Dodatek ¢. 1 ke Smlouvé o zabezpeceni klinického
hodnoceni (Dale jen ,,Dodatek €. 1)

Protokol: Xxxxx

Niézev klinického hodnoceni: xxxxx (Dale jen
,.klinické hodnoceni‘)

Tento Dodatek ¢. 1 je uzavien mezi:

AXON Neurosciencq CRM Services SE, Se sidlem
na adrese XxXxxxx , ICO: xxxxxx , Zapsana v XXXXXX
(Déle jen ,,AXON CRM®)

a

PPD Investigator Services LLC, Se sidlem na adrese
xxxxx (Déle jen ,,PPD*)

a

Fakultni nemocnice u sv. Anny v Brné, se sidlem
XXXXXX , ICO: xxxxxx , DIC: xxxxxxx, jednajici
prostiednictvim Xxxxxx (dale jen ,,poskytovatel*)

a

MUDr. xxxxxX, Trvalym bydlistém: XxXxxxx , Datum
nar.: Xxxxxx (dale jen “zkousejici”’)

(AXON CRM, PPD, poskytovatel a zkousejici dale

jednotlivé jen ,smluvni strana“ aspolecné jen
smluvni strany*).

Preambule

Kxxxxx (,,den tcinnosti prevodu“) AXON

NEUROSCIENCE SE, se sidlem XXXXXX , registracni
Cislo XXXXXX , zaregistrovana v XXXXXX, pfedtim se
sidlem XXXXX, XXXXXX, XXXXXX (,,AXON
NEUROSCIENCE®), prevedl cast svého podniku
véetn¢ klinickych a medicinskych aktivit na svého
100% nastupce, AXON CRM. Prevod probé¢hl podle
prava Slovenské republiky ve smyslu §476 a nasl.
Zakona ¢. 513/1991 Zb., Obchodny zakonik,
(,,Obchodny zakonik®) dle kterého ke dni Uc¢innosti
pfevodu, vSechna prava a zavazky, kterych se dotyka
prevod casti podniku, piechazi na AXON CRM. Ode
dne Uc¢innosti pfevodu do budoucna AXON CRM
nahrazuje AXON NEUROSCIENCE jakozto smluvni
stranu Smlouvy o zabezpeceni klinického hodnoceni
(podle §477 (1) Obchodniho zakoniku). K zamezeni
jakychkoli pochybnosti, AXON NEUROSCIENCE
jakozto vlastnik prav duSevniho vlastnictvi a
hodnoceného 1éCiva zlstava Zadavatel klinického
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Amendment No. 1 to the Agreement on Clinical
Study (,,Amendment No.1%)

Protocol: xxxxxx

Name of the Clinical Study: xxxxxx (the ,,Clinical
Study*)

This Amendment No.1 is made by and between:

AXON Neuroscience CRM Services SE, With its
registered address at xxxxxx, Company ID No.:
XXXXXX , Registered in xxxxxx (,,AXON CRM®)

and

PPD Investigator Services LLC, With its registered
address at xxxxxx (,,PPD%)

and

St. Anne’s University Hospital in Brno, With its
registered address at xxxxxx, Identification No.:
XXXXXX , VAT No.: XXXXXX , represented by: XXXXXX
(the ,,Medical Facility*)

and

Xxxxxx , MD, With permanent residence at: XXXXXX ,
DOB: xxxxxx , (further, the “Investigator”)

(AXON CRM, PPD, the Medical Facility and
Investigator each referred to as the ,,Party* and jointly
referred to as the ,,Parties*).

Preamble

As of xxxxxx (the ,Effective Day of Transfer®)
AXON Neuroscience SE, with its registered seat at
XXXXXX , registration number xxxxxx, registered with
XXXXxX  previously residing at xxxxxx (,AXON
NEUROSCIENCE®), transferred part of its business
covering clinical and medical activities to its 100%
subsidiary, AXON CRM. The transfer took place
under Slovak law on the basis of section 476 et seq of
Act no.: 513/1991 Coll the Commercial Code (the
“Commercial Code”), according to which, as of the
Effective Day of Transfer, all rights and obligations
that relate to the transferred part of business were
transferred to AXON CRM. From the Effective day of
transfer onwards, AXON CRM replaced AXON
NEUROSCIENCE as the party to the Clinical Study
Agreement (section 477(1) of the Commercial Code).
To avoid any doubts, AXON NEUROSCIENCE, as
the owner of the IP and the Study drug, remains the
Sponsor of the Study and AXON CRM will perform
all activities related to the performance of the Study on
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hodnoceni a AXON CRM bude vykonavat vsechny
aktivity souvisejici s vykonanim klinického hodnoceni
> jménu AXON NEUROSCIENCE.

<

mluvni strany jsou smluvnimi stranami smlouvy
zabezpeCeni  klinického  hodnoceni, sp. zn.
oskytovatele xxxxxx , ze dne xxxxxx (,,Smlouva
zabezpeceni klinického hodnoceni), predmétem
které je klinické hodnoceni XxXxXX (,,hodnocené
1é¢ivo). Smluvni strany cht&ji zménit Smlouvu
0 zabezpeceni klinického hodnoceni.

O T O W\

Proto se smluvni strany dohodly nasledovné:

1) Priloha ¢. 1 Smlouvy o zabezpeceni klinického
hodnoceni s nazvem ,,Rozpis Plateb“ se méni
a nahrazuje nasledovné:

a.) Puvodni znéni textu:

,,Neuspésné skriningy: Prijemci plateb bude
uhrazena cdstka za kazdy neuspésny skrining dle
uvedeni v tabulkach plateb nize, maximalné 2
(dva) neuspésnych skriningii na kazdé 3 (tFi)
zarazené subjekty hodnoceni. Pro ucely této
smlouvy se za neuspésny skrining bude povazovat
kazdy pacient, ktery zjevné splni kritéeria pro
skining,  podepise  formular  informovaného
souhlasu, absolvuje skriningovou navstévu, avsak
nebude do klinického hodnoceni zarazen. Platba
za neuspésny skrining se bude vyse uvedenému
prijemci plateb hradit na zdakladé doruceni spravne
vyplnéné faktury s rozepsanymi polozkami. *

se nahrazuje nasledujicim novym znénim:

wNetispésné skriningy: V kazdém fakturacnim
obdobi bude Prijemci plateb uhrazena castka za
kazdy neuspésny skrining ve vysi 100 % ze sumy za
prvail navstévu, jak je urceno V tabulkdach plateb
nize. Pro ucely této smlouvy se za neuspésny
skrining povazuje kazdy pacient, ktery Spini
kritéria pro skrining uvedeny Vv priloze ¢. 1 (,, Pre-
Screening Chceklist”) tohoto Dodatku ¢. 1,
podepsal  formular  informovaného  souhlasu,
absolvuje skriningovou navstévu, avsak nebude do
klinického  hodnoceni zarazen; Platba za
neuspesny skrining se bude vyse uvedenemu
prijemci plateb hradit na zdakladeé doruceni spravne
vyplnéné faktury s rozepsanymi polozkami.

Prijemci plateb bude uhrazena castka za vSechny
neuspésné skriningy, které se vykonaly od zacdtku
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behalf of AXON NEUROSCIENCE.

The parties are parties to an agreement on clinical
study, Medical Facility evidence No.: xxxxx , from
XXXXXX (the “Agreement on Clinical Study*) the
subject matter of which is clinical evaluation of
XXXXXX (the ,,Study Drug“). The Parties wish to
amend the Agreement on Clinical Study.

Therefore, the parties have agreed as follows:

1) Appendix No.l to the Agreement on Clinical
Study named ,,Payment Schedule” is replaced as
follows:

a.) The original wording:

., Screen Failures: The Payee will be reimbursed
for each Screen Failure per the Tables of
Payments below up to a maximum of two Screen
Failures for every three Clinical Study subjects
enrolled. For purposes of this Agreement, a Screen
Failure shall mean any patient, who initially
appears to meet the criteria for screening, signs
the informed consent form, completes the
screening visit but is not enrolled into the Clinical
Study. Payment for Screen Failures will be
payable to the above listed Payee based upon the
receipt of correct and itemized invoices.”

Is replaced by the following new wording:

,Screen Failures: In every invoicing period, the
Payee will be reimbursed for each Screen Failure
in the amount of 100% of the amount of the first
visit as per the Tables of Payments below. For
purposes of this Agreement, a Screen Failure
means any patient, who meets the criteria for
screening as shown in the Pre-screening Checklist,
as set out in Appendix No. 1 (“Pre-Screening
Checklist”) attached to this Amendment NoO.1,
signs the informed consent form, completes the
screening visit but is not enrolled into the Clinical
Study. Payment for Screen Failures will be
payable to the above listed Payee based upon the
receipt of correct and itemized invoices. The Payee
shall be reimbursed for all Screen Failures which
occurred since the beginning of the Clinical
Study.”

The Payee shall be reimbursed for all Screen
Failures which occurred since the beginning of the
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b.)

c.)

studie

Do Rozpisu plateb se vklada nasledujici novy text
pro Dodate¢né administrativni vydaje:

,,Dodatecné administrativni vydeje: Jako vysledek
pribyvajicich administrativnich vydajii
vynaloZenych  Prijemcem plateb kdyz pocet
pacientit prekroci nize uvedeny prah, bude
Prijemci plateb uhrazena za dodatecne vynalozZené
administrativni vydeje platba dle nize uvedencho:

e za 6. (Sestecho) az 10. (desatého) pacienta
zarazeného do klinického hodnoceni vcetné: ve
wsi 30% ze sumy za kazdou uspésné
vykonanou navstévu, jak je urceno v tabulkdch
plateb nize.

e za [l. (jedendctého) a vice pacienta
zarazeného do klinického hodnoceni: ve vysi
45% ze sumy za kaZdou uspésné vykonanou
navstevu, jak je urceno v tabulkach plateb
nize

Vyse uvedené Dodatecné administrativni vydaje

budou uhrazeny na bankovni ucet zkousejici.

Tabulky plateb se rus$i a nahrazuji se novymi
Tabulkami plateb nize:

b.)

c.)

Khi/2016/005/Ko
study”

The new Additional Administrative Costs wording
shall be added to the Payment Schedule as follows:

“Additional Administrative Costs: As a result of
increased administrative costs accrued by the
Payee if the number of patients exceeds the
thresholds below, the Payee shall be reimbursed
for additional administrative costs as follows:

o for the 6th (sixth) randomized patient to the
10th (tenth) randomized patient inclusive: in
the amount of 30% of the cost per patient for
each visit successfully performed, according to
the rates set forth in the Tables of Payments
below;

o for the 11th (eleventh) randomized patient on:
in the amount of 45% of the cost per patient
for each visit successfully performed,
according to the rates set forth in the Tables of
Payments below.”

The above mentioned Additional Administrative
Costs shall be payed to the bank account of the
Investigator.

The original Tables of Payments expire and are
replaced by the below Tables of Payments:

PSS Suma za jeden subjekt hodnoceni za navstévu
v CZK bez DPH/ Amount per Study Subject
per visit in CZK, VAT excluded

Medical Facility Investigator
1. Rozpis navstév/Visit Description CZK 138626,40 CZK XXXXXX
Visit 1/ Navstéva 1 CZK XXXXXX CZK XXXXXX
Visit 2/ Navstéva 2 CZK XXXXXX CZK XXXXXX
Visit 3/ Navstéva 3 CZK  XXXXXX CZK XXXXXX
Visit 4/ Navstéva 4 CZK  XXXXXX CZK XXXXXX
Visit 5/ Navstéva 5 CZK  XXXXXX CZK XXXXXX
Visit 6/ Navstéva 6 CZK  XXXXXX CZK XXXXXX
Visit 7/ Navstéva 7 CZK  XXXXXX CZK XXXXXX
Visit 8/ Navstéva 8 CZK  XXXXXX CZK XXXXXX
Visit 9/ Navstéva 9 CZK  XXXXXX CZK XXXXXX
Visit 10/ Navstéva 10 CZK  XXXXXX CZK XXXXXX
Visit 11/ Navstéva 11 CZK  XXXXXX CZK XXXXXX
Visit 12/ Navstéva 12 CZK  XXXXXX CZK XXXXXX
Visit 13/ Navstéva 13 CZK  XXXXXX CZK XXXXXX
Visit 14/ Navstéva 14 CZK  XXXXXX CZK XXXXXX
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Visit 15/ Navstéva 15 CZK  XXXXXX CZK XXXXXX
Visit 16/ Navstéva 16 CZK XXXXXX CZK XXXXXX
Visit 17/ Navstéva 17 CZK  XXXXXX CZK  XXXXXX

2. Patient invoiceable procedures CZK 20809,24 CZK XXXXXX
FDG PET - Brain; sub-study (optional) will not be applied will not be applied
CSF Sampling (optional) CZK 2704,04 CZK  XXXXXX
MRI CZK 13561,00
Unscheduled Visit (optional) CZK 6726,40 CZK XXXXXX
Early discontinuation visit (optional) CZK11378,80 CZK XXXXXX

3. Medical Facility Start-up fee CZK 30000,00

4. Archivation fee (15 years) CZK 15000,00

5. Pharmacy Start-up fee CZK 3000,00

6. Ammendment to Agreement fee (one) CZK 5000,00

7. Pharmacy fee (per month) CZK 1200,00

8. Screening Failure CZK 10848,40 CZK XXXXXX

9. National Coordinator fee (whole duration of the

CZK XXXXXX

Study)

2) Tento Dodatek ¢. 1 se stava platnym a u¢innym @ 2) This Amendment No. 1 becomes valid and
dnem podpisu smluvnimi stranami. effective on the day of its signing by all Parties.

3) Ostatni ustanoveni Smlouvy 0 3) Other provisions of the Agreement on Clinical
zabezpeceni klinického hodnoceni timto Dodatkem Study remain unchanged, valid and effective.
¢. 1 nezménéna, zlstavaji platna a u€inna.

4) Pro piipad jakychkoli rozpori mezi ceskou @ 4) In the case of any discrepancy between the Czech
a anglickou verzi tohoto Dodatku ¢. 1 ma piednost and the English version of this Amendment No.1
Ceska verze. the Czech version shall prevail.

5) Tento Dodatek ¢ 1 je wvypracovan ve 4 @ 5) This Amendment No.l is made in 4 counterparts,

Podpis / Signature :

vyhotovenich, z nichz kazda smluvni strana obdrzi
po jednom.

Seznam pftiloh k tomuto Dodatku ¢. 1:
Pfiloha ¢. 1 : ADAMANT Pre-Screening Checklist

one for each Party.

List of Annexes to this Amendment No.1:

Appendix No.1: ADAMANT Pre-Screening

Checklist

Jako diikaz svého souhlasu s timto Dodatkem ¢. 1 ho smluvni strany podepisuji. / In witness of their
consent to this Amendment No.1, the Parties have signed below.

AXON Neuroscience CRM Services SE

Jméno / Name : XXXXXX
Funkce / Title : XXXXXX
Datum / Date : 22.12.2016
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PPD

Podpis / Signature :

Jméno / Name :

Funkce / Title :

Datum / Date : 10.01.2017

Medical Facility / Poskytovatel

Podpis / Signature :

Jméno / Name : XXXXXX
Funkce / Title : XXXXXX
Datum / Date : 18.01.2017

zkouSejici / Investigator

Podpis / Signature :

Jméno / Name : MUDI. XxXXXXX

Datum / Date : 13.01.2017
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