CONFIDENTIAL

DODATEK C. 1 KE SMLOUVE O KLINICKEM
HODNOCENi

Mezi

PPD Investigator Services LLC
a
Ustfedni vojenska nemocnice — Vojenska
fakultni nemocnice Praha
Pfizer Protokol # C3651011
(“Protocol”)

Tento dodatek ¢.1 (dale jen ,Dodatek”) se tyka
smlouvy o klinickém hodnoceni mezi spoleCnosti
PPD Investigator Services LLC (dale jen ,CRO")
a Ustfedni vojenskd nemocnice — Vojenska
fakultni nemocnice Praha (dale jen ,Centrum®)
pro klinickou studii s nazvem: ,Dvojité
zaslepena, randomizovana, placebem
kontrolovana studie faze 2 se 4 rameny
zjist'ujici priznaky, pusobeni, bezpecnost a
kvalitu Zivota souvisejici se zdravim pri
opakovaném podkoznim podani
ponsegromabu v porovnani s placebem u
dospélych ucastnikt se srdeé¢nim selhanim®
(dale jen .Studie”) souvisejici s Cislem Protokolu
uvedenym vySe s datem ucinnosti 22. kvétna
2023 (dale jen ,Smlouva“).

Tento Dodatek nabyva ucinnosti dnem schvaleni
etickou komisi ze dne 23. srpna 2023 dodatku 1
protokolu studie ze dne 6. ¢ervna 2023 (dale jen
.Datum uginnosti®).

souhlasi s

Smluvni  strany nasledujicimi

Upravami smlouvy:

1.V disledku dodatku k Protokolu 1 ze dne 6.
tervna 2023 se stavajici pFiloha 1 (Financ¢ni
podminky) Smlouvy rusi a nahrazuje
revidovanou pfilohou 1 (Financni
podminky) pfilozenou kK tomuto dodatku C.
;1

Viechny ostatni podminky Smiouvy zistavaji v
platnosti.

Tento Dodatek je sepsan v ¢eském a anglickém
jazyce a smiuvni strany povaZuji obé jazykove
verze za rovnocenné. avSak pro pfipad
vykladovych nesrovnalosti mezi jednotlivymi
verzemi se smluvni strany dohodly, ze pfednost
ma Ceska verze Smiouvy.

Tento Dodatek je vyhotoven ve Ctyfech (4)
stejnopisech. Centrum obdrZi Dodatek ve tfech
(3) vyhotovenich.
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AMENDMENT #1 TO
CLINICAL TRIAL AGREEMENT

Between

PPD Investigator Services LLC
and
Ustfedni vojenska nemocnice — Vojenska
fakultni nemocnice Praha
Pfizer Protocol # C3651011
(“Protocol”)

This Amendment #1 ("Amendment”) relates to
the Clinical Study Agreement between PPD
Investigator Services LLC ("“CRO") and Ustfedni
vojenska nemocnice - Vojenska fakultni
nemocnice Praha (‘Center’) for the clinical
study entitled: “A Phase 2, Double-blind,
Randomized, Placebo-controlled, 4-arm
Study to Investigate Symptoms, Function,
Health-Related Quality of Life, and Safety,
With Repeated Subcutaneous Administration
of Ponsegromab Versus Placebo in Adult
Participants With Heart Failure” (“Study”)
relating to protocol number identified above with
an effective date of 22 May 2023
(“Agreement”).

This Amendment is effective as of 23-August-
2023, the date of Ethics Committee approval of
the Study Protocol Amendment 1, dated 6 June
2023 (“Effective Date").

The parties agree to the following modifications
in the Agreement:

1. As a result of the Protoccl Amendment 1
dated 6" June 2023, the existing Appendix
1 (Financial Terms) of the Agreement is
deleted and replaced with the revised
Appendix 1 (Financial Terms) attached to
this Amendment #1.

All other terms of the Agreement remain in effect.

This Amendment is in Czech and English version
and parties consider both versions equal, but for
case of interpretation discrepancies between the
versions parties agree, that Czech version shall
prevail.
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Pfi nebo pfed uzavienim tohoto Dodatku
poskytne CRO centru redigovanou verzi Dodatku
ve formatu PDF (,Upraveny dodatek®), pficemz

odstranil veSkeré informace, které dle
rozumného uUsudku CRO nebo Zadavatele
predstavuji obchodni tajemstvi CRO nebo

Zadavatele. Do 10 dnu od podpisu Dodatku
zvefejni Centrum Upraveny Dodatek v registru
smiuv vedeném Ministerstvem vnitra {dale jen
Jregistr smiuv”) v souladu se zakonem 340/2015
Sb. v registru smluv. Centrum poskytne CRO
dukazy o zvefejnéni Upraveného dodatku,
jakmile to bude rozumné proveditelné. Pokud
CRO neobdrzi dikaz o zvefejnéni Upraveného
dodatku do 14 dn0 od pfijeti Upraveného
dodatku Centrem, bude CRO nebo Zadavatel
opravnén zvefejnit Upraveny dodatek v registru
smiuv. Strany berou na védomi, Ze Dodatek neni
platny, dokud nebude zverejnén v registru smluv,
a souhlasi s tim, Ze nebudou zahajeny Zadné
smiuvni aktivity souvisejici se Studii, dokud obé
strany neabdrZi potvrzeni o tamto zvefejnéni.

PRIJATO A SCHVALENO:

2891001 [Jlamd: 1 0 2-way CTAg

Approved for signature_12Dec23/PT

This Amendment is made in four
counterparts. Center shall receive
Amendment in three (3) counterparts.

At or before execution of this Amendment the
CRO will provide Center with redacted version of
the Amendment in pdf. Format (“Redacted
Amendment”) with all information considered
CRO’s or Sponsor’s business secret removed.
Center will publish the Redacted Amendment
within 10 days from Amendment signature in
Contract registry held by Ministry of Interior
("Contract Registry”) according to Act no.
340/2015 Coll. On Contract Registry. Center will
provide CRO evidence of publication of the
Redacted Amendment as soon as reasonably
possible. In case CRO will not receive the
evidence of publication of the Redacted
Amendment within 14 days from receipt of the
Redacted Amendments by the Center, CRO or
Sponsor has the right to publish the Redacted
Amendment. Parties acknowledge that the
Amendment is not effective until it is published in
the Contract Registry and agree that no
contractual activities related to the Study will start
before both Parties receive evidence of such a
publication.

(4)
the

ACCEPTED AND AGREED TQ BY:
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PPD Investigator Services LLC Ustfedni vojenska nemocnice — Vojenska
fakultni nemocnice Praha

V ZASTOUPEN{

naméstex redtels pru LPF LyN

viiroslav Zavoral,

Jméno/Name: _ Jméno/Name: prof.
Funkce/Title: Ph.D.

Senior Clinical Manager Funkce/Title: Reditel / Director
. —_p 20 ~12- 999
Datum/Date:__4L.24. LOLS Datum/Date: z 2023
Precetl/a jsem si tuto Smlouvu a tento Dodatek, | | have read and understand the Agreement and
‘ rozumim jim a pfijimam podminky, které se this Amendment and accept the terms as they
tykaji mych Cinnosti jako.i(o Hlavniho | relate to my activities as Principal Investigator. |

| zkousejiciho.

Hlavni zkouSejici/ Principal Investigator

A

VYN Y
Date: 77 7v x5

| SEZNAM PRILOH | LISTOF APPENCICES
! Priloha 1 Finanéni podminky | Appendix 1 Financial Terms

C4891 Z,IUI- amdt 1 1o 2-way CTAg Page 3 of 12

Approved for signature_12Dec23/PT
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Priloha €. 1
Finanéni podminky
Pfizer Protokol ¢. C3651011

1. Jméno a adresa prijemce platby: Platby
castek splatnych na zakladé této Smlouvy
budou splatné tomuto pfijemci plateb (dale jako
.prijemce plateb"):

| Jméno HZ / PI Name:

Appendix 1
Financial Terms
Pfizer Protocol # C3651011

1 Payee Name and Address: Payment
of the sums due under this Agreement will be
made payable to following Payee (further as
‘Payee”):

Pfijemce plateb / Payee:

Ustfedni vojenska nemocnice-Vojenska
fakultni nemocnice Praha

Adresa pfijemce plateb /
Payee’'s Address:

U Vojenskeé nemocnice 1200
169 02 Praha 6
| Ceska republika

E-mailova adresa pfijemce plateb pro
fakturace / Payee's Contact Email
address for invoicing

|
|

Jméno banky / Bank name:

| Ceska narodni banka n

Referencni Cislo (variabilni symbcr)lf)~/
Referrence no.:
| DIC / Tax ID Number:

Cislo uétu / Account number: | 32123881/0710
IBAN: ! CZ96 0710 0000 0000 3212 3881
SWIFT: | CNBACZPP

|
{ - o e
| CZ61383082 / 61383082

Pfijemce plateb je povinen pfed provedenim
jakékoeliv platby dle této Smlouvy poskytnout
CRO pisemné Uuplné pokyny k platbé. O
veskerych zménach nebo pozadovanych
aktualizacich pokynu k platbé  a/nebo
bankovnich Udaju je pfijemce plateb povinen
CRO informovat pisemné.

CRO zaplati zahajovaci start-up poplatek ve
vys$i uvedené v tabulkach plateb nize do 30 dni
od uzavreni této Smlouvy a podani a schvaleni
pfislusné faktury. Faktura bude vystavena
PFijemcem plateb po pfedchozi pisemné vyzvé
Zadavatele nebo CRO kfakturaci. CRO
neprovede zadnou jinou platbu pfijemci plateb
pred splnénim nasledujicich pedminek: 1)
uzavreni této Smlouvy, (2) schvaleni prislusnou
etickou komisi/etickymi komisemi.

Bude-li Smlouva ukoncena predtim, nez vznikne
narok na vSechny platby, musi byt jejich
zustatek neprodlené vracen CRO v souladu
s €lankem 13 (Vraceni plateb) niZze. Pokud tak
pfijemce plateb neuéini, je spoleénost Pfizer
opravnéna dle vlastniho uvazeni zapocdist
Castky, na né&z nevznikl narok, oproti jinym
platbam  splatnym v souvislosti s Ucasti

4591001 [ emac 1 0 2wy cTAL

Approved for signature 12Dec23/TT

The Payee must provide CRO, in writing, full
paymenl instructions for the payee listed above,
before any payments can be made under the
Agreement. The Payee is obligated to inform
CRO, in writing, of any changes or required
updates of payment instructions and/or bank
details.

CRO will make the start-up fee payment in the
amount listed in Tables of Payments below
within 30 days of execution of this Agreement
and submission and approval of valid invoice.
Invoice will be issued by the Payee after written
invoicing request from Sponsor or CRO. No
other payments will be made to the Payee by
CRO until the following are completed: (1)
execution of the Agreement, (2) applicable
EC(s) approval.

If the Agreement is terminated before all
payments are earned, the remainder must be
returned to CRO immediately in accordance
with Section 13 (Refunds) below. If the Payee
fails to do so, Pfizer, in its sole discretion, may
apply such unearned sums to payments
otherwise due in connection with the Payee
participation in another Pfizer study or may
pursue other available remedies.
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C4591001
Approved

pfijemce plateb v jiné studii spole¢nosti Pfizer
nebo uplatnit jiné prostfedky napravy.

2. Naklady na subjekt hodnoceni: Naklady na
subjekt hodnoceni jak je uvedeno v priloze €. 1
vychazeji z predpokladu, Ze byly dokonceny
vSechny navsiévy a postupy vsouladu se
specifikacemi Studie stanovenymi v Protokolu.
Platby budou vypofteny dle udaju studie
vloZenych do systému CRF a budou vyplaceny,
pokud studijni pracovi§té spini Protokol a
podminky této Smlouvy vEetné podani prislusné
faktury. Fakturace bude provadéna na zakladé
pisemné vyzvy Zadavatele nebo CRO
k fakturaci.. CRO bude platby provadét
Ctvrtletné na zakladé poskytnutych sluzeb
poCas pfedeSlych tfi (3) mésicu. Fakturace
bude v8ak provedena nejpozdéji do 15.
listopadu kalendarniho roku za prace vykonané
Centrem vtomto kalendainim roce. Prvni
obdobi pro provedeni danych Ukonu zacne
prvnim dnem mésice, ve kierém bude skrinovan
prvni subjekt hodnoceni.

3. Dalsi naklady spojené s lécbou: Kromé
nakladd na subjekt hodnoceni zaplati CRO
pfijemci plateb dalSi naklady spojene s léCbou
subjektu hodnoceni, které jsou uvedeny
v tabulkach plateb nize. Za ucelem vyZadani
platby za tyto naklady vystavi pfijemce plateb
fakturu na tytc daldi naklady spojenych s lé€bou
v souladu s élankem 12 (Faktury a platby),
k niZ budou pfiloZzeny podrobné podklady (napr.
pfehled nakladu atd.). Prijemce plateb vystavi
fakturu po pfedchozi pisemneé vyzvé Zadavatele
nebo CRO kfakturaci. Jakékoli naklady
oznagené vtéto pfiloze €. 1 jake zviasté
fakturovatelné polozky by mély byt fakturovany
pfi navstévach nebo ve stanovenych terminech,
a nemély by byt pfedkladany platcam z fad
tfetich stran.

4. DalSi naklady spojené se Studii: Kromé
nakladu uvedenych ve vySe uvedenych dvou
bodech pfilohy €. 1 zaplati CRO pfijemci plateb
daldi naklady spojene se Studii, kiere jsou
uvedeny v tabulkach plateb nize. Za ucelem
vyzadani platby za tyto naklady vystavi prijemce
plateb fakturu na tyto dalsi naklady spojené se
Studii v souladu s ¢lankem 12 (Faktury a
platby), kniZ2 budou pfiloZzeny podrobné
podklady (napf. pfehled nakladu atd.). Prijemce
plateb vystavi fakturu po pfedchozi pisemné
vyzvé Zadavatele nebo CRO k fakturaci.
Jakekoli naklady spojené se Studii budou

-umdr 1 to 2-way CTAg
or signature_12Dec23/PT

2. Per Trial Subject Cost: The Per-Trial
Subject Cost as defined in this Appendix 1 is
based upon completion of all visits and
procedures in accordance with the Study
specifications set forth in the Protocol.
Payments will be calculated based on Study
Data entered into CRFs and will be paid as long
as the site is in compliance with the Protocol and
the terms of the Agreement including the
submission of an invoice where required.
Invoice will be issued by the Payee after written
invoicing request from Sponsor or CRO. CRO
will make payments on a quarterly basis based
upeon the services completed during the
previous three (3) months. Invoicing will be
made latest until 15" November of calender
year for the work done by the Center in said
calender year. The initial activity period will
begin on the first day of the month in which the
first subject is screened.

3. Additional Treatment Related Costs:
In addition to the Per-Trial Subject Costs, CRO
will pay the Payee for the other Additional
Treatment Related Costs as set forth in Tables
of Payments below. The Payee shall submit
and invoice for Additional Treatment Related
Costs in accordance with Section 12 (Invoices
& Payments), including submissicn of any
back-up documentation for pass-through
expenses (e.g. cost overview etc.). Invoice will
be issued by the Payee after written invcicing
request from Sponscr or CRO Any costs
designated as invoiceable in Appendix 1 should
be invoiced at the visits or timepoints specified
therein and not submitted to third party
insurance payors.

4. Other Study-Level Costs: In addition
to costs covered in the other two sections of
Appendix 1, CRO will pay the Payee for the
other Study-Level Caosts as set forth in Tables of
Payments below. The Payee shall submit an
invoice for payment for other Study-Level Costs
in accordance with Section 12 (Invoices &
Payments), including submission of any back-
up documentation for pass-through expenses
(e.g. cost averview etc.). Invoice will be issued
by the Payee after written invoicing request from
Sponsor or CRO Any non-procedural pass-
through expenses will be paid in amounts shown
in Tables of Payments below.

Page 5 of 12
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proplacené ve vysiuvedené v tabulkach plateb
nize.

5. Kone¢na platha: Konecna platba bude
provedena poté, co CRO provede zavérecnou

kontrolu a schvéleni vSech udaji Studie
tykajicich se subjektl hodnoceni zafazenych do
Studie, poté, co Hlavni zkousSejici a/nebo
Centrum  dokonéi  veSkeré  poZadované
administrativni Ukony, vCéetné mimo jiné feseni
dosud nezodpovézenych dotazi a vraceni
vesSkereho Vybaveni spoletnosti Pfizer nebo
dodaného prodejcem, které bude spolecnost
Pfizer vyzadovat. Pfijemce plateb vystavi
fakturu po pfedchozi pisemné vyzvé Zadavatele
nebo CRO k fakturaci.

6. Zadna platba. Pfijemce plateb neobdrzi
platbu za Zadny subjekt hodnoceni, jehoz
zafazeni do Studie nespliuje  kritéria
zpusobilosti pro ucast ve Studii, ktera jsou
stanovena v Protokolu, nebo ve vztahu k némuz

nelze udaje analyzovat kvlli odchylkam
od Protokolu, nedostatku fadnych zaznamu
nebo neuplinych, nespravnych nebo

neovefitelnych CRF.

7. Hodnocené lécivo: Na zakladé této Smiouvy
Zadavatel poskytne bezplatné Hodnoceny Iék.
Dalsi léCiva poskytnuta spolecnosti Pfizer nebo
na naklady spolecnosti Pfizer vyZzadovana
protokolem jsou; zadna.

8. Standardni péce: Odména za veskeré
Protokolem vyZzadované Ccinnosti, které ma
odvest pfijemce plateb je jiz zahrnuta v rozpoétu
v této priloze €. 1.

9. Neuspésny skrining: Za ,neuspésny
skrining” se povazuje subjekt hodnoceni, ktery
podepiSe informovany souhlas, ale nesplni
veskera kritéria pro skrining na skriningové
navstévé a neni tak vhodny pro zafazeni do
Studie. NeUspésny skrining bude zaplacen ve
vysi uvedené v tabulkach plateb niZe. Pro
obdrzeni platby za nelspésny skrining musi byt
vyplnéné pfislusné stranky v CRF. Prfijemce
plateb vystavi fakturu za neuspésny skrining
v souladu s ¢lankem 12 (Faktury a platby) po
predchozi pisemné vyzvé Zadavatele nebo
CRO Kk fakturaci. Ve vyzvé k fakturaci bude
oznacen tento subjekt hodnoceni pfisluSnym
skriningovym ¢islem (nebo jinym unifikovanym
oznacenim) a bude uvedeno datum
neuspésného skriningu. Prijemce plateb vystavi

C4891001 -umdl 1 to 2-way CTAg

Approved for signature_12Dec23/
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5. Final Payment: The final payment will
be paid upon final review and acceptance of all
Study Data for Trial Subjects by CRO,
completion of all required administrative matters
by the Principal Investigator and/or Center,
including, but not limited to, resolution of all
outstanding queries, and the return of any Pfizer
or Vendor-provided Equipment requested by
Pfizer. Invoice will be issued by the Payee after
written invoicing request from Sponsor or CRO

6. No Payment. Payee will not be paid for
any Trial Subjects whose enrollment in the
Study deviates from the Protocol's eligibility
criteria or from whom Study Data cannot be
analyzed because of Protocol deviations, lack of
proper records or incomplete, uncorrected or
unverifiable CRFs.

T Investigational Drug: Per this
Agreement, Sponsor will provide the Sponsor
Drug free of charge. The following additional
Protocol-required drugs will be provided at no
charge or Pfizer will cover the costs of as
indicated below: none.

8. Standard of Care: Ccmpensation for
all Protocol-required activities to be performed
by Payee is included in the budget as
documented in this Appendix 1.

9. Screen Failures: A “Screen Failure” is
a consented subject who fails to meet the
screening visit criteria and is thus not eligible for
enroliment into the Study. Screen Failures will
be reimbursed as outlined in Tables of
Payments below. To receive payment for
Screen Failures, the Screening CRFs must be
completed. Payee shall issue an invoice for
Screen Failure in accordance with Section 12
(Invoices & Payments), after written invoicing
request from Sponsor or CRO specifying the
candidate’s screening number (or other unique
identifier) and the date of the Screen Failure.
Invoice will be issued by the Payee after written
invoicing request from Sponsor or CRO

Page 6 of 12
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faktutu s pfislusnymi udaji na zakladé vyzvy
k fakturaci.

10. Vydaje subjektli hodnoceni na stravu a

cestovné: Naklady subjektd hodnoceni na
stravu pocas navstév pozadovanych

Protokolem a naklady za cestovné do Centra a
zpét z divodu provedeni studijnich navstév dle
poZadavku Protokolu budou kazdému subjektu
hodnoceni nahrazeny ve vysi 1000,- K. Déle
subject hodnoceni obdrzi nahradu ve vysi
1400,- Ké za flexibilni navstévu z duvodu
odbéri PK/PD vzorku. Tyto nahrady budou
vyplacené subjektim hodnoceni v hotovosti.
Prijemce plateb si necha od subjektu hodnoceni
kazdou vyplacenou uhradu cestovnich vyloh
stvrdit vlastnoruénim podpisem na pfislusny
formular Zdravotnického zafizeni.

Zdravotnické zafizeni povéruje proplacenim
cestovnich  nahrad a komunikaci se
Zadavatelem v této véci Hlavniho zkousejiciho.

Zalohova platba bude uplatfiovana

10. Trial Subject Meal and Travel Expenses:
Trial Subject shall be reimbursed for costs
incurred for meals during Study visits and for
travel to and from Study visits as required by
Protocal per every on-Center visit in amount of
CZK 1000 per visit. Additionally, Trial subject
will be reimbursed in amount of CZK 1,400 per
flexible PK/PD visit. Expenses will be
reimbursed to Trial Subjects in cash.

The Payee will require Trial Subject hand written
signature for each paid travel reimbursement on
the Institution form. The Institution delegates the
Principal Investigator to the reimbursement and
communication in this matter with Sponsor.

In case of cash the Advance Payment will be

nasledovné: Po aktivaci Centra obdrzi pfijemce
plateb na jeho bankovni ucet pIné vratnou
zalohu ve vysi 20000,- K¢, aby byly pfedem
poskytnuty prostfedky na nahradu nakladu
vydajll subjektd hodnoceni. Castka bude
vyplacena na zakladé faktury vystavené
Pfijemcem plateb po pfedchozi pisemné vyzvé
Zadavatele nebo CRO k fakturaci.

PFijemce plateb poskytne CRO detailni zpravu o
vyuziti této zalohové platby minimalné jednou
rocné, nebo vzdy pfi podani Zadosti o novou
zalohovou platbu a na konci Studie. V pfipacé,
Ze dojde k vyCerpani tii Ctvrtin zalohové platby,
je pfijemce plateb opravnén vystavit dalsi
fakturu ve stejné vysi po predchozi pisemné
vyzve Zadavatele nebo CRO k fakturaci a CRO
se zavazuje fakturu do 30 dnu ode dne
vystaveni uhradit. Nevyuzita Castka pro tyto
ucely pfijemcem plateb bude vracena do 30 dni
od zavérecné navstévy v Centru.

11. Dalsi testovani, |écba nebo postupy:
Smluvni strany sjednavaji, ze pfiloha ¢. 1
obsahuje veskere naklady spojene se Studii, na
néz odkazuje Protokol. Pfijemce(-ci) plateb
nedostane(-nou) nahradu za Zadné dalsi
testovani, l1é€bu nebo postupy, které Protokol
nevyZaduje nebo které nejsou uvedeny ve
Smilouvé nebo této pfiloze & 1, ledaze by
takové dalsi testovani, lécbu nebo postupy

('4841()01_4[1)(1( 1 10 2-way CTAg

Approved for signature_[2Dec23/PT

used as follows: Upon Center activation, the
Payee shall be paid to its bank account a fully
refundable Advance Payment in the amount of
CZK 20000 to provide funds for Trial Subject
reimbursement. The amount will be paid on the
basis of an invoice issued by the Payee after
prior written invoicing request from Sponsor or
CRO.

The Payee will provide CRO with detailed report
about use of this advance payment at least once
a year or always before asking for the new
advance payment and at the end of the Study.
When three quarters of the advance payment
are used, the Payee is entitled to issue another
invoice in the same amount after prior written
invoicing request from Sponsor or CRO and
CRO is obliged to pay the invoice within 30 days
from the date when the invoice is issued. The
amount not used by the Payee will be returned
within 30 days after close out visit at the Center.

14; Additional Testing, Treatment or
Procedures: The Parties agree that the
Appendix 1 includes all Study-related costs, as
referenced in the Protocaol. The Payee(s) will not
be reimbursed for any additional testing,
treatment, or procedures not required by the
Protocol or specified in the Agreement or this
Appendix 1, unless such additional testing,
treatment or procedures are pre-approved by
Pfizer or CRO.
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C4891001

pfedem schvalila CRO a/nebo spolecnost
Pfizer.

12. Faktury a platby:
CRO bude provadét platby do tficeti (30) dni od
obdrZeni a schvaleni prislusné faktury.

Zadosti o proplaceni jakéhokoli vy$etfeni nebo
aktivity, které nejsou uvedeneé v teto pfiloze €. 1,
nebudou brané vuiavahu dokud nebude
podepsan dodatek ke smlouvé.

Pro urychleni zprocesovani platby muzZete
prilozit k faktufe kopii pfipadného dodatku ke
smlouve.

Faktury musi byt vystavené na adresu CRO
PPD Investigator Services LLC, 929 North
Front St, Wilmington, NC 28401, USA a musi
byt v anglictiné.

Faktui budou emailem zasfléni na:

m a v kopii na adresu:

s oznacenim: cislo !rotokolu, jméno Hlavniho

zkou&ejiciho, jméno CRO monitora. V piipadé
potfeby zaslat papirovou verzi faktury musi byt
faktura adresovana a zaslana na:

PPD Investigator Services LLC 929 North Front
Street Wilmington, NC 28401, USA.

Na vSech fakturach musi

nasledujici udaje:

byt uvedeny

o Cislo faktury
e Datum vystaveni faktury
e Celkova splatna ¢astka
e Datum
Popis poskytnutych sluzeb dle
pfilohy €. 1 bude pfilohou faktury

e Jméno Hlavniho zkousejiciho

o Nazev a adresa Centra

o Cislo centra dané Zadavatelem
(1161)

e Cislo Protokolu

¢ Danové identifikacni ¢islo

« Vypocet DPH

Nebudou-li tyto poZzadované informace uvedeny

na vsech fakturach, budou faktury proplaceny
se zpozdénim.

amdt 1 to 2-way CTAg
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12. Invoices & Payments:
CRO will make payments within thirty (30) days
of receipt and approval of invoice.

For any costs not in Appendix 1, requests for
payment or reimbursement or invoices must not
be submitted by Payee until a contract
amendment has been executed.

To expedite payment, such invoices can be
accompanied by a copy of the amendment.

Invoices must be in the name of CRO PPD
Investigator Services LLC, 929 North Front St.
Wilmington, NC 28401, USA and submitted in
English.

Invoices will be submitted to
m and co sent to
with  following

details: Protocol number, name of the Principal
Investigator, name of CRO monitor. Where hard
copy invoices are needed they should be
submitted and addressed to: PPD Investigator
Services LLC 929 North Front Street
Wilmington, NC 28401, USA.

The following information shall be provided
when submitting an invoice:

e Invoice number
Invoice date
Invoice amount
Date
Description of service provided as
described in Appendix 1 and will be attached to
the invoice
¢ Principal Investigator Name
¢ Center Name and Address
« Pfizer assigned Site Id (1161)

e Protocol Number
¢ VAT Registration Number
 Any VAT charge

Failure to include required information on all

requests for payment or reimbursement or
invoices will result in delayed payment.

Page 8 of 12
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13. Vraceni_plateb: Pokud bude zapotfebi

platbu nebo jeji ¢ast vratit, pfijemnce plateb
bude

kontaktovat Pfizer na
pro

nebo

nakladu

vraceni
pouzitim jiné adresy, jak bude pfijemce plateb
infomovan.

potvrzeni zpusaobu

14. Dotazy: Jakékoli dotazy ohledné duvodi
pro

provedeni
nebo faktu

platby  nebo
sméfujte na

odmitnuti
lath

neschvaleni
CRO:
nebo pfipadné na jinou adresu, ktera muze byt
poskytnuta prijemci plateb.

13. Refunds: To confirm process for return
of refunds, the Payee shall contact Pfizer at

or at such
other contact as may be communicated to the
Payee from time to time.

14. Inquiries: All inquiries regarding the
reasons for any denial of, or failure to approve,
a request for payment or reimbursement or
invoice must be directed to the CRO at:
or such
other contact as may be communicated to

Payee from time to time.

Tabulky plateb/Tables of Payments

[ Navstéva / Visit

Platba za navstévu v Ké / |
Payment Per Visit in CZK

| Navstéva 1/VISIT 1 Skriningova navstéva 1/SV1 9083 |
Skriningova navitéva 2/SV2 7 050 |
Navétéva 2/VISIT 2
Navstéva 3/VISIT 3 Tyden 0/Week O 11 509
Navstéva 4/VISIT 4 Tyden 4/Week 4 7476
Navstéva S5/VISIT 5 Tyden 8 /Week 8 7476 |
| Navstéva 6/VISIT 6 Tyden 12/Week 12 8 540
| Navstéva 7/VISIT 7 Tyden 16/Week 16 7476
| Navstéva 8/VISIT 8 Tyden 20/Week 20 7476
i Tyden 22 Konec |écby/Week 22 10776
| Navstéva 9/VISIT 9 EQCT
Navstéva 10(na centru nebo 4 887
jako domaci zdravotni | s , ; '
hevEteva)VISIT 10(Site or | 998N 24 FIUT/Week 24 FU1
| Home Health)
Navstéva 11(na centru nebo 4 986 |
jako domaci zdravotni == ’
* SvEEvaYVISIT 11(Site or Tyden 32 F/U2/Week 32 F/U2
| Home Health) ‘
| Navitéva 12(na centru nebo | e " 4239
ot Zdptal grer)r(::lfg:(i:lz\{iiﬁ\flaarrﬁwv:ligd namice ‘
navétéva)/VISIT 12(Site or b TR, y (
| Home Health) |
Navstéva pfedéasného 6 066 |
| Navstéva 13/VISIT 13 ukonéeni/Early Term |
| Celkova platba/TOTAL 97040 |

Zv|asté fakturovatelné polozky — procedury, které se nebudou | Platba za polozku v Ké /

’ tykat vSech subjekti hodnoceni / Invoiceable Procedures that

Payment Per Item in CZK

may not apply to all Trial Subjects

‘ Téhotgnsky test ze séra po | Lokalni vySetfeni pro Zeny ve 683
L pbdob| skriningu (na skriningu | fertilnim véku /Local analysis for

_Je zahrnut v navstéveé v centralni | WOCBP | |
C4N‘Jlli)[llg- amdr | ta 2-way CTAg Page 9 of 12
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laboratofi) / Serum Pregnancy |
Test - post screening
Lokalni vySetfeni pro Zeny ve 395
Téhotensky test z moci / Urine | fertilnim véku /Local analysis for
Pregnancy Test | WOCBP
. Fakturovatelné vzdy, kdyz 970
Platba za hlaSeni o zavazné | bude provedeno, za jedno SAE
nezadouci  udalosti  (SAE) | v€etné naslednych hlaseni /
' vCetn& naslednych hlaseni / | Per event,
Serious adverse events - | Pe To be invoiced as
reporting & all follow-ups incurred
Tyka se subjektd hodnoceni, u
kterych  nastal  nelspésny
skrining  pfi  navitévé 1.
Maximalné 8 neulspésnych |
skriningt na Centrum. Daléif
pfipadné neuspésné
skriningy mohou byt
fakturovany po predchozim
pisemném schvaleni
zadavatele / Applicable to
subjects who SF at Visit 1. Max
8 SFs per site. Additional SF
eligible for invoicing after
Neuspésny skrining — | Sponsors prior written |
N1/Screen Fail — V1 approval | 5676
Tyka se subjektl hodnoceni, u
kterych  nastal  nelspésny
skrining  pfi  navstévé 2.
Maximalné 2 nelspésné
' skriningy na Centrum. Dalsi
pripadné neuspésné
skriningy mohou byt
fakturovany po predchozim
pisemném schvaleni
zadavatele / Applicable to
subjects who SF at Visit 2. Max
2 SFs per site. Additional SF
eligible for invoicing after
Neuspésny skrining — Sponsors prior written
N2/Screen Fail — V2 approval 11 975
Fakturovatelné, pokud je
neplanovana navstéva klinicky
' indikovana, zahrnuje 1 hodinu
casu studijni(ho)
koordinatorky(a) a 1 hodinu
Neplanovana navstéva — | casu  Administrativy/vkladani
poplatky za praci studijni(ho) | dat. Bude fakturovano vzdy,
koordinatorky(a) a | kdyz bude provedeno / if
Administrativni Ukony/vkladani | clinically indicated; Fee includes
dat do databaze) / Unscheduled | SC Fee (gty 1) and Admin/DE
visit - SC and Admin/DE fees Fee (qty 1); Invoice as incurred 1578
Zkracené fyzikalni vyetfeni — | pokud je klinicky indikovano,
' neplanované vy$etieni/ Brief | bude fakturovano vidy,_ kdyi
Physical examination - | bude provedeno / as clinically
. unscheduled indicated, Invoice as incurred 1 566
Page 10 of 12
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i ' pokud je klinicky indikovano,
| Vitalni funkce — neplanované | bude fakturovanc vzdy, kdyz
vySetfeni  /Vital  Signs -  bude provedenc / as clinically
unscheduled indicated, Invoice as incurred 748
pokud je klinicky indikovano,
121 svodove EKG - | bude fakturovanc vzdy, kdyz
neplanované / 12-Lead ECG - | bude provedeno / as clinically
unscheduled indicated, Invoice as incurred 1303
Odbér vzorkd krve, zpracovan{
a odeslani do centralni
laboratofe - neplanovany - |
mimo  v8ech  planovanych
navstév podle Protokolu / Blood | pokud je klinicky indikovan,
Sample Collection (includes | bude fakturovan vzdy, kdyz
process/ship to Central Lab) - | bude proveden / as clinically
. unscheduled indicated, Invoice as incurred 798 |
Odbér krve pro farmakckinetiku '
| aimunogenecitu (ADA a NAb) —
" , zpracovani a odeslani do )
centralni laboratore,
neplanovany / Ponsegromab | pokud je klinicky indikovan, ’
PK/immunogenicity (ADA/Nab) | bude fakturovan vzdy, kdyz
- (includes process/ship to | bude proveden / as clinically ‘
Central Lab), unscheduled indicated, Invoice as incurred 571 |
Bude zaplaceno, pokud neni "
vyplaceno tfeti stranou a pokud ‘
Cestovni nahrada pro subjekty | to dovoluji mistni  pFedpisy
hodnoceni - za navstévu / trial | /Applicable if not paid by a 3rd
subject Travel Reimbursement - | party vendor and where local
per visit regulations permit 1000
Bude zaplaceno POUZE pri
flexibilni  navstéve  PK/PD
navsteve, pokud neni
proplacenc tfeti stranou a pokud
to dovoluji mistni predpisy /
Cestovni nahrada pro subjekty | Applicable ONLY at flexible
hodnoceni za flexibilni PK/PD | PK/PD visit, if not paid by a 3rd
navstévu / Participant Stipend - | party vendor and where local
flexible PK/PD visit only regulations permit 1400
Zalohova platba pro proplaceni
nahrad subjektum hednoceni (v | Opakovana platba, viz. text and
pripadé vyplaceni nahrad v | tabulkcu plateb / repeated
hotovasti) / Advance fee far | payment, see payment schedule
subject reimbursement (in case | language above the Tables of
| of cash) Payments 20 000

Néhrada cestovnich vydaju

studijniho koordinatora — za
domaci zdravotni
navstévu/Study Coordinator

Travel Reimbursement - per
Home Health visit

Aplikovatelné u navstév 10, 11 a
12 pokud jsou provedeny jako
domaci zdravotni  navstéva,
fakturovano podle potfeby na
zaklade podpurné
dokumentace/Applicable at V10,
V11 and V12 if performed as a
home health visit; Invoice as
incurred with supporting
| documentation required

Do vyse/ Up to 597

C4891001_[Jl amdt 1 0 2-way CTAg
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Center Fees / dalSi poplatky Centra

Cost in CZK / platba v K¢

Administrativni zahajovaci

Jednorézov;’i pbplatek na
zacatku hodnoceni/ One-time

poplatek/ Admin start-up fee flat fee, payable at start-up - 30 556
Administrativni zahajovaci
poplatek pro Hlavniho | Jednorazovy  poplatek na
zkousSejiciho / Admin start-up | zaCatku hodnoceni/ One-time |
fee for the Principal Investigator | flat fee, payable at start-up 10000
Administrativni zahajovaci
poplatek pro studijni | Jednorazovy  poplatek na |
koordinatorku/ Admin start-up | zacatku hodnoceni/ One-time |
fee for the Study coordinator flat fee, payable at start-up 5000
Jednorazovy poplatek splatny
pfi ukonCovaci navstévé v
Centru/ One-time flat fee,
Poplatek pfi ukonéeni Studie v | payable at Close-out visit at the
Centru / Site Close out Fee Centre 14 558
Jednorazovy poplatek splatny
Uskladnéni dokumentace - | pfi ukonfovaci navstévé v
Celkové  naklady/ Record | Centru/ One-time flat fee,
Archiving - Total | payable at closeout B 10 137
' Pharmacy Fees / Lékarenské poplatky Costin CZK/platbav K& |
|_Léka‘ﬂrel‘l:?.ky zahajovaci | Jednorazovy  poplatek  po

poplatek - Iékarna /Pharmacy
start-up fee - pharmacy

iniciacni schizce/ One-time flat
fee, payable after initiation visit

3000

Lékarensky zahajovaci
poplatek — kazdy delegovany
farmaceut, max. dva
farmaceuté /Pharmacy start-up
fee each delegated
pharmacist, max of two
pharmacists

Jednorazovy  poplatek  po
iniciani schlizce/ One-time flat
fee, payable after initiation visit

!
!

2500

Lékarensky poplatek pausalni
mésicni poplatek - |ékarna/
Pharmacy Fee — monthly flat
fee - pharmacy

1000

Lekarensky poplatek pausalni
mésicni  poplatek kazdy
delegovany farmaceut, max.
dva farmaceuté / Pharmacy Fee
monthly flat fee - each
delegated pharmacist, max of
two pharmacists

(.'-’t?s'LJlOll]-amdl 1 to 2-way CTAg
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