto klinického

hodnoceni. Jako Zkousejici souhlasim stim, Ze

CRO) bude/budou

Zadavatel (a popf. i

shromazdovat, pouzivat, zpracovavat a

zverejfiovat mé osobni Udaje, véetné jména,
kvalifikace a zkusSenosti v klinickém hodnoceni,
mé finanéni Udaje vztahujici se mimo jiné
k obdriené odméné a financni nahradé a dalsi
k administrativnim  ucellm

osobni  udaje

v souvislosti s klinickym hodnocenim, popf.

k poskytnuti etickym komisim a statnim Gradim a
zavazuji se zajistit tento souhlas i od
spoluzkousejicich a ostatnich ¢lend studijniho

tymu.

I 7 ousejici

the information and results than for the purposes
of this trial. As an Investigator, | agree that the
Sponsor (and possibly CRO) will collect, use,
process and disclose my personal data, including
name, qualifications and experience in the Clinical
Trial, my financial data, inter alia, to receive
compensation and financial compensation and
other personal data for administrative purposesin
connection with Clinical Trials, respectively, to
provide ethics committees and regulatory
authorities and undertake to ensure this approval
of the subinvestigators and other members of the

study team.

I , rvestigator
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Smlouva o KHL/CT Agreement

NeoX

DUVERNE/CONFIDENTIAL

Priloha ¢.2 - Rozpis plateb
Zadavatel se zavazuje uhradit Poskytovateli

administrativni ,start-up” poplatek ve wvysi

I, -
archivani poplatek ve |
_) za studii (doba uchovavani

dokumentace je 15 let ode dne skonceni KHL v
prostorach Poskytovatele), laboratorni poplatek
ve vysi [

za jednu zapojenou laborator (Tabulka ¢. 2).

Zadavatel se dale zavazuje uhradit

zdravotnickému zafizeni jednorazovy iniciacni
poplatek lékarné ve vysi: [ N EEEEEEEEE
B - c: e hradit dal3i sluzby lékarny

podle rozpisu plateb nize (Tabulka ¢. 3).

Zadavatel se ddle zavazuje uhradit Poskytovateli
odménu podle rozpisu plateb vlozeného nize
(Tabulka ¢.1) za kazdy subjekt hodnoceni, ktery se
fadné a v pldnovaném case zucastnil jednotlivych
navstév vramci klinického hodnoceni, tyto
navstévy byly fadné zmonitorovany a Zadavatel
obdrZzel fadné vyplnéné zaznamy o subjektu

hodnoceni.

Annex No 2 — Payments schedule

Sponsor undertakes to pay to the Provider an

administrative start-up fee of _
I, -
study and an archival fee of _
_ per study (storage of

the documentation is 15 years from the date of

the Clinical Trial termination in a Provider),

laboratory fee In the amount of _
-

participating laboratory (Table no. 2).

Sponsor also undertakes to pay to the Institution

a one-time initiation pharmacy charge of

-
and furher to pay the other pharmacy services in
accordance with the payment schedule below
(Table no. 3).

Sponsor undertakes to pay in accordance with the
payment schedule inserted below (Table no.1) for
each trial subject who attends, duly and at the
planned times, individual visits during the Clinical
Trial, whose visits are duly monitored and whose
records are duly filled in and delivered to the

Sponsor.



Smlouva o KHL/CT Agreement

NeoX

DUVERNE/CONFIDENTIAL

Tabulka ¢.1/Table no.1

Souhrnna éastka za navstévu/Total Cost per Visit

MRI
Visit Institution Investigator’s team . ] ] Investigator’s
g Radiology dpt. Radiologist g
team
Unit Cost Unit Cost Unit Cost Unit Cost Unit Cost

*

“III IIIIIIIIIIIIIIII

bude proplaceno jenom u subjektd, kterych

is not known prior to the Screening visit.

AL TO-HuNaRRoa
TR

I “|

Il “|

pfed Screeningem neni znam. / _ testing will be paid only for subjects of



Tabulka €. 2/Table No.2

Standardni poplatky za studii / Standard study fees

Jednotka/Unit

Castka/Amount

Administrativni poplatek/Administrative fee

za studii/for study

Archivacni poplatek/Archiving fee

za studii/for study

Laboratorni poplatek/ Laboratory fee

za jednu zapojenou laborator/
for 1 laboratory involved

Administrativni poplatek za zpracovani dodatku ke Smlouvé
/Administrative fee for processing an amendment to the
contract

dodatek/for 1 amendment

Poskytnuti certifikatu za laboratorni vySetfeni /Laboratory
test certificate

1 certificate
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Smlouva o KHL/CT Agreement

DUVERNE/CONFIDENTIAL

Tabulka €. 3/Table No.3

Odmeéna Iékarny/Pharmacy fee

Jednotka/Unit

Za jednotku/Cost for unit

Iniciacni poplatek/Initial fee

jednorazové/one-time

Ptijem zasilky IéCiv do Iékarny/Receipt of IMP shipment to the pharmacy

za pfijem/for 1 receipt

Vydej léCiva na kliniku/IMP dispensation to the clinic

za vydej/ for 1 dispensing

Uchovavani 1é¢iv/IMP storage

mési¢né/monthly

Monitorovaci navstéva/Monitoring visit

za hodinu/per hour

Likvidace studijni medikace/IMP destruction

jednorazové/one-time

Likvidace studijni medikace/IMP destruction

nasledné/subsequent

Pfiplatek za ¢innosti provadéné mimo béznou pracovni dobu (po-pa 16-7:30,
vikendy, svatky)/Additional fee for activiites out of standard business hours
(Mo-Fri 16:00-7:30, weekends, national holidays)

|
]
H
|
I
I
L
-

Tabulka €. 4/Table No.4

Platby za neuspésny screening/Payments for Screening failure

Visit

Institution

Investigator’s team

Radiology dpt.

Radiologist

Investigator’s team

I
I
H B
- HE
I
B




Smlouva o KHL/CT Agreement

NeoX

DUVERNE/CONFIDENTIAL

Tabulka €. 5/Table No. 5

Dodatecné platby/Additional Payments

Odména subjektum KH /Subject reimbursement Unit Cost

Océekavany pocet/Expected
number of occurrences

Celkem/Total Cost

Pecovatel/Caregiver Reimbursement

Odhadované naklady na dodateéné platby na jeden subject KH/
Estimated Reimbursement Payment per Patient

Kompenzace

Oéekavany pocet/Expected
Unit Cost number of occurrences

Celkem/Total Cost

Pro pacienty/for patient

Pro pedovatele/for caregiver

Odhadovena vyse nakladii na kompenzaci za

I
el —




NeoX

Smlouva o KHL/CT Agreement DUVERNE/CONFIDENTIAL
Nazev uctu Fakultni nemocnice v Motole

Cislo G¢tu 17937051/0710

IBAN Cislo Cz42 0710 0000 0000 1793 7051

Nazev banky Ceskd narodni banka

Adresa banky Na Pfikopé 28

Mésto, PSC, Zemé Praha 1, 115 03, Ceska republika

BIC CNBACZPP

Standard contractual clauses for the transfer of personal data from the Community to
third countries (controller to controller transfers)
Data transfer agreement
between

Teaching hospital Motol, with its registered office at VV Uvalu 84, 150 06 Prague, Czech
republic represented *Vas based on authorization corporate 1D no.
00064203, tax ID no.: CZ00064203, bank details: Ceska narodni banka, Na Ptikop¢ 28, Prague

1, 115 03, Czech republic account no.: 17937051/0710, IBAN No: CZ42 0710 0000 0000
1793 7051, BIC: CNBACZPP

hereinafter “data exporter”

and

ALZHEON, Inc., a Delaware corporation, registered by the Department of State, Division of
Corporation sunder the file number 5353825 with its principal place of business at 111 Speen
Street, Framingham, Massachusetts 01701, United States of America, represented by

hereinafter “data importer”

each a “party”’; together “the parties”.

Definitions
For the purposes of the clauses:

(@)“personal data”, “special categories of data/sensitive data”, “process/processing”,

2% €¢C

“controller”, “processor”, “data subject” and “supervisory authority/authority” shall have the
same meaning as in Directive 95/46/EC of 24 October 1995 (whereby “the authority” shall



mean the competent data protection authority in the territory in which the data exporter is
established);

(b) “the data exporter” shall mean the controller who transfers the personal data;

(c)“the data importer” shall mean the controller who agrees to receive from the data exporter
personal data for further processing in accordance with the terms of these clauses and who
is not subject to a third country’s system ensuring adequate protection;

(d)“clauses” shall mean these contractual clauses, which are a free-standing document that does
not incorporate commercial business terms established by the parties under separate
commercial arrangements.

The details of the transfer (as well as the personal data covered) are specified in Annex B, which
forms an integral part of the clauses.

I. Obligations of the data exporter
The data exporter warrants and undertakes that:

(a)The personal data have been collected, processed and transferred in accordance with the laws
applicable to the data exporter.

(b)It has used reasonable efforts to determine that the data importer is able to satisfy its legal
obligations under these clauses.

(c)1t will provide the data importer, when so requested, with copies of relevant data protection
laws or references to them (where relevant, and not including legal advice) of the country in
which the data exporter is established.

(d)It will respond to enquiries from data subjects and the authority concerning processing of
the personal data by the data importer, unless the parties have agreed that the data importer
will so respond, in which case the data exporter will still respond to the extent reasonably
possible and with the information reasonably available to it if the data importer is unwilling
or unable to respond. Responses will be made within a reasonable time.

(e)1t will make available, upon request, a copy of the clauses to data subjects who are third party
beneficiaries under clause 111, unless the clauses contain confidential information, in which
case it may remove such information. Where information is removed, the data exporter shall
inform data subjects in writing of the reason for removal and of their right to draw the
removal to the attention of the authority. However, the data exporter shall abide by a decision
of the authority regarding access to the full text of the clauses by data subjects, as long as
data subjects have agreed to respect the confidentiality of the confidential information
removed. The data exporter shall also provide a copy of the clauses to the authority where
required.

1. Obligations of the data importer

The data importer warrants and undertakes that:

(@It will have in place appropriate technical and organisational measures to protect the personal
data against accidental or unlawful destruction or accidental loss, alteration, unauthorised
disclosure or access, and which provide a level of security appropriate to the risk represented
by the processing and the nature of the data to be protected.

(b)It will have in place procedures so that any third party it authorises to have access to the
personal data, including processors, will respect and maintain the confidentiality and security
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of the personal data. Any person acting under the authority of the data importer, including a
data processor, shall be obligated to process the personal data only on instructions from the
data importer. This provision does not apply to persons authorised or required by law or
regulation to have access to the personal data.

(c)It has no reason to believe, at the time of entering into these clauses, in the existence of any
local laws that would have a substantial adverse effect on the guarantees provided for under
these clauses, and it will inform the data exporter (which will pass such notification on to the
authority where required) if it becomes aware of any such laws.

(d)It will process the personal data for purposes described in Annex B, and has the legal
authority to give the warranties and fulfil the undertakings set out in these clauses.

(e)It will identify to the data exporter a contact point within its organisation authorised to
respond to enquiries concerning processing of the personal data, and will cooperate in good
faith with the data exporter, the data subject and the authority concerning all such enquiries
within a reasonable time. In case of legal dissolution of the data exporter, or if the parties
have so agreed, the data importer will assume responsibility for compliance with the
provisions of clause I(e).

(F)At the request of the data exporter, it will provide the data exporter with evidence of financial
resources sufficient to fulfil its responsibilities under clause 111 (which may include insurance
coverage).

(g)Upon reasonable request of the data exporter, it will submit its data processing facilities, data
files and documentation needed for processing to reviewing, auditing and/or certifying by
the data exporter (or any independent or impartial inspection agents or auditors, selected by
the data exporter and not reasonably objected to by the data importer) to ascertain
compliance with the warranties and undertakings in these clauses, with reasonable notice
and during regular business hours. The request will be subject to any necessary consent or
approval from a regulatory or supervisory authority within the country of the data importer,
which consent or approval the data importer will attempt to obtain in a timely fashion.

(h)It will process the personal data, at its option, in accordance with:
(i) the data protection laws of the country in which the data exporter is established, or

(if)the relevant provisions (*) of any Commission decision pursuant to Article 25(6) of
Directive 95/46/EC, where the data importer complies with the relevant provisions of
such an authorisation or decision and is based in a country to which such an authorisation
or decision pertains, but is not covered by such authorisation or decision for the purposes
of the transfer(s) of the personal data (), or

(iii)  the data processing principles set forth in Annex A.
Data importer to indicate which option it selects:
Initials of data importer:_;

()1t will not disclose or transfer the personal data to a third party data controller located outside
the European Economic Area (EEA) unless it notifies the data exporter about the transfer and

(i)the third party data controller processes the personal data in accordance with a Commission
decision finding that a third country provides adequate protection, or

(i)the third party data controller becomes a signatory to these clauses or another data transfer
agreement approved by a competent authority in the EU, or
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(iii)data subjects have been given the opportunity to object, after having been informed of
the purposes of the transfer, the categories of recipients and the fact that the countries to
which data is exported may have different data protection standards, or

(iv)with regard to onward transfers of sensitive data, data subjects have given their
unambiguous consent to the onward transfer

I11. Liability and third party rights

(a)Each party shall be liable to the other parties for damages it causes by any breach of these
clauses. Liability as between the parties is limited to actual damage suffered. Punitive
damages (i.e. damages intended to punish a party for its outrageous conduct) are specifically
excluded. Each party shall be liable to data subjects for damages it causes by any breach of
third party rights under these clauses. This does not affect the liability of the data exporter
under its data protection law.

(b)The parties agree that a data subject shall have the right to enforce as a third party beneficiary
this clause and clauses 1(b), 1(d), 1(e), 11(a), 1(c), 1i(d), lI(e), li(h), 11(i), llI1(a), V, VI(d) and
VIl against the data importer or the data exporter, for their respective breach of their
contractual obligations, with regard to his personal data, and accept jurisdiction for this
purpose in the data exporter’s country of establishment. In cases involving allegations of
breach by the data importer, the data subject must first request the data exporter to take
appropriate action to enforce his rights against the data importer; if the data exporter does
not take such action within a reasonable period (which under normal circumstances would
be one month), the data subject may then enforce his rights against the data importer directly.
A data subject is entitled to proceed directly against a data exporter that has failed to use
reasonable efforts to determine that the data importer is able to satisfy its legal obligations
under these clauses (the data exporter shall have the burden to prove that it took reasonable
efforts).

IVV. Law applicable to the clauses

These clauses shall be governed by the law of the country in which the data exporter is
established, with the exception of the laws and regulations relating to processing of the personal
data by the data importer under clause 11(h), which shall apply only if so selected by the data
importer under that clause.

V. Resolution of disputes with data subjects or the authority

(@)In the event of a dispute or claim brought by a data subject or the authority concerning the
processing of the personal data against either or both of the parties, the parties will inform
each other about any such disputes or claims, and will cooperate with a view to settling them
amicably in a timely fashion.

(b)The parties agree to respond to any generally available non-binding mediation procedure
initiated by a data subject or by the authority. If they do participate in the proceedings, the
parties may elect to do so remotely (such as by telephone or other electronic means). The
parties also agree to consider participating in any other arbitration, mediation or other dispute
resolution proceedings developed for data protection disputes.
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(c)Each party shall abide by a decision of a competent court of the data exporter’s country of
establishment or of the authority which is final and against which no further appeal is
possible.

VI. Termination

(a@)In the event that the data importer is in breach of its obligations under these clauses, then the
data exporter may temporarily suspend the transfer of personal data to the data importer until
the breach is repaired or the contract is terminated.

(b)In the event that:

(i)the transfer of personal data to the data importer has been temporarily suspended by the
data exporter for longer than one month pursuant to paragraph (a);

(if)compliance by the data importer with these clauses would put it in breach of its legal or
regulatory obligations in the country of import;

(iii)the data importer is in substantial or persistent breach of any warranties or undertakings
given by it under these clauses;

(iv)a final decision against which no further appeal is possible of a competent court of the
data exporter’s country of establishment or of the authority rules that there has been a
breach of the clauses by the data importer or the data exporter; or

(v)a petition is presented for the administration or winding up of the data importer, whether
in its personal or business capacity, which petition is not dismissed within the applicable
period for such dismissal under applicable law; a winding up order is made; a receiver is
appointed over any of its assets; a trustee in bankruptcy is appointed, if the data importer
is an individual; a company voluntary arrangement is commenced by it; or any equivalent
event in any jurisdiction occurs

then the data exporter, without prejudice to any other rights which it may have against the
data importer, shall be entitled to terminate these clauses, in which case the authority shall
be informed where required. In cases covered by (i), (ii), or (iv) above the data importer may
also terminate these clauses.

(c)Either party may terminate these clauses if (i) any Commission positive adequacy decision
under Article 25(6) of Directive 95/46/EC (or any superseding text) is issued in relation to
the country (or a sector thereof) to which the data is transferred and processed by the data
importer, or (ii) Directive 95/46/EC (or any superseding text) becomes directly applicable in
such country.

(d)The parties agree that the termination of these clauses at any time, in any circumstances and
for whatever reason (except for termination under clause VI(c)) does not exempt them from
the obligations and/or conditions under the clauses as regards the processing of the personal
data transferred.

VIIl. Variation of these clauses

The parties may not modify these clauses except to update any information in Annex B, in
which case they will inform the authority where required. This does not preclude the parties
from adding additional commercial clauses where required.

VI1IIl. Description of the Transfer
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The details of the transfer and of the personal data are specified in Annex B. The parties agree
that Annex B may contain confidential business information which they will not disclose to
third parties, except as required by law or in response to a competent regulatory or government
agency, or as required under clause I(e). The parties may execute additional annexes to cover
additional transfers, which will be submitted to the authority where required. Annex B may, in
the alternative, be drafted to cover multiple transfers. The Provider shall ensure anonymous
nature of the data obtained in the course of the Clinical Trial and encoding of the identification
data of the trial subjects in compliance with written instructions provided by the Sponsor

Dated:

FOR DATA IMPORTER
(ALZHEON, Inc.)

FOR DATA EXPORTER
(Teaching hospital Motol)

ANNEX A
DATA PROCESSING PRINCIPLES

1.Purpose limitation: Personal data may be processed and subsequently used or further
communicated only for purposes described in Annex B or subsequently authorised by the data
subject.

2.Data quality and proportionality: Personal data must be accurate and, where necessary, kept
up to date. The personal data must be adequate, relevant and not excessive in relation to the
purposes for which they are transferred and further processed.

3.Transparency: Data subjects must be provided with information necessary to ensure fair
processing (such as information about the purposes of processing and about the transfer),
unless such information has already been given by the data exporter.

4.Security and confidentiality: Technical and organisational security measures must be taken
by the data controller that are appropriate to the risks, such as against accidental or unlawful
destruction or accidental loss, alteration, unauthorised disclosure or access, presented by the
processing. Any person acting under the authority of the data controller, including a
processor, must not process the data except on instructions from the data controller.

5.Rights of access, rectification, deletion and objection: As provided in Article 12 of Directive
95/46/EC, data subjects must, whether directly or via a third party, be provided with the
personal information about them that an organisation holds, except for requests which are
manifestly abusive, based on unreasonable intervals or their number or repetitive or
systematic nature, or for which access need not be granted under the law of the country of the
data exporter. Provided that the authority has given its prior approval, access need also not be
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granted when doing so would be likely to seriously harm the interests of the data importer or
other organisations dealing with the data importer and such interests are not overridden by
the interests for fundamental rights and freedoms of the data subject. The sources of the
personal data need not be identified when this is not possible by reasonable efforts, or where
the rights of persons other than the individual would be violated. Data subjects must be able
to have the personal information about them rectified, amended, or deleted where it is
inaccurate or processed against these principles. If there are compelling grounds to doubt the
legitimacy of the request, the organisation may require further justifications before
proceeding to rectification, amendment or deletion. Notification of any rectification,
amendment or deletion to third parties to whom the data have been disclosed need not be
made when this involves a disproportionate effort. A data subject must also be able to object
to the processing of the personal data relating to him if there are compelling legitimate
grounds relating to his particular situation. The burden of proof for any refusal rests on the
data importer, and the data subject may always challenge a refusal before the authority.

6.Sensitive data: The data importer shall take such additional measures (e.g. relating to security)
as are necessary to protect such sensitive data in accordance with its obligations under clause
.

7.Data used for marketing purposes: Where data are processed for the purposes of direct
marketing, effective procedures should exist allowing the data subject at any time to “opt-
out” from having his data used for such purposes.

8.Automated decisions: For purposes hereof “automated decision” shall mean a decision by the
data exporter or the data importer which produces legal effects concerning a data subject or
significantly affects a data subject and which is based solely on automated processing of
personal data intended to evaluate certain personal aspects relating to him, such as his
performance at work, creditworthiness, reliability, conduct, etc. The data importer shall not
make any automated decisions concerning data subjects, except when:

(a)(i)such decisions are made by the data importer in entering into or performing a contract
with the data subject, and

(ii)(the data subject is given an opportunity to discuss the results of a relevant automated
decision with a representative of the parties making such decision or otherwise to make
representations to that parties.

or
(b) where otherwise provided by the law of the data exporter.

ANNEX B

DESCRIPTION OF THE TRANSFER

Type of Personal Data to be e Personal Data of Healthcare professionals

processed: » Local regulatory/ethical contacts

e Pseudonymised healthcare data

e Other types of data specified in the protocol for the
clinical study (which is subject to approval by the
Ethical Committee/IRB).
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Purpose of processing

Obtaining approval and for conduct of a clinical trial initiated
by the Sponsor

Time for processing

Determined by the protocol as approved by the Ethical Committe
(IRB)

Personal Data to be processed:

Study team members” and investigator names and CVs

Sensitive Personal Data to be
processed:

Pseudonymised health care data (specific types determined in
the protocol reviewed by the ethical committee/IRB)

Data subjects

e Subjects enrolled in the clinical trial ,ALZ-801-
201ADBM: A Phase 2, Single Arm, Study of the
Biomarker Effects of ALZ-801 in Subjects with Early
Alzheimer’s Disease Who Are Carriers of the €4
Variant of the Apolipoprotein E Gene (APOE 4/4 or
APOE 4/3)

¢ |nvestigator and other members of the study team
involved in conducting clinical trial ,,ALZ-801-
201ADBM: A Phase 2, Single Arm, Study of the
Biomarker Effects of ALZ-801 in Subjects with Early
Alzheimer’s Disease Who Are Carriers of the €4
Variant of the Apolipoprotein E Gene (APOE 4/4 or
APOE 4/3)" on behalf of the Institution

Purpose of the transfer(s)

e Conduct, management, monitoring and evaluation of a
clinical trial “ALZ-801-201ADBM: A Phase 2, Single
Arm, Study of the Biomarker Effects of ALZ-801 in
Subjects with Early Alzheimer’s Disease Who Are
Carriers of the €4 Variant of the Apolipoprotein E Gene
(APOE 4/4 or APOE 4/3)” by the Sponsor

e Submission of reports and outcomes of
aforementioned clinical trial to regulatory authorities.

Categories of data

e Personal data within the meaning of Article 4 (1) of the
GDPR

e Special categories of personal data within the meaning
of Article 9 (1) of the GDPR

Recipients

e Sponsor of the clinical trial

e Regulatory authorities such as US FDA

e Other official authorities to whom the Sponsor owes a
duty to disclose personal data

Sensitive Data (if applicable)

As listed in the current version of the protocol and including
for example:

- Cerebrospinal Fluid (CSF) markers: abeta (AB-40, AB-
42) and tau (total tau, p-tau) pathology;
neurodegeneration — Neurofilament Light (NfL);
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synaptic toxicity - neurogranin; and microglia -
STREM?2

- Plasma markers: AB40, AB42, p-tau, NfL

- Mini-Mental State Examination (MMSE)

- Neuropsychiatric Inventory (NPI)

- Functional Assessment Questionnaire (FAQ)

- Rey Auditory Verbal Learning Test (RAVLT)

- Digit Symbol Substitution Test (DSST)

- Brief Visuospatial Memory Test — Revised (BVMT-R)

- Phonemic verbal fluency, Czech version (NKP)

- Face Name Associative Memory Exam (FNAME)

- Trail Making Test (TMT)

- pharmacokinetics (PK) of ALZ-801 and its metabolites
in AD subjects, etc.

Data protection registration
information of data exporter (if
applicable)

NA

Additional useful information
(storage limits and other
relevant information)

Personal data will be stored for a period authorized by a patient
and/or set forth by applicable laws as a mandatory retention
period for data generated in the clinical research.

Contact points for data
protection enquiries

Data importer

VP Portfolio Management
111 Speen Street, Suite 306, Framingham, MA 01701

www.alzheon.com

Data exporter

Principal Investigator

V Uvalu 84, 150 06 Prague, Czech Republic
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