Amendment #1 to Clinical Study Agreement

Dodatek ¢. 1 ke Smlouvé o klinickém
hodnoceni

This Amendment #1 (“Amendment #1”) is made
and entered into as of date of its publication in the
Register of Agreements (“Amendment #1
Effective Date”) by and between

Tento Dodatek €. 1 (dale jen ,,Dodatek ¢. 1%)
se uzavira k datu jeho uvefejnéni v Registru
smluv (dale jen ,,Datum tucinnosti dodatku ¢.
1) mezi témito stranami

I, v ith o
place of employment at Klinika onkologie a
radioterapie  Fakultni nemocnice Hradec
Kralové, Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Krilové, Czech Republic
(‘Principal Investigator’) and

I . <
mistem vykonu zaméstndni na adrese
Klinika onkologie a radioterapie Fakultni
nemocnice Hradec Kralové, Sokolska 581,
500 05 Hradec Krilové — Novy Hradec
Kralové, Ceska republika (ddle jen ,,Hlavni
zkousSejici) a

Fakultni nemocnice Hradec Kralové, located at
Sokolskd 581, 500 05 Hradec Krédlové — Novy
Hradec Krélové, Czech Republic, Identification
number: 00179906, Tax identification number:
CZ00179906, represented by MUDr. Ales
Herman, Ph.D., Director (“Study Site”),

Fakultni nemocnici Hradec Kralové, se
sidlem na adrese Sokolska 581, 500 05 Hradec
Krilové — Novy Hradec Krdlové, Ceskd
republika, Identifika¢ni ¢islo: 00179906,
Danové identifikacni Cislo: CZ00179906,
zastoupenou MUDr. AleSem Hermanem,
Ph.D., feditelem (déle jen ,,Misto provadéni
klinického hodnoceni* nebo
,,Poskytovatel®),

Daiichi Sankyo, Inc., located at 211 Mount Airy
Road, Basking Ridge, New Jersey 07920 U.S.A.
(66DSI”)

Spole¢nosti Daiichi Sankyo, Inc., se sidlem
211 Mount Airy Road, Basking Ridge, New
Jersey 07920 USA (déle jen ,,.DSI* nebo
,.Zadavatel*)

and IQVIA RDS Czech Republic s.r.o.,
Identification number: 24768651, located at:
Pernerova 691/42, 186 00 Praha 8 — Karlin, Czech
Republic (,,CRO”).

a spoleCnosti IQVIA RDS Czech Republic
S.I.0., IC: 24768651, se sidlem: Pernerova
691/42, 186 00 Praha 8 — Karlin, Cesk4
republika (déle jen ,,CRO*).

WHEREAS, the Parties desire to modify the
Clinical Study Agreement with an effective date
of 08 July 2025 (“Agreement”) for the clinical
Study with Study Drug “Trastuzumab

Smluvni strany si preji upravit Smlouvu
o provadéni klinického hodnoceni s datem
ucinnosti 8. Cervence 2025 (ddle jen
s mlouva®“) ke  klinickému  hodnoceni

Deruxtecan (Enhertu®)” encoded DS8201-724 | posuzujicimu hodnoceny piipravek
entitled “A Multicenter, Randomized, Open- | trastuzumab deruxtekan (Enhertu®)
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Label, Phase 3 Trial of Trastuzumab Deruxtecan
(Enhertu®) Plus Chemotherapy Plus or Minus
Pembrolizumab versus Chemotherapy Plus
Trastuzumab Plus or Minus Pembrolizumab as
First-line Treatment in Participants with
Unresectable, Locally Advanced or Metastatic
HER2-positive Gastric or Gastroesophageal
Junction (GEJ) Cancer (DESTINY-Gastric05)”
(“Study”).

s kddovym oznacenim DS8201-724 s ndzvem
,» Multicentrické, randomizované, oteviené
klinické hodnoceni faze 3 trastuzumab
deruxtekanu  (Enhertu®) v  kombinaci
s chemoterapii s pembrolizumabem nebo bez
pembrolizumabu oproti chemoterapii
s trastuzumabem a pembrolizumabem nebo
bez pembrolizumabu jako 1écby prvni linie
u dcastnikd s neresekovatelnym, lokdlné
pokrocilym nebo metastazujicim HER2-
pozitivnim karcinomem zaludku nebo
gastroezofagedlni junkce (GE))
(DESTINY Gastric05)* (dale jen ,,Studie®).

WHEREAS in accordance with Section 20 of the
Agreement, the Parties desire to modify the
specific language and hence agree to the
following modifications to the Agreement:

V souladu se Cldankem 20 Smlouvy si Smluvni
strany pfeji upravit ur€itd ujednani a potvrzuji,
Zze se dohodly na nasledujicich zméndch
Smlouvy:

The Attachment A “Budget & Payment Schedule*
to the Agreement is deleted in its entirety and
replaced with Attachment A “Budget & Payment
Schedule® as attached to this Amendment.
Attachment A “Budget & Payment Schedule* is
updated to reflect the agreed to changes by the
Parties.

Priloha A ,,Rozpocet arozpis plateb” ke
Smlouvé se rusi v celém rozsahu a nahrazuje
se Prilohou A ,,Rozpocet arozpis plateb*
pfipojenou k tomuto Dodatku. Ptiloha A
,»Rozpocet arozpis plateb* je aktualizovdna
tak, aby zohledhovala zmény dohodnuté
Smluvnimi stranami.

Defined terms used in this Amendment and not
defined herein will have the same meanings
assigned such terms in the Agreement.

All other provisions of the Agreement shall
remain unaltered and given full force and effect.

In the event that the Parties execute this
Amendment by exchange of electronically signed
copies, the Parties agree that, upon being signed
by all Parties, this Amendment will become
effective from Effective Date and binding and that

Vyrazy pouzité v tomto Dodatku maji stejny
vyznam jako ve Smlouvé, pokud nejsou
v tomto Dodatku vyslovné definovany odlisné.

VSechna ostatni ujedndni Smlouvy zistdvaji
beze zmeény ajsou nadéle platnd a ucinna
v plném rozsahu.

Smluvni strany se dohodly, Ze v ptipadé, Ze
tento Dodatek podepiSi formou vymény
elektronicky podepsanych vyhotoveni, vstoupi
tento Dodatek v platnost abude pravné
zévazny k Datu Gc¢innosti po podepsani vSemi
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electronic signatures will constitute evidence of a
binding agreement. Where this Amendment is
executed by Institution and/or Principal
Investigator through the use of an electronic or
digital signature, Study Site and/or Principal
Investigator agree(s) that: (i) its/his/her/their
electronic or digital signature has same effect as a
handwritten signature; (i1) signature by electronic
or digital means is permitted under Applicable
Law for the execution of the Amendment; (iii) the
electronic or digital signature platform used to
generate such signature meets the requirements
under Applicable Law for creating a valid
advanced electronic or digital signature; and (iv)
Study Site and/or Principal Investigator shall
provide to CRO and/or to DSI any further
necessary certification or supporting
documentation around its/his/her/their
electronically generated signatures in compliance
with this Section.

The estimated value of the Agreement as
amended by this Amendment is CZK
4,428.000,00.

Smluvnimi  stranami aZe  vyhotoveni
s elektronickymi podpisy budou dostate¢nym
doloZenim pravni zdvaznosti Smlouvy. Pokud
tento Dodatek podepisuje Poskytovatel a/nebo
Hlavni zkouSejici elektronickym digitdlnim
podpisem,  souhlasi ~ Misto  provadéni
klinického hodnoceni nebo Hlavni zkousSejici,
ze: (1) tento elektronicky nebo digitalni podpis
md stejnou védhu jako jejich vlastnorucni
podpis; (ii) Platné pravni ptedpisy povoluji,
aby byl Dodatek podepsdn -elektronickym
nebo digitdlnim podpisem; (iii) platforma
zprosttedkovavajici elektronicky nebo
digitdlni podpis pouzitd k vygenerovani
takového podpisu splituje poZzadavky Platnych
pravnich predpisi kladené na vytvofeni
platného zaruceného elektronického nebo
digitdlntho podpisu; (iv) Misto provadéni
klinického hodnoceni nebo Hlavni zkouSejici
pfedlozi CRO nebo DSI veskera dalsi
nezbytna osvédCeni nebo podklady ohledné
jejich elektronicky generovanych podpisi
v souladu s timto Clankem.

Predpokladand hodnota Smlouvy ve znéni
tohoto Dodatku: 4,428.000,00 K¢

[SIGNATURE PAGE FOLLOWS]

[PODPISOVA STRANA NASLEDUJE]
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IQVIA RDS Czech Republic, s.r.o. under a
Power of Attorney dated 13Dec2024, in the name
of DAIICHI SANKYO, INC./IQVIA RDS Czech
Republic, s.ro. na zakladé plné moci dne
13.12.2024, jménem spolecnosti DAIICHI
SANKYO, INC.

By/Podepsal(a): 4. 11. 2025

Name/Jméno: Ing. Eva Falbrova

Title/Funkce: Executive Director / Jednatel

IQVIA RDS Czech Republic, s.r.o./IQVIA RDS
Czech Republic, s.r.o.

By/Podepsal(a): 4. 11. 2025

Name/Jméno: Ing. Eva Falbrova

Title/Funkce: Executive Director / Jednatel

On behalf of the Fakultni nemocnice Hradec
Kralové / Jménem Fakultni nemocnice Hradec
Kralové

By/Podepsal(a): 18. 11. 2025

Name/Jméno: MUDr. Ales Herman, Ph.D.

Title/Funkce: Director / feditel

Principal Investigator [N
B/ Hiavni zkousejici [

By/Podepsal(a): 18. 11. 2025

Name/Iméno: |

Title/Funkce:
zkouSejici

Principal Investigator / Hlavni
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PRILOHA A
ROZPOCET A ROZPIS PLATEB

ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

A. PAYEE DETAILS A. UDAJE O PRIJEMCI PLATEB

The Parties agree that the payee designated below Smluvni Strany se dohodly, Ze niZe uvedeny

is the proper payee for this Agreement, and that pifijemce plateb je fddnym pifjemcem plateb

payments under this Agreement will be made only z této Smlouvy a Ze platby vypldcené podle

to the following payee (“Payee”): této Smlouvy budou hrazeny vyhradné tomuto
piijemci plateb (dale jen ,,Ptijemce plateb®):

Contract Payee / Smluvni piijemce plateb
Payee Name

Fakultni nemocnice Hradec Kralové

(Must match name in the contract) /
Nézev/jméno Piijemce plateb
(Musi se shodovat se jménem ve smlouvé)

Payee Address / Adresa Piijemce plateb

Sokolska 581

500 05 Hradec Krilové — Novy Hradec

Kralové
Czech Republic / Ceskd republika

VAT/Tax 1D

(Tax ID must exactly match the payee name
indicated above, or tax exempt when
applicable) /

DIC

(Danové identifikacni Cislo se musi shodovat
s vySe uvedenym ndzvem/jménem piijemce
plateb; piipadné uved’te, Ze neni platcem
DPH)

CZ00179906

Banking Information / Bankovni spojeni:

Bank Name / Nazev banky Cesk4 narodni banka

Bank Street / Ulice Na Ptikop¢ 28

Bank City / Mésto Praha 1

Bank State/Province / Stat/kraj Not Applicable

Bank Postal Code / PSC 11503

Bank Country / Zemé Czech Republic / Ceska republika

Receiving Account Currency / Ména tuctu

CZK / K¢

IBAN /IBAN

CZ23 0710 0000 0000 2463 9511

Swift Code (8 or 11 Characters) /
Kod SWIFT (8 nebo 11 znaki)

CNBACZPP
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Variable symbol / Variabilni symbol Invoice number / Cislo faktury

If the contracted Payment Currency does not match your bank account, you may need to
provide an Intermediary Bank. Please contact your Financial institution for details. If an
Intermediary bank is required, please provide Bank Name, Account Number if applicable
and SWIFT Code of Intermediary Bank along with all other required Wire instructions /
Pokud dohodnutd ména platby neodpovidd méné Vaseho bankovniho tuctu, je mozné, Ze
budete muset uvést jeste zprostiedkovatelskou banku. O podrobnostech se informujte u své
banky. Bude-li nutné pouzivat zprostiedkovatelskou banku, uved’te spole¢n¢ s ostatnimi
udaji pro bankovni pievod také jeji ndzev a piipadné jeji ¢islo uctu a kéd SWIFT

Contact Information / Kontaktni udaje

Name of recipient sending invoices to /
Jméno ptijemce posilajiciho faktury

spole¢nosti

Phone number & Email / +420 495 833 827
Telefonni ¢islo a e-mail ]
Language Preference / Preferovany jazyk Czech / Cesky

Name of payment recipient to receive
payment notification and details /

Jméno ptijemce platby, kterému maji byt
zasildna oznameni a udaje o platbiach
Phone number & Email / +420 495 833 827
Telefonni ¢islo a e-mail

Language Preference / Preferovany jazyk Czech / Cesky

In case of changes in the Payee’s bank details, Dojde-li ke zméné€ bankovniho spojeni
Study Site is obliged to inform IQVIA Clinical Pfijemce plateb, musi o tom Misto provadéni
Trial Payments in writing by sending an email to: klinického hodnoceni pisemné informovat
spole¢nost IQVIA Clinical Trial Payments e-
mailem zaslanym na adresu:
-
Study Site shall contact its CRO study team Misto provadéni klinického hodnoceni
member to provide signed documentation of kontaktuje piisluSného Clena studijniho tymu
changes to payee’s bank details. Parties agree that CRO, aby poskytlo podepsanou dokumentaci
in case of changes in bank details which do not o zménich v bankovnim spojeni Piijemce
involve a change of payee or change of country plateb. Strany se dohodly, Ze nebude nutno
location of bank account, no further amendments uzavirat Zadny dal$i dodatek ke Smlouve,
are required. jestlize se zména bude tykat pouze
bankovniho spojeni, avSak nezméni se
samotny piijemce plateb ani zemé€, v niZ se
nachdzi jeho bankovnf tcet.
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The Parties acknowledge that the designated Payee
is authorized to receive all of the payments for the
services performed under this Agreement.

If the Principal Investigator is not the Payee, then
the Payee's obligation to reimburse the Principal
Investigator, if any, is determined by the Payee’s
internal guidelines, which may involve different
payment amounts and different payment intervals
than the payments made by CRO to the Payee.

Principal Investigator acknowledges that if
Principal Investigator is not the Payee, CRO will
not pay Principal Investigator even if the Payee
fails to reimburse Principal Investigator.

B. MINIMUM ENROLLMENT GOAL

Principal Investigator acknowledges that Principal
Investigator’s minimum enrollment goal isfffStudy
Subjects and that Study Site will use its best efforts
to reach the enrolment goal within a reasonable
timeframe after commencement of the Study at
Study Site. If Study Site fails to adhere to this
principle, DSI and/or CRO may reconsider Study
Site’s suitability to continue participation in the
Study.

C. PAYMENT TERM

CRO will make payments to the Payee quarterly
on a completed visit per Study Subject basis in
accordance with the attached budget. Each
payment due, including any Screening Failure that
may be payable under the terms of this Agreement,
will be made based upon prior quarter’s
enrollment data received from the Study Site
supporting Study subject visitation. If the
invoicing documents are sent to DSI/CRO in
December, they must be sent no later than
December 15 of the current year.

Strany timto berou na védomi, Ze uvedeny
Ptijemce plateb je oprdvnén piijimat veSkeré
platby za sluzby poskytované na zdkladé¢ této
Smlouvy.

Neni-li Ptijemcem plateb Hlavni zkouSejici,
bude piipadnd povinnost Piijemce plateb
vyplacet Hlavnimu zkouSejicimu odménu
upravena interni smérnici Pifjemce plateb,
v niZ mohou byt stanoveny jiné ¢astky plateb
vcetné jinych vyplatnich termind nez ¢astky,
které bude CRO vyplacet Piijemci plateb.
Hlavni zkousejici bere na védomi, Ze pokud
neni Piffjemcem plateb Hlavni zkouSejici,
CRO nebude platit Hlavnimu zkouSejicimu
ani v pfipadé, Ze Pfijemce plateb platby
Hlavnimu zkouSejicimu neprovede.

B. MINIMALNI CILOVY POCET ZARAZENI
Hlavni zkouSejici bere na védomi, Ze
minimdlni cilovy pocet zatazenych Subjektt
studie pro Hlavniho zkousejiciho je ] aze
Misto provadéni klinického hodnoceni musi
vynaloZit maximdlni usili na dosaZeni tohoto
cile v pfiméfené dobé po zahdjeni Studie
v Misté provadéni klinického hodnoceni.
Pokud Misto provadéni klinického hodnoceni
tento zdvazek nedodrzi, mohou spole¢nost
DSI a/nebo CRO piehodnotit zpusobilost
Mista provadéni klinického hodnoceni k dalsi
Ucasti ve Studii.

C. PLATEBNi PODMINKY

CRO bude platby Piijemci plateb hradit
ctvrtletné na  zdkladé pocCtu  navStev
uskutecnénych jednotlivymi Subjekty studie v
souladu s piilozenym rozpoctem. Kazda
splatnd Céstka, vcetné odmény za pacienty,
ktefi neprojdou vstupnimi vySetfenimi, bude-
li podle podminek této Smlouvy hrazena,
bude vypldcena na zdklad¢ udaji o poctu
pacientll zatazenych v pfedchozim Ctvrtleti
obdrzenych od Mista provadeéni klinického
hodnoceni se zdznamy o uskuteénénych
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Any expense or cost incurred by Study Site in
performing this Agreement that is not specifically
designated as reimbursable by CRO or DSI under
the Agreement (including this Budget and
Payment Schedule) is the sole responsibility of the
Study Site.

In case that the Institution is a payer of VAT,
appropriate rate of VAT according to a mandatory
statute, will be included to the above mentioned
invoice amounts.

All government taxes are the sole responsibility of
the Payee.

DSI/CRO acknowledges that if the duly issued
invoice is not paid on time, the Payee is entitled to
legal default interest in accordance with § 1970 of
Act No. 89/2012 Coll., Civil Code.

Major, disqualifying Protocol violations are not
payable under this Agreement

D. BUDGET TABLE

navstévach. V pripadé€, Ze by byly podklady
k fakturaci zasilany DSI/CRO v prosinci, je
tteba je zaslat nejpozdé&ji do 15. prosince
béZného roku.

Jakékoli ndklady a vydaje, které vzniknou
Mistu provadéni klinického hodnoceni
v souvislosti s plnénim této Smlouvy a které
nejsou vyslovné oznaceny jako proplatitelné
ze strany CRO ¢i spolecnosti DSI za
podminek této Smlouvy (véetné jeji Casti
Rozpocet a Rozpis plateb), pijdou plné k tizi
Mista provadéni klinického hodnoceni.
Pokud je Zdravotnické zatizeni platcem DPH,
bude ke vSem vysSe uvedenym fakturovanym
¢astkam ptipoctena DPH v zdkonné vysi.
Platba vSech wvnitrostitnich dani bude
vyluénou odpovédnosti Ptijemce plateb.
DSI/CRO berou na védomi, Ze pokud
neuhradi fadné€ vystavenou fakturu vcas, ma
Pii{jemce plateb ndrok na zdkonné uroky
zprodleni vsouladu s § 1970 zdkona C.
89/2012 Sb., obcansky zdkonik.

Zavaina diskvalifikujici poruSeni
Protokolu nebudou podle podminek této
Smlouvy proplacena.

D. TABULKA ROZPOCTU
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E. STUDY START-UP FEE

A one-time, non-refundable payments will be paid
in the amount of to cover
Institution’s Study start-up activities (including
legal and economic revisions and Clinical Trail
department involvement) and ||| GGG
cover Study start-up activities of the Study Site
personnel (including trainings and preparation of
documentation for EDP) upon contract execution
and after receipt of an original invoice.

S
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E. POPLATEK ZA INICIACI STUDIE
Jednordzové nevratné poplatky v Céstce
pokryvajici ¢innosti
Poskytovatele pii zahdjeni Studie (zahrnujici
pravni a ekonomické posouzeni smlouvy a
ucast oddé€leni pro klinické hodnoceni) a v
castce |G pokryvajici cinnosti
centra klinického hodnoceni pii zahdjeni
studie (zahrnujici tréninky a piipravu
inicidlnich dokumentti) budou uhrazeny po
podpisu smlouvy a po predani faktury
spole¢nosti CRO.

F. SUBJEKTY, KTERE NEPROJDOU
VSTUPNIM VYSETRENIM (,,SCREENING

FAILURE*‘)
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For clarification purposes, any conditional

G. DISCONTINUED OR EARLY TERMINATION
STUDY SUBJECTS

Reimbursement for discontinued or early

termination Study Subjects will be prorated based

on the number of confirmed completed visits.

H. UNSCHEDULED VISITS

Payment for unscheduled visits will be reimbursed
in the amount indicated under Section D, Budget
Table which includes overhead. To be eligible for
reimbursement for unscheduled visits, supporting
data entry must be completed and submitted to
CRO, along with any additional information which
may be requested by CRO, to appropriately
document the unscheduled visit.

G. VYRAZENE SUBJEKTY NEBO SUBJEKTY
STUDIE S PREDCASNYM UKONCENIM
Odména za vytrazené Subjekty studie nebo za
Subjekty studie s pfedCasnym ukoncenim
bude vyplacena v pomérné vysi podle poctu

potvrzenych uskute¢nénych navstev.

H. NEPLANOVANE NAVSTEVY
Za neplanované navstévy budou hrazeny

fadného

neplanované navstévy.
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I. CONDITIONAL PROCEDURES (WITH I. UKONY PROVADENE PODLE POTREBY
INVOICE) (NA ZAKLADE FAKTURY)
The following conditional procedure costs will be Nésledujici tkony provadéné podle potieby
reimbursed on a pass-through basis upon receipt of budou hrazeny ptefakturaci po obdrzeni
an invoice in the amount indicated in the table faktury vystavené na c{astku uvedenou
below (which includes overhead). Study Subject v tabulce niZe (tato ¢astka jiz zahrnuje rezijni
number and procedure dates must be included on ndklady). Aby mohla byt platba uskute¢néna,
the invoice for payment to be issued. musi faktura obsahovat ¢islo Subjektu studie
a data ukont.

’ Budget (CZK)
Ukony provadéné podle potieby /
Rozpocet (K¢)

Conditional Procedure
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J. PATIENT REIMBURSEMENT J. UHRADY PACIENTUM

Patient Reimbursement will be reimbursed upon Ndhrady pacienti budou propldceny po
receipt of original supporting invoices in amount: pfedloZeni origindlu faktury ve vysi:
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- B - isit per subject per visit
- - biopsy visit

and are not included in the below Budget.
Reasonable travel including mileage and parking
costs will be paid following receipt of invoice and
supporting documentation. Invoices must contain
the following information in order for a payment
to be issued: Study Subject number, amount paid,
visit number in which Study Subject travel is being
requested.

K. STUDY SITE COSTS (WITH INVOICE)

Pharmacy Set-Up Fee
A one-time, non-refundable Pharmacy Set-Up

payment of B i be made upon

contract execution.

Pharmacy Close-Out Fee
A one-time, non-refundable Pharmacy Close-out
payment will be made upon receipt of invoice at a

cost of || G 2t cnd of study.

Pharmacy Storage Fee: Store Study Drug (T-
DXd / Pembrolizumab / Trastuzumab),
refrigerated per month

A monthly Pharmacy storage payment of i
B or the storage of T-DXd /
Pembrolizumab / Trastuzumab will be made.
Study Site will be eligible for reimbursement upon
receipt of T-DXd / Pembrolizumab / Trastuzumab
by Study Site and upon receipt of invoice by CRO
on or after the anniversary of the signing of this
Agreement. Invoices must include the year of
renewal.

- B i ivu subjektu
- B oivitcvu s provedenim

biopsie

Tyto vydaje nejsou zahrnuty do niZe
uvedeného rozpoctu. Pfiméfené vydaje za
ujeté kilometry a parkovani budou uhrazeny
po predloZzeni faktury a podkladové
dokumentace. Aby mohla byt platba
provedena, musi mit faktura tyto nélezitosti:
Cislo subjektu studie, vyplacenou &astku a
¢islo navstévy, za kterou se pozaduje tihrada
cestovnich vyloh subjektu studie.

NAKLADY MISTA PROVADENI
KLINICKEHO HODNOCENi (NA
ZAKLADE FAKTURY)

K.

Zahajovaci poplatek pro lékarnu
Jednordazovy nevratny zahajovaci poplatek

pro lékédrnu ve vysi I bude uhrazen
po podpisu smlouvy.

Ukoncovaci poplatek pro lékarnu

Na konci Studie bude 1€karn¢€ uhrazen na
zaklade¢ prijeti faktury jednordzovy nevratny
ukoncovaci poplatek ve vysi

Poplatek  lékarné za uchovavani
Hodnoceného pripravku: Uchovavani
hodnoceného  piipravku (T-DXd /
pembrolizumabu/ trastuzumabu) v

chlazeném stavu za mésic

Za uchovavani T-DXd / pembrolizumabu/
trastuzumabu bude lékarné uhrazen mésicni
poplatek ve vysi _Poskytovatel
bude mit na tuto thradu ndrok po piijeti T-
DXd / pembrolizumabu/ trastuzumabu
Poskytovatelem a po piijeti faktury
spolecnosti CRO v den vyro¢i uzavieni této
Smlouvy nebo po ném. Faktury museji uvadét
rok obnoveni.
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Pharmacy Storage Fee: Store Study Drug (5-
FU, Capecitabine, Cisplatin, Oxaliplatin), room
temperature, per month

A monthly Pharmacy storage payment of [}
B fo: the storage of 5-FU, Capecitabine,
Cisplatin, Oxaliplatin in a room temperature will
be made. Study Site will be eligible for
reimbursement upon receipt 5-FU, Capecitabine,
Cisplatin, Oxaliplatin by Study Site and upon
receipt of invoice by CRO on or after the
anniversary of the signing of this Agreement.
Invoices must include the year of renewal.

OTHER PHARMACY FEES:

Premedication costs

Poplatek lékarné za  uchovavani
Hodnoceného pripravku: Uchovavani
Hodnoceného pripravku (5-FU,

capecitabinu, cisplatinu, oxaliplatinu) pfi
okolni teploté za mésic

Zauchovavani 5-FU, capecitabinu, cisplatinu,
oxaliplatinu pfi okolni teplot¢ bude lékarné
uhrazen mési¢ni poplatek ve vysi ||z
I Poskytovatel bude mit na tuto dhradu
niarok po pfijeti 5-FU, capecitabinu,
cisplatinu, oxaliplatinu Poskytovatelem a po
ptijeti faktury spole¢nosti CRO v den vyroci
uzavreni této Smlouvy nebo po ném. Faktury
museji uvadét rok obnovend.

DALSI POPLATKY LEKARNE:

Naklady na premedikaci
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The Institution will be reimbursed for costs related
to purchase of premedication per treatment per
patient. Payment will be made on a pass-through
basis upon receipt of invoices and third party
documentation and are not included in the attached
Budget. Patient numbers and procedure date must
be included on the invoice. Payments will only be
processed upon CRO and/or DSI approval.

Study Close-Out Fee

A one-time, non-refundable Study Close-Out fee
payment of || | | | Bl i1 be made upon
completion and approval by CRO and DSI of any
outstanding data documentation (eCRFs and data
clarifications issued) and regulatory
documentation and upon receipt of original
invoice.

Laboratory Set-Up Fee

A one-time, non-refundable Laboratory Set-Up fee
payment of B i be made upon
completion and receipt by CRO of all regulatory
documentation and receipt of an original invoice

Clinical Trial Amendment Administrative Fee

A one-time, non-refundable payment will be paid
in the amount of to cover an
administrative fee for each contract amendment
initiated by DSI or CRO, upon completion and
receipt by CRO of all contractual documentation
and receipt of invoice.

Document Storage: Archiving Fee

A record storage payment of ||| | | | . i1

be made upon receipt of invoice payable after the
first patient enrolment and are not included in the
attached Budget. In accordance with DSI’s

Poskytovateli budou uhrazeny néklady
spojené s ndkupem premedikace na 1écbu
kazdého subjektu. Platby budou provadény
prefakturaci po pfijeti faktur a dokumentace
externtho dodavatele. Tato castka neni
zahrnuta do pfiloZzeného rozpoctu. Faktura
musi uvadét Cisla subjektd a datum ukonu.
Platby budou provadény pouze se souhlasem
CRO nebo DSIL

Poplatek pri ukonceni Studie

Po vyhotoveni vSech dosud nepiedloZzenych
dokumenti s tdaji (elektronickych zdznamu
subjektl hodnoceni a vyfeSeni piipadnych
dotazi k udajim) a dokumentd pro kontrolni
ufady a jejich schvéleni spolecnosti CRO a
spole¢nosti DSI bude na zédklad€ origindlu
faktury uhrazen jednordzovy nevratny
poplatek za ukonceni Studie poplatek ve vysi

Zahajovaci poplatek Laboratori
Jednordazovy nevratny zahajovaci poplatek
Laboratofi ve vysi I bude uhrazen
po vyhotoveni v§ech dokumentti pro kontrolni
ufady a predani originalu faktury spolecnosti
CRO.

Poplatek za dodatek ke smlouvé o
klinickém hodnoceni

Jednordzovy nevratny poplatek v Cdstce

pokryvajici administrativni
poplatek za kazdy jeden dodatek iniciovany
DSI nebo CRO, bude wuhrazen po

zkompletovani veSkeré smluvni dokumentace
a po jejim pfijeti CRO, a po obdrzZeni faktury.
Uchovavani dokumentii:
archivaci

Poplatek za uchovdvini zdznaml ve vysi
[ B propldcen na zédklad¢
ptijaté faktury po zafazeni prvniho pacienta.
V souladu s pozadavky Protokolu spole¢nosti

Poplatek za
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Protocol requirements, Study Site shall maintain
all Study records in a safe and secure location to
allow easy and timely retrieval, when needed.

L. EQUIPMENT
DSI through itself or a third-party vendor will
supply the Study Site with

I

each (“Equipment”) required for the performance
of the Study under the Protocol. The Equipment
remain the sole property of DSI/vendor, as the case
may be and shall be used for the sole purpose of
the Study as defined by the Protocol.

The Study Site agrees to use the Equipment in
accordance with the manufacturer's instructions
and shall be maintained in good working order
while at the Study Site. Upon
completion/termination of the Study at the Study
Site DSI or its third party contracted vendor will
arrange to collect the Equipment at its own cost.
The Study Site will support DSI/third party vendor
in its collection. The provision of the Equipment is
not intended to be nor shall be construed to be an
inducement for positive results in the performance
of the Study.

Equipment provided to Study Site will be also
specified in a separate loan agreement, which will
also include the terms of the loan.

M. PAYMENT DISPUTES

DSI ulozi Misto provadéni klinického
hodnoceni vSechny zdznamy o Studii na
bezpecném a zabezpeceném misté, odkud je
lze v piipadé potieby snadno a vcas
vyzvednout.

L. VYBAVENI

Spolecnost DSI sama nebo prostiednictvim
smluvniho dodavatele dodd Mistu provadéni
klinického hodnocent:

za jeden (ddle jen ,,Vybaveni*) pozadované
k provadéni Studie podle Protokolu. Vybaveni
zUstdva vyhradnim vlastnictvim spolecnosti
DSI, respektive smluvniho dodavatele a bude
pouzivdno vyhradné¢ pro ducely Studie
definované Protokolem.

Misto provadéni klinického hodnoceni
souhlasi, Ze bude Vybaveni pouZivat
v souladu s pokyny vyrobce a ze je bude po
dobu, kdy bude v Misté provadéni klinického
hodnoceni, udrzovat v dobrém funkénim
stavu. Po dokonc¢eni/ukonceni Studie v Misté
provddéni klinického hodnoceni zajisti
spolecnost DSI nebo jeji smluvni dodavatel na
vlastni ndklady vyzvednuti Vybaveni. Misto
provadéni klinického hodnoceni poskytne pfi
vyzvednuti Vybaveni spole¢nosti DSI nebo

jejimu  smluvnimu dodavateli soucinnost.
Poskytnuti  Vybaveni neni zamySleno
a nebude vykladdno  jako pobidka

k pozitivnim vysledklim pfi provadéni Studie.
Vybaveni/zatizeni dodané Mistu provadéni
klinického  hodnoceni  bude uvedeno
v samostatné smlouvé o vypijcce, kterd bude
rovnéZ obsahovat podminky vypujcky.

M. PLATEBNIi SPORY
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Study Site will have thirty (30) days from the
receipt of final payment to dispute any payment
discrepancies during the course of the Study.

N. INVOICES

Payments will be issued by CRO based on Visit
Budget, payment frequency and payment terms as
described above. Payments will be made only
upon receipt of corresponding invoices, including
back-up documentation, in the specified currency,
as described below. Invoices will be payable
within 30 days from the date of receipt by CRO of
the invoice, including any applicable back-up
documentation.

Invoices for any additional payments to those
stated in this agreement (i.e., additional
reimbursements) must also be sent to CRO and
approved by DSI. All invoices shall be raised in
the following manner:

Invoices to be billed to:

IQVIA RDS Czech Republic, s.r.o.,
Pernerova 691/42,

186 00 Praha 8 - Karlin,

Czech Republic

Invoices including back-up to be sent to:

In addition invoices can be submitted via portal.
The Payee has received an email to create an
account in our Payments Portal. From the Portal
Payee will be able to access Study Subject
activities by protocol, submit invoices as well as
view payment details for all payments made by
CRO.

Link to the Portal: https://ctp.solutions.igvia.com

Jakékoli nesrovnalosti v platbdich béhem
Studie bude moci Misto provadéni klinického
hodnoceni rozporovat do tficeti (30) dni po
doruceni zdvérecné platby.

N. FAKTURY

Platby budou spolecnosti CRO provadény na
zéklad¢ rozpoctu navstév, s vySe uvedenou
Cetnosti a podle vySe uvedenych platebnich
podminek. Platby budou provadény pouze na
zdklad¢ pfiislusnych faktur vcetné podkladi
k nim, v dohodnuté méné a niZze uvedenym
zpisobem. Faktury budou splatné do 30 dni
od data doruceni faktury spolecnosti CRO
veetn€ piislusnych podkladi k faktufe.
Faktury za pfipadné dalSi platby neuvedené
vtéto  Smlouvé  (napf.ndhrady  nad
stanovenou maximéalni Castku) museji byt
rovnéz zasilany spole¢nosti CRO, ale navic je
musi schvdlit také DSI. VSechny faktury
budou vystaveny nésledujicim zptisobem:

Faktury budou vystavovany na:
IQVIA RDS Czech Republic, s.r.o.,
Pernerova 691/42,

186 00 Praha 8 — Karlin,

Cesk4 republika

Faktury (véetné podkladi) se zasilaji
nasledujicim zptisobem:

|

Faktury lze také vystavovat prostfednictvim
platebniho portdlu. Ptijemci plateb byl zaslan
e-mail s Zadosti o vytvofeni uctu v nasem
platebnim portdlu. V portilu bude mit
Pi{jemce plateb pfistup k aktivitim subjektu
podle protokolu, bude moci zaddvat faktury
a zobrazovat si udaje o platbach provedenych
spole¢nosti CRO.

Odkaz na portal:
https://ctp.solutions.igvia.com
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Emailed or uploaded invoices and backup are

Uprednostiiuje se zasilani faktur

preferred. In the event of invoices in hard copy

a podkladi k nim e-mailem nebo

need to be sent, please send to the following

prostiednictvim portalu. V pripadé, Ze

address:

Att IQVIA Clinical Trial Payments
37 The Point

North Wharf Road, Paddington
London, W2 1AF

United Kingdom

The following information should be included on
the invoice:

o Complete PRINCIPAL INVESTIGATOR
name, address and phone number

o Invoice Date
o Invoice Number

Payee Name (must match Payee indicated in
CTA)

Payment Amount

Complete description of services rendered
Study Number:

Sponsor Name

Invoices should be printed on Study
Site/institution letterhead

O

O O O O ©O

All invoice and payment related inquiries shall be
addressed directly to IQVIA Clinical Trial
Payments at

Invoices and any accompanying documentation
must not include any personally identifying
information of any Study Subject, including but
not limited to Study Subject first or last name,
initials, date of birth, address, telephone, passport
number, email address, or credit card information.

bude tieba faktury zasilat v tiSténé
podobé, zasilejte je na tuto adresu:

IQVIA Clinical Trial Payments
37 The Point

North Wharf Road, Paddington
London, W2 1AF

Spojené kralovstvi

Na faktufe museji byt uvedeny tyto tdaje:

o Jméno a Pﬁ’jmenl’, advresa, a :[elefonnl’ Cislo
HLAVNIHO ZKOUSEJICIHO

o Datum faktury
o Cislo faktury

o Jméno Ptijemce plateb (musi odpovidat
Ptijemci plateb uvedenému ve Smlouve)

o Cdstkak dhradg

o Podrobny popis poskytnutych sluzeb

o Cislo Studie:

o Nazev Zadavatele

o Faktury museji byt vytiStény na

hlavickovém papite Mista provadéni
klinického hodnoceni/Zdravotnického
zatizeni

Veskeré dotazy tykajici se faktur a plateb
posilejte piimo spole¢nosti CRO Clinical
Trial Payments na adresu:

Faktury ajakdkoli privodni dokumentace
nesméji obsahovat zadné osobni
identifikovatelné udaje zaddného Subjektu
studie, jako napiiklad jeho jméno a pfijment,
inicidly, datum narozeni, adresu, telefonni
Cislo, ¢islo pasu, e-mailovou adresu nebo
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If invoices or any accompanying documentation
do contain this information CRO will notify
Payee. Payee will need to resubmit a redacted
invoice and accompanying documentation that
does not include any personally identifying
information of any Study Subject.

If the invoicing address or VAT number changes,
DSI/CRO are obliged to immediately inform the
Recipient of payments:

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

All amounts include all applicable taxes and
excludes VAT.
All payments for this Study in accordance with
the attached Budget will be paid by CRO
electronically.

informace o kreditni karté. Pokud faktury
nebo jakdkoli privodni dokumentace takové
udaje obsahuji, CRO otom vyrozumi
Piijemce plateb. Pfijemce plateb bude muset
predlozit upravenou fakturu a podkladovou
dokumentaci, neobsahujici Zadné osobni
identifikovatelné udaje jakéhokoli Subjektu
studie.

Pokud dojde ke zmén¢ fakturacni adresy nebo
DIC, jsou DSI/CRO povinni neprodlené
informovat Piijemce plateb: ]

ZADNE DAL}Si ZADOSTI
O FINANCOVANI NEBUDOU
SCHVALOVANY.

VSechny ¢astky zahrnuji veSkeré ptislusné
dané, nikoli vSak DPH.
Veskeré platby za tuto Studii podle
ptiloZzeného rozpoctu bude spolecnost CRO
hradit elektronicky bankovnim pfevodem.
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