DODATEK C. 3
ke

Smlouvé o provedeni klinického
hodnoceni

ze dne 19.10.2020

Studie Protokol: ALZ-801-201ADBM

Tento dodatek €. 3 uzaviraji tyto strany:

1.) ALZHEON Inc., spolecnost zaloZzend podle

prava statu Delaware a zapsand u

Ministerstva vnitra, oddéleni korporaci pod
spisovou znackou 5353825, se sidlem 111
Speen Street, Framingham, Massachusetts

01701, Spojené staty americké, zastoupenou

dale jen ,Zadavatel”

2.) Emmes Biopharma Global s.r.o., se
sidlem V Jdmé 699/1, 110 00 Praha 1, Ceska
republika, IC: 62917927 DIC: CZ62917927,
zapsana v obchodnim rejstfiku vedeném

Méstskym soudem v Praze pod sp. zn. C

(dale jen "Emmes"),

AMENDMENT NO. 3
to

Clinical Trial Agreement

Dated 19" October 2020

Study Protocol: ALZ-801-201ADBM

This Amendment No. 3 is made 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, represente |

(hereinafter “Sponsor”),
and

2.) Emmes Biopharma Global s.r.o. registered
office: V Jdmé 699/1, 110 00 Prague 1, Czech

Republic, ID Number: 62917927 VAT:

CZ62917927, registered in the
Commercial Register kept by the Municipal

Court in Prague, file number C 35823, -

-(hereinafter "Emmes"),

and
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3.) Fakultni nemocnice v Motole, statni
prispévkova organizace, se sidlem V Uvalu 84,
150 06 Praha, Ceska republika, zastoupena
I -
zakladé povéreni, 1CO: 00064203 DIC:
CZ00064203,

(dale jen , Poskytovatel”)

1. DpuUvoDy
1.1 Po uzavieni Smlouvy ze dne 19.10.2020,
dodatku €. 1 ze dne 31.3.2021 a dodatku €. 2
ze dne 30.11.2022 strany identifikovaly,
v souvislosti s novou verzi protokolu 6.0 ze
dne 6.2.2024, tvofi

ktery prilohu

A-2 tohoto dodatku, nutnost provedeni

nasledujicich zmén:

(a) Pridanim druhého roku prodlouZeni do
klinického hodnoceni (LTE rok 2) bude
Subjektiim hodnoceni, ktefi dokonéi prvni rok

umoznéno pokracovat v léébé s hodnocenym

pfipravkem - po dobu dalSich .

- Z toho vyplyvaji nasledujici zmény:

(1) pridani navseev |
I i

budou v klinickém hodnoceni pokradovat.

Subjektdim hodnoceni, ktefi dokonEi-

- prvniho roku prodlouzeni

klinického hodnoceni bude nabidnuta ticast

v navazujici ¢asti LTE rok 2.

3) with its
registered office at V Uvalu 84, 150 06 Prague,
Czech Republic represented by

on authorization corporate ID no. 00064203,

Teaching hospital Motol,

tax ID no.: CZ00064203,

(hereinafter the “Provider”)

1. BACKGROUND
1.1 After executing the aforementioned
Agreement dated on October 19 2020 and its
Amendment No. 1 dated on March 31 2021
and Amendment No. 2 dated November 20
2023, the Contracting parties identified, in
connection with the new Protocol version 6.0
dated on 6th February 2024, attached hereto
as Annex A-2, a need to make the following
changes:

(a) Adding the second year of a long-term
extension (LTE year 2) to the study to allow
subjects who complete the first year of study

extension | o continue

to receive treatment with - for an ad-

ditional - which results in related

changes:

who will continue in clinical trial.

Subjects who complete -f the

first year of study extension will be offered

participation in the LTE year 2.
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Vysledky vysetreni, které jsou provadény

Vv ramci _ prodlouZeni
klinického hodnoceni (LTE rok 1) budou
pouzity jako vstupni hodnoty pro navazujici
¢ast klinického hodnoceni (LTE rok 2) u
subjektl hodnoceni, ktefi pokracuji do
druhého roku prodlouzZeni pfimo z ndvstévy

-nebo podstoupi dodate¢nou navstévu

I -

Subjekty hodnoceni, ktefi jiz absolvovali

_a mezi pokracovanim do

navazujici ¢asti klinického hodnoceni (LTE rok
2) uplynulo vic nez -, podstoupi

dodateénou_. Vysledky

vySetreni, které jsou provadény v ramci
_ budou pouZity jako vstupni
hodnoty pro navazujici ¢ast klinického

hodnoceni (LTE rok 2).

Subjekty hodnoceni, ktefi se nebudou ucastnit
LTE roku 2 navazujici ¢asti klinického
hodnoceni a subjekty hodnoceni, u kterych
mezi _a navazujici ¢asti
klinického hodnoceni (LTE rok 2) uplynou vic
_ absoIvujl'-- na
konci prvniho roku prodlouzeni klinického
hodnoceni (LTE rok 1). Subjekty hodnoceni,
ktefi postoupi do navazujici ¢asti klinického
hodnoceni méné _ od navstévy
- vynechajl'_na konci

prvniho roku prodlouzZeni (LTE rok 1).

The assessments that are performed-
_of the study extension (LTE year
1) will be used as the baseline assessments in
the LTE year 2 in subjects who continue di-

rectly to the second year of study extension

or undergo additional visit_
- -

Subjects who already completed -and
more than -passed between the visit

and their continuation to the LTE year 2, will

undergo additional -

The assessments that are performed at the

-wiII be used as the baseline assess-

ments in the LTE year 2.

Subjects who do not participate in the long-

term extension year 2 (LTE year 2) and sub-

jects who have more _between
-and their continuation to the LTE
year 2 are to complete _ of

the first year of study extension phase. For

subjects who proceed into the LTE year 2 in

s NN o I

-of the first year of study extension
(LTE year 1) will be skipped.
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(2)

hodnoceni, v navaznosti na upravu ceniku

aktualizovany rozpocCet pro klinické
Poskytovatele, ktery tvofi pfilohu A-1 tohoto

Dodatku.

1.2 Sohledem na okolnosti uvedené v ¢l. 1.1
vySe se smluvni strany dohodly uzavfit
tento dodatek ¢.3 ke Smlouvé (dale jen
,Dodatek”), ktery je zamysSlen jako
nedilnd soucast Smlouvy a jehoz obsah byl

projednan a odsouhlasen smluvnimi stranami.

2. ZMENY SMLOUVY
Smluvni strany timto

meéni ustanoveni

Smlouvy, a to nasledovné:
Pfiloha A-1 Dodatku €. 2 — Tabulka €. 1
Souhrnna castka za ndvstévu, dale pak
Tabulka €. 2 Platby za nelspésny screening,
Tabulka €. 3 Neplanovana navstéva a Tabulka
€. 4 Dodatecné platby ve znéni Pfilohy A-1
Dodatku €. 2 je timto rozsifena Pfilohou A-1

pfipojenou k tomuto Dodatku.

Clanek IX — Odména

9. 1. - Clanek je timto Dodatkem ¢&. 3
modifikovan v nasledujicim znéni — Pro
proplaceni odmény v rdmci navazujiciho
klinického hodnoceni (LTE rok 2) bude tfeba
odevzdat radné vyplnénou dokumentaci CRF.
Monitorace dat neni pro proplaceni dale

nutna.

(2) updated budget for the clinical trial ac-
cording to new Provider’s price list, which is

attached hereto as an Annex A-1.

1.2 Having regard to circumstances specified
in Article 1.1 above, Contracting Parties agree
to enter into this Amendment No. 3 to the
Agreement (the "Amendment”), which is
intended as an integral part of the
Agreement, and the contents hereof have
been discussed and understood by the

Contracting parties.

2. AMENDMENTS TO THE AGREEMENT
The Contracting parties hereby agree to

amend the terms of the Agreement as
follows:

Exihibit A-1 — Table No.1 Total Cost per Visit,
then Table No. 2 Payment for screen failure,
Table No. 3 Unscheduled visit and Table No.
4 Additional Costs as amended in Exhibit 1 of
Amendment No.2 to the Agreement are
hereby extended with Annex A-1 attached

hereto.

Article IX - Remuneration

9. 1. - The Article is modified by this Amend-
ment No. 3 to read as follows - A properly
completed CRF will be required for payment
of remuneration in a follow-up clinical trial
(LTE Year 2). Data monitoring is no longer

required for reimbursement.
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3. DALSi USTANOVENI

3.1 Tento Dodatek méni podminky Smlouvy
od data posledniho podpisu posledni smluvni
strany a ucinnosti nabyva dnem uvetejnéni

v Registru smluv.

3.2 Svyjimkou pfipadi vyslovné uvedenych v
oddilu 2 tohoto Dodatku vSechny podminky

Smlouvy zlstavaji v plné platnosti a Gcinnosti.

NA DUKAZ TOHO smluvni strany prohlasuji,
Ze jejich raddné povéreni zastupci podepisuji

tento Dodatek ve tfech vyhotovenich.

3. MISCELLANEOUS

3.1 This Amendment amends the terms and
conditions of the Agreement with effect as
of the Effective Date (date of the last

signature of the last Contracting party).

3.2 Except as expressly provided in Section 2

of this Amendment, all terms of the
Agreement shall remain in full force and

effect.

IN WITNESS WHEREOF, the Contracting Par-
ties hereto have caused their duly authorized
representatives to sign the Amendment in

triplicate.

NASLEDUJE STRANA S PODPISY
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Zadavatel/Sponsor

V/In Framingham on .......ccccccceveveeeeenane.

Emmes Biopharma Global s.r.o.

V Praze dne/in Prague on .......cccccoeeeveevnenee.

Poskytovatel/Provider

V Praze dne/in Prague on .........ccceeeceeeenanee

na zakladé povéreni/ Authorized personel

J3, nize podepsan?_ jako zkousSejici potvrzuiji, Ze jsem se fadné
seznamil s timto Dodatkem ke Smlouvé. / |, the undersigned _ as
the Investigator certify that | have fully acquainted with this Amendment.

Zkousejici/ Investigator
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Priloha/Annex A-1

LTE year 2 Total Cost per Visit per Subject

= | ]

J

‘ Unscheduled visit
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