Priloha 1
Finan¢né podmienky

Appendix 1
Financial Terms

Centrum moze v priebehu klinického skusania
poziadat' o zrevidovanie tu uvedenych tudajov o
prijemcovi plathy. V takychto pripadoch sa Zmluvné
strany dohodli, ze nebudu potrebné ziadne dodatky k
tejto zmluve za predpokladu, ze Centrum poskytne
pisomné ozndmenie PPD s revidovanymi (dajmi o
prijemcovi platby a pripadne s revidovanym PAF.
Zmluvné strany sa d’alej dohodli, Ze PPD neprebera
zodpovednost za nespravne udaje o prijemcovi
platby poskytnuté Centrom.

Faktary: Originaly, spravne faktiry a faktdry za
jednotlivé polozky poslite na adresu:

Center may request to revise the its payment details
provided herein during the course of the Clinical
Trial. In such cases, the Parties agree that no
amendment to this Agreement shall be required
provided that Center provides written notification to
PPD with the revised payee details and, if applicable,
arevised PAF. The Parties further agree that Sponsor
assumes no liability for incorrect payee details
provided by Center.

Invoices: Please send original, correct and itemized
invoices to the following:

Invoices should be addressed to:

Invoices should be sent for payment to:
PPD Development, LLC
By email to

929 North Front Street
Wilmington, NC 28401
Attn: Accounts Payable

V kopii:

Copy to:

Sponsor's full legal name and address as per contract.

) o s oznacéenim: ¢isla protokolu, meno hlavného skisajiiceho a meno
PPD monitora Klinického skusania (pokial’ je zname) (CRA).

with following details: Protocol number, name of the Principal
Investigator and PPD Clinical Trial monitor name (if known) (CRA).

Nabor: Centrum uznava, Ze ide 0 klinické skuSanie
uréené na vyhodnotenie stanoveného poctu subjektov
skuSania. Od Centra sa ocakdva, Ze vynalozi
maximalne Usilie pri n&bore, ako je to stanovené v
tejto Zmluve. Po naplneni naboru cielového poctu
subjektov pre tuto klinické sktisanie bude Centrum
o0tom informované a poucené, aby nepokracovalo
v nabore subjektov.

Enrollment: Center acknowledges that this is a
Clinical Trial designed to evaluate a set humber of
trial subjects. Center will be expected to apply best
efforts for enrollment as provided for under the
Agreement. When enrollment of the target number of
trial subjects for the entire Clinical Trial is complete,
Center will be notified and instructed not to continue
enrolling trial subjects.

Klinické skusanie je platené nasledovne:

The Clinical Trial shall be payable as follows:

Néklady na subjekt: Centru bude zaplatené v sulade s
nizSie uvedenym rozpoctom Platby sa budu

Cost per trial subject: Center will be reimbursed in
accordance of the budget below. Payments will be
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vykonavat’ Stvrtrocne v EUR a budu zalozené na
Udajoch zadanych do CRF.

made in EUR and will be based on data entered in
CREF’s.

Neuspe$ny skrining: Centru bude zaplatené za
vsetky neuspesné skriningy (ako je definované nizsie)
a bude mu zaplatend rovnakd suma ako za
skriningov navstevu v sulade s rozpoc¢tom. Na ucely
tejto Zmluvy sa za netspesnym skriningom rozumie
kazdy subjekt, ktory najskor zdanlivo spiiia kritéria
klinického skusania a podpiSe hlavny formular
informovaného sthlasu. Platba za netspesny skrining
bude Centru splatnd Stvrtrotne v spojeni s
planovanou stvrtro¢nou platbou Centru.

Screen Failures: The Center will be paid for all
Screen Failures (as defined below) and will be
reimbursed the same amount as for screening visit in
accordance with the rates set forth in the Budget. For
purposes of this Agreement, a Screen Failure shall
mean any trial subject, who initially appears to meet
the Clinical Trial criteria and signs the main informed
consent form. Payment for Screen Failures will be
payable to Center on a quarterly basis in conjunction
with the Center’s scheduled quarterly payment.

Poplatky za EK: Poplatky EK budd hradené priamo
PPD.

EC Fees: EC fees will be reimbursed directly to the
EC by PPD.

Refundané poukazky pre subjekty: Naklady
subjektu skuSania, ktoré mu vznikli v spojitosti so
stravovanim a/alebo dopravou na navstevy a z
nav§tev v ramci klinického skuSania podla
poziadaviek Protokolu sa kazdému subjektu sktiSania
refunduju vo forme stravnych poukdzok na sumu
40.00 € (3tyridsat eur) za kazdu navstevu. Za vedenie
uctovnej evidencie vsetkych pouzitych a nepouzitych
stravnych poukéazok zodpoveda Hlavny skuSajuci.
Vydéavanie poukdzok bude monitorovat Zadavatel
alebo nim poverena osoba v ramci pravidelnych
monitorovacich navstev.

Subject Reimbursement Vouchers: Trial subject
costs incurred for meals and/or transportation to and
from Clinical Trial visits as required by Protocol shall
be reimbursed to each trial subject per visit in the
form of meal vouchers in the amount of 40.00 € (forty
Euro). The Principal Investigator shall be responsible
for keeping an accounting log of all used and unused
vouchers. The provision of vouchers shall be
monitored by Sponsor or its authorized representative
during regular monitoring visits

Zavainé neziaduce udalosti (SAE): SAE budu
preplatené v sume stanovenej v rozpocte po prijati
spravnych a podrobnych faktr od Centra
spolo¢nostou PPD/Zadavatelom. Tato ndhrada
pokryva ¢as spojeny s kontrolou a predlozenim SAE.

Serious Adverse Events (SAEs): SAEs will be
reimbursed in the amount set forth in the budget each,
upon Sponsor’s/PPD’s receipt of correct and itemized
invoices from Center. This reimbursement covers the
time associated with the review and submission of the
SAE.

Neplanované navstevy: Neplanovand navsteva
znamena navstevu subjektu, ktorda nie je vyslovne
stanovena v protokole, ale je inak potrebnd pre
klinické sktsanie. Neplanované navstevy budu
preplatené v sllade so sadzbami stanovenymi v
rozpocte. V pripade, Ze do rozpoctu nie je zahrnuté
lekarsky nevyhnutné vySetrenie, Centrum musi pred
vykonanim  vySetrenia  ziskat  predchadzajtci
pisomny sthlas. Vyska nahrady za postup, ktory nie
je zahrnuty v rozpocte, bude schvaleny v cCase
poskytnutia pisomného sthlasu.

Unscheduled Visits: An Unscheduled Visit means a
trial subject visit which is not expressly set forth in
the Protocol but is otherwise required for the Clinical
Trial. Unscheduled Visits will be reimbursed in
accordance with the rates set forth in Budget. In the
event a medically necessary procedure is not included
in the Budget, Center must receive prior written
approval before procedure is performed. Amount of
compensation for a procedure not included in Budget
will be approved at the time written approval is
provided.

Standardna starostlivost’: Standardna starostlivost’
zahfia vSetky medicinsky nevyhnutné vysetrenia,
postupy alebo testy, od ktorych by sa ocakavalo, ze
budi vykonané, aj keby sa subjekt nezucastnil na

Standard of Care: Standard of Care (SOC)
assumptions include any medically necessary
treatments, procedures or tests that would be expected
to be performed even if the subject were not
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klinickom sku8ani. VySetrenia, postupy alebo testy
identifikované v ramci rozpoCtu ako Standardna
starostlivost’ zaplati tretia strana, pokial’ to takato
tretia strana neodmietne. Centrum/Hlavny skuSajtci
zabezpeci, aby boli vSetky odmietnutia Standardne;j
starostlivosti prijatelné pred odoslanim faktldry na
preplatenie PPD/Zadavatel'ovi.

participating in the Study. Treatments, procedures or
tests identified within the budget as SOC are to be
paid by third party payee unless denied by such
payee. Center/Principal Investigator will ensure all
SOC denials are acceptable prior to submitting an
invoice for reimbursement from PPD/Sponsor.

Zaveretna platba: Konecnd platba zahfnajica
zadrzné vo vyske desat’ percent (10%) bude splatna
po dokonceni zavere¢nej navstevy (close-out visit) a
po obdrzani nasledujucich tudajov: (i) vSetkej
dokumentécie o klinickom sk08ani, (ii) prehladu
vSetkého nepouzitého skuSaného lieku, (iii) vSetky
vyplnené a spravne CRF/otazok, (iv) ukoncenie
uzamknutia databazy (database lock) a (V)
akychkol'vek objasnenych a doplnenych poziadaviek
vznesenych PPD alebo Zadavatelom tykajucich sa
Udajov alebo evidencie klinického skiisania. Koneéné
faktury je potrebné predlozit PPD/Zadavatel'ovi do
60 dni od zavereCnej navstevy na Centre. Faktiry
prijaté po tomto termine nemusia byt preplatené.
Kone¢na platba bude spracovana po kone¢nom
vyrovnani a bude zahfilat' zadrzné a/alebo vSetky
nevyrovnané platby Centru. Ak Centrum nemé
ziadne nevyrovnané platby, nebudu sa realizovat
ziadne d’alSie platby.

Final Payment: The final payment to include the ten
percent (10%) withholding will be payable upon
completion of the close-out visit and upon receipt of
the following: (i) all Clinical Trial documentation, (ii)
the accountability of all unused Study Drug, (iii) all
completed and correct CRFs/queries, (iv) completion
of database lock and (v) any clarification requests
made by PPD or Sponsor regarding trial data or
records. Final invoices must be submitted to
PPD/Sponsor within 60 days of Center’s Study close-
out visit. Invoices received after this time may not be
reimbursed. Final payment will be processed after
final reconciliation is performed and will include
withholding and/or any outstanding payment to
Center. If Center has no outstanding payment no
additional payments shall be made.

Bez predchadzajuceho  pisomného  suhlasu
Zadavatel’a alebo PPD sa nebudu brat’ do uvahy
Ziadne d’alSie Ziadosti o dodatocné financovanie.

No other additional funding requests will be
considered without the prior written consent of
Sponsor or PPD.

Visit table / Tabul’ka navStev
. Days - .
Visit Week d Vist Costs per visit / Suma
window eeKs an Type * | za navstevu
Window
- Up to -28 to -
Screenin X
; 28 days 1 188.00 €
1 1 1 X 179.00 €
2 2 15 HV 46.00 €
3 4 29 X 58.00 €
Primary Evaluation Period 4 6 43 HV 61.00 €
(Masked Treatment) / 5 3 57 X
Obdobie primarneho 143.00 €
hodnotenia (zaslepena lie¢ba) 6 16 113 X 137.00 €
7 22 155 TV 24.00 €
8 28 197 X 199.00 €
9 32 225 TV 24.00 €
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10 36 253 X 145.00 €
11 44 309 X 129.00 €
12 52 365 X 214.00 €
13 54 379 HV 45.00 €
14 56 393 X 56.00 €
Secondary Evaluation Period 15 o8 407 WiV 45.00 €
(masked Treatment) / 16 60 421 X 141.00 €
Obdobie sekundarneho 17 72 505 X 127.00 €
hodnotenia (zaslepena lie¢ba) 18 84 589 X 125.00 €
19 96 673 X 127.00 €
20 104 729 X 197.00 €
oD X 56.00 €
Masked Optimal Dose (OD) 2 2 HV 45.00 €
transition / Prechod na 4 2 X
zaslepent optimalnu davku 56.00 €
(OD) 6 2 HV 45.00 €
8 2 X 56.00 €
21 21 813 X 138.00 €
Open Label From Week 105 22 22 897 X 129.00 €
up to 1 year / Nezaslepené -
Od 105. tyzdia po 1 rok 23 23 981 X 138.00 €
24 24 1065 X 207.00 €
D1 T
Taper (Masked or Open- T1 T1 D3 ° HV 23.00 €
Label) 6 Days / ZniZovanie .
davky(zaslepené alebo T2 T2 D4 to HY
nezaslepené) 6 dni D6 23.00 €
Follow-up (EOS) / Kontrola o
Post last X
(EOS)
dose 43.00 €
TOTAL PER ALL VISITS / CELKOM ZA VSETKY NAVSTEVY 3,369.00 €

X = navsteva na klinike;

HV = domaca navsteva VHS; TV = telefonickd navsteva; HV sa moze zmenit’ na klinickt ndvstevu na zdklade

dohody medzi pacientom a pracoviskom, avsak pri dodrzani rovnakych HV vySetreni.

Other costs / DalSie platby

Costs per unit/ Suma

za jednotku
Conditional visit ET / Podmiene¢nd navsteva ukondenie liecby 214.00 €
Screen failure / Netspesny skrining 188.00 €
Unscheduled visit / Nepldnovana névsteva 214.00 €
FSH for Females 5.00 €
Patient reimbursement / Nahrada pacientom 40.00 €

Alexion_ALXN2040_GA-201_Slovakia_Pl (Mikova) CTA
Approved for signature TH 30Mar22

40/ 44



PPD Confidential Information

Alexion; Protocol #ALXN2040-GA-201_Slovakia_Pl Mikova_Sponsor-Center-PI CTA Page 41 of 44
Template version July 2019 _30Mar22



PPD Confidential Information

Alexion; Protocol #ALXN2040-GA-201_Slovakia_Pl Mikova_Sponsor-Center-PI CTA Page 42 of 44
Template version July 2019 _30Mar22





