AMENDMENT No. 1 TO CLINICAL TRIAL
AGREEMENT

This Amendment to Clinical Trial Agreement
(“Amendment”) is between:

Fakultni nemocnice Hradec Kralové, having

a place of business at Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Kralové, Czech
Republic, Identification number: 00179906, Tax
identification number: CZ00179906, represented by
prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.,
Director (the “Institution”); and

I 12ving an address at

having a work address at Fakultni nemocnice
Hradec Kralové, Porodnicka a gynekologicka
klinika, Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Czech Republic (the
“Investigator”); and

IQVIA RDS Czech Republic s.r.o., having a place
of business at Pernerova 691/42, 186 00 Praha 8 -
Karlin, Czech Republic, Identification number:
24768651, Tax identification number: CZ24768651,
represented by Ing. Eva Falbrova, Managing
Director (“IQVIA”); and

TiumBio Co., Ltd, having a place of business at
49, Daewangpangyo -ro 644beon-gil, Bundang-gu,
Seongnam-si, Gyeonggi-do, South Korea,
Identification number: 110111-6250940, Tax
identification number: 291-87-00645 (“Sponsor”).

and is effective as of its publication in the Register
of Agreements, but the parties agree to be bound
by the rights and obligations arising from this
Amendment from 9 February 2022 (The “Effective
date”)

WITNESSETH:

WHEREAS, IQVIA, Institution, Investigator and
Sponsor are parties to that certain Clinical Trial
Agreement for the conduct of Sponsor’s clinical trial
with protocol number TUC3PII-01 , Protocol Title:
“A Phase lla, Multicenter, Randomized, Double-

DODATEK C. 1 KE SMLOUVE O KLINICKEM
HODNOCENI

Tento Dodatek ke Smlouvé o klinickém
hodnoceni (déle jen ,Dodatek”) se uzavira
mezi:

Fakultni nemocnici Hradec Kraloveé, se
sidlem Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Ceska republika,
Identifikaéni ¢islo: 001 79 906, Darové
identifika¢ni ¢islo: CZ00179906, zastoupena
prof. MUDr. Vladimirem Pali¢kou, CSc., dr. h.
c., feditelem (,Poskytovatel”);

I, < adresou

pracovisté Fakultni nemocnice Hradec Krélove,
Porodnicka a gynekologicka klinika, Sokolska
581, 500 05 Hradec Kralové — Novy Hradec
Kralové, Ceska republika (,Zkousejici); a

IQVIA RDS Czech Republic s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8 - Karlin,
Ceska republika, Identifikadni &islo: 24768651,
Darnové identifikaéni ¢islo: CZ24768651,
zastoupena Ing. Evou Falbrovou, jednatelkou
(,IQVIAY); a

TiumBio Co., Ltd, se sidlem 49,
Daewangpangyo-ro 644beon-gil, Bundang-gu,
Seongnam-si, Gyeonggi-do, Jizni Korea,
Identifikacni ¢islo: 110111-6250940, Dariove
identifikacni ¢islo: 291-87-00645 (,Zadavatel*).

a uzavira se s ucinnosti ode dne uvefejnéni
v registru smluv, avS§ak smluvni strany si preji
byt Upravou prav a povinnosti obsazenou

v tomto Dodatku vazany jiz od 9. Gnora 2022
(“Datum ucéinnosti”)

TiMTO SE POTVRZUJE:

VZHLEDEM K TOMU, ZE IQVIA, Poskytovatel,
ZkouSejici a Zadavatel jsou smluvnimi stranami
smlouvy snazvem Smlouva o Kklinickém
hodnoceni, €islo protokolu: TUC3PII-01, nazev
protokolu:  “Multicentrické,  randomizované,
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Blind, Parallel-Group, Placebo-Controlled, Proof of
Concept Study to Evaluate the Efficacy and Safety
of Orally Administered TU2670 in Subjects with
Moderate to Severe Endometriosis-Associated
Pain”(the “Study”)effective as of 6 September 2021
(the “Agreement”), and the parties desire to amend
such Agreement;

NOW THEREFORE, in consideration of the mutual
promises and covenants set forth herein, and other
good and valuable consideration, the receipt and
sufficiency of which is hereby acknowledged, the
parties hereby agree to amend the Agreement as
follows:

1. Attachment A BUDGET AND PAYMENT
SCHEDULE of the Agreement shall be
deleted in its entirety and replaced with
the revised Attachment A attached at the
end of this amendment, after the
signature page, pursuant to Protocol
Amendment Version 1.

2. AGREEMENTS REGISTER

Notwithstanding the  foregoing, Institution,
Investigator and CRO hereby acknowledge that the
Institution is obliged to publish this Amendment
pursuant to Act No. 340/2015 Coll., on Agreements
Register. Any information which constitutes trade
secret of either party is exempted from such
publication. For the purposes of this Amendment and
the Agreement, such trade secrets include, but are
not limited to, Attachment A of the Agreement —
Budget and payment schedule, the minimum
enrollment goal, expected number of Study subjects
enrolled and the expected duration of the Study.
Furthermore, personal data of individuals are also
exempt from such publication, unless they have
been previously published in another public register.

The Institution is obliged to publish this Amendment
in accordance with the article herein above. The
Institution will inform CRO of publishing this

dvojité zaslepené, placebem kontrolované
klinické hodnoceni faze lla s paralelnimi
skupinami k ovéfeni konceptu studie za ucelem
posouzeni ucinnosti a bezpecnosti peroralné
podavaného pripravku TU2670 u subjektu se
stfedné zdvaZznou aZ zavaZnou bolesti
souvisejici s endometridzou” kterd nabyla
ucinnosti dne 6. zafi 2021 (dale jen ,Smlouva®) a
vztahuje se k nazvu a ¢islu protokolu vyse
(“Studie”) a strany se rozhodly tuto smlouvu
zmenit; a

NYNi S OHLEDEM NA SHORA UVEDENE, po
zvazeni vzajemnych pfislibl a zavazkd zde
uvedenych a dalSich Fadnych a hodnotnych
protiplnéni, jejichz pfijeti a dostate¢nost je timto
potvrzena, se smluvni strany dohodly na zméné
Smlouvy takto:

1. Priloha A ROZPOCET A ROZPIS PLATEB,
Smiouvy se rusi v celem svém rozsahu a
nahrazuje se novou prilohou A v souladu s
dodatkem protokolu Verze 1. Nova priloha A
je pfipojena na konec tohoto dodatku, za
podpisovou stranu.

2. REGISTR SMLUV

Bez ohledu na vySe uvedené, Poskytovatel,
ZkouSejici a CRO timto potvrzuji, Zze
Poskytovatel je povinen uverejnit tento Dodatek
podle zédkona €. 340/2015 Sb., o registru smluv.
Jakékoli informace, které tvofi obchodni
tajemstvi obou stran, jsou osvobozeny od
takového uvefejnéni. Pro Gc€ely tohoto Dodatku
a Smlouvy se obchodnim tajemstvim rozumi
zejména Pfiloha A Smlouvy — Rozpodet a rozpis
plateb, minimalni cil naboru, ocekavany pocet
zafazenych pacientll a ocekavana délka trvani
studie. Kromé toho jsou rovnéz osvobozeny od
takového uverejnéni osobni Udaje jednotliveq,
pokud nebyly dfive publikovany v jiném
vefejném registru.

Poskytovatel musi uvefejnit tento Dodatek
podle tohoto ¢lanku. Poskytovatel vyrozumi
CRO o uverejnéni Dodatku v registru smluv tak,
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Amendment in the Agreements Register by ze ve formulafi pouzivaném k uverejnéni zada
designating the following email address: adresu | - <o cmailovou
I - ifc cmail address to  adresu, na kterou ma byt zaslana notifikace o
which a notification of publication in the Agreements uvefejnéni, pfipadné na tuto adresu samo
register shall be sent. Should the Institution fail to informaci za$le. Pokud Poskytovatel neuvefejni
publish this Amendment within 5 working days from tento Dodatek ve IhGté 5 pracovnich dni od jeho
its full execution by all parties, it may be published podpisu vS§emi smluvnimi stranami, jsou k jeho
by the Sponsor or CRO. uvefejnéni opravnéni CRO ¢i zadavatel.

The estimated value of financial payment under the ~ Pfedpokladana hodnota Smiouvy ve znéni

Agreement, as amended, shall be approximately tohoto Dodatku je pfiblizné 460 000 K&
CZK 460 000.
3. All terms and conditions of the Agreement 3. VSechny podminky Smlouvy, které
not expressly amended by this Amendment nejsou vyslovné zménény timto
remain in full force and effect. Dodatkem, zUstavaji v plném rozsahu

platné a ucinné.
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IN WITNESS WHEREOF, this NA DUKAZ TOHO strany uzavrely tento
Amendment has been executed by the Dodatek prostfednictvim svych fadné

parties hereto through their duly opravnénych zastupcl v den/dny
authorized officers on the date(s) set uvedeny/é nize.
forth below.

ACKNOWLEDGED AND AGREED BY / NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS OPRAVNENY ZASTUPCE IQVIA RDS Czech Republic, s.r.o.

By / Jméno:

Title / Funkce:

Signature / Podpis:

Date / Datum: 10. 5. 2022

ACKNOWLEDGED AND AGREED BY INSTITUTION / NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE POSKYTOVATELE : Fakultni
nemochice Hradec Kralové

By / Jméno: prof. MUDr. Viadimir Palicka, CSc., dr. h. ¢
Title / Funkce: Director/Reditel

Signature / Podpis:

Date / Datum: 19. 5. 2022

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR / NA
DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS ZKOUSEJICI:

By / Jméno: I
Signature / Podpis:
Date / Datum: 12. 5. 2022
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Signed by IQVIA RDS Czech Republic s.r.0., under a Power of Attorney dated 21.
dubna 2020, in the name of TiumBio Co., Ltd / Podepsano IQVIA RDS Czech Republic
s.r.0., na zakladé PIné moci vystavené dne 21. dubna 2020, jménem TiumBio Co., Ltd

Name/ Jméno:

Signature/ Podpis:

Date/ Datum: 10. 5. 2022

Attachments:/ Pfilohy:

Attachment A - Budget and payment schedule
Pfiloha A — Rozpocet a platebni pfehled
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ATTACHMENT A

BUDGET & PAYMENT SCHEDULE

A. PAYEE DETAILS

The Parties agree that the payee designated
below is the proper payee for this Agreement,
and that paymentsunder this Agreement will be

made only to the following payee (“Payee”):

Contract Payee

Payee Name

(Must match name
in the contract)

Fakultni nemocnice
Hradec Kralové

PRiLOHA A
RozPOCET & PLATEBNi PREHLED

A. UDA.E O PRIJEM CI PLATBY

Smluvni strany timto souhlasi, ze nize uvedeny
pfijemce platby je fadnym pfijemcem plateb dle
této Smlouvy, adale, Ze platby provedené na
zékladé této Smlouvy budou
vyhradné vUci nize uvedenému pfijemci plateb
(dale jen ,Prijemce plateb*):

realizovany

Prijemce plateb

Nazev pfijemce
plateb Fakultni nemocnice

(musi se shodovat se | Hradec Kralove

smluvni stranou)

Sokolska 581, 500 05
Hradec Kralové — Novy

Sokolska 581, 500 05
Hradec Kralové — Novy

Adresa pfijemce Hradec Kréalové, Ceské

Payee Address latb republika
y Hradec Kralové, Czech P y P
Republic DIC CZ00179906
VAT/Tax ID CZ200179906

Bankovni udaje

Banking nformation Nazev banky Ceska ndrodni banka
Bank Name Ceska nérodni banka Ulice Na Prikopé 28

Bank Street Na Prikopé 28 M ésto Praha 1

Bank City Praha 1 Stat/kraj Hlavni mésto Praha
Bank State/Province | Hlavni mésto Praha PSC 11503

Bank Postal Code 11503 Stat Ceska republika
Bank Country Czech Republic M éna pFijemce CZK
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Roceivi
eceiving Account 7K
Currency
CZ23071000000000246
IBAN 39511
if 11
Swift Code (8 or ONBAGZPP
Characters)
Reference Symbol Invoice number

plateb
CZ23071000000000246
IBAN 39511
ift ké 11
VS,NI.'[ 6d (8 or CNBAGZPP
cislic)
Variabilni symbol 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 ména platby provadéné na zakladé
smlouvy neodpovidd Vasemu bankovnimu
Gctu, mozna budete muset poskytnout Udaje
zprostfedkujici banky. O podrobné informace
pozadejte sv(j finanéni Gstav. Bude-li zapotreni
zprostfedkujici banky, uvedte jeji nazev
apfipadné dCislo uctu a SWIFT kéd avsechny
dalsi informace potfebné  kprovedeni
bankovniho pfevodu.

Contact information

Kontaktni udaje

Name of recipient

sending invoicesto
IQVIA Clinical Trial

Payments

Ing. Jtka Halesova

Jnéno/nazev
pfijemce zasilajiciho
faktury spolecnosti
IQVIA Clinical Trial
Payments

Ing. Jtka Halesova

Phone number &

jitka.halesova@fnhk.cz
Email J @

Telefonni Cislo a e-

. jitka.halesova@fnhk.cz
mail

Language Preference
Czech

Uprednostiovany

jazyk Cesky

Name of payment
recipient to receive
payment notification
and details

Ing. Jtka Halesova

Jméno pfijemce,
kterému ma byt
zaslano oznameni o
platbé, a
podrobnosti o
platbé

Ing. Jtka Halesova

., jitka.halesova@fnhk.cz
Telefonni Cislo a e-
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Phone number &

jitka.halesova@fnhk.cz
Email y @

mail

Language Preference
Czech

Uprednostnovany

jazyk Cesky

In case IQVIA Clinical Trial Payments needs to
contact the Payee, please provide the following
information:

Ste Contact Name: Ing. Jtka Halesova

Contact Phone #:+420 495 833 827

Contact Email address: jitka.halesova@fnhk.cz

In case of changes in the Payee’s address or
bank account number, Ste is obliged to inform
IQVIA Clinical Trial Payments in writing. The
parties agree that in case of changes in address
which do not involve achange of Payee, tax
numbers, or tax exempt status, no further
amendments are required.

The Parties acknowledge that the designated
Payee is authorized to of the
payments for the services performed under this
Agreement.

receive all

The remuneration of the Investigator and/or
Study Staff will be reimbursed by the Institution
on the basis of internal directive of the
Institution.

Investigator acknowledges that if Investigator is

Pro pfipad, kdy IQVIA Clinical Trial Payments
potfebuje kontaktovat Pfijemce plateb, uvedte
prosim tyto informace:

Jnéno kontaktni osoby v Misté provadéni
klinického hodnoceni: Ing. Jtka Halesova

Telefon kontaktni osoby: +420 495 833 827

E-mailova adresa kontaktni

jitka.halesova@fnhk.cz

osoby:

Dojde-li ke zméné adresy nebo bankovniho
spojeni Prijemce plateb, musi otom Misto
provadéni klinického hodnoceni pisemné
informovat spole¢nost IQVIA Clinical Trial
Payments. Strany se dohodly, Zze nebude nutno
uzavirat zadny dal$i dodatek ke Smlouvé, jestlize
se zména bude tykat pouze adresy, avsak
nezméni se samotny pfijemce plateb, DIC ani
statusdané, v niZ se nachazi jeho bankovni tGcet.

Strany timto berou na védomi, Ze shora
definovany Pfijemce plateb je opravnén obdrzet
veskeré platby za sluzby vykonané na zakladé

této Smlouvy.

Odména Zkousejicimu aclenim Studijniho
personalu bude vyplacena Poskytovatelem dle
vnitfni smérnice Poskytovatele.

Zkousejicibere timto navédomi, Ze v pfipadé, ze

8
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not the Payee, IQVIA Clinical Trial Payments will
not pay Investigator even if the Payee fails to
reimburse Investigator.

B. MINIMUM ENROLMENT GOAL

Ste acknowledges that Ste’s minimum
enroliment goal is |JJill subjects and that Ste
will use best effortsto reach the enroliment goal
within areasonable time after commencement
of the Study at Site. If Ste failsto adhere to this
principle IQVIA may reconsider Site’s suitability
to continue participation in the Study.

C. PAYMENT TERM

IQVIA Clinical Trial Payments, on behalf of
IQVIA, will administer payment to the Payee
quarterly, on a completed visit per subject basis
in accordance with the attached budget. Ninety
percent (90%) of each payment due, including
any Screening Failure that may be payable
under thetermsof this Agreement, will be made
based upon prior 3 months’ enroliment data
confirmed by subject CRFs received from the
Site supporting subject visitation.

The balance of moniesearned, up to ten percent

Zkousejici neni osobou shodnou s Pfijemcem
plateb, IQVIA Clinical Trial Paymentsneposkytne
jakoukoli Uhradu Zkousejicimu ani v pfipadé, ze
Pfijemce plateb porusi svlj zavazek k poukazani
odmeény Zkousejicimu.

B. M INIM ALNi CiLOVY POCET ZARAZENI

Misto provadéni klinického hodnoceni bere na
védomi, Ze minimalni cilovy pocet zafazenych
subjektd pro Misto provadéni klinického
hodnoceni jsou| ] 2 ze Misto provadéni
klinického hodnoceni musi vynaloZzit maximalni
usili na dosazeni tohoto cile v pfimérené dobé
po zahajeni Studie v Misté provadeéni klinického
hodnoceni. Pokud Misto provadéni klinického
hodnoceni tento zavazek nedodrzi, mohou
Zadavatel a/nebo spole¢nost IQVIA pfehodnotit
zpUsobilost Mista provadéni  klinického
hodnoceni k dalsi Gcasti ve Studii.

C. PLATEBNi PODM iNKY

Spolecnost IQVIA Clinical Trial Payments bude
jménem IQVIA za sluzby uskutec¢néné na zakladé
této Smlouvy poskytovat finanéni plnéni
Pfijemci plateb Ctvrtletné, v souladu
s pfilozenym platebnim
uskute¢néné navstévy jednotlivych subjektl
hodnoceni. Devadesat procent (90%) Castek,
které maji byt vyplacené dle této Smlouvy,
v€etné plateb za screening failure, budou
vyplaceny na zékladé udajl o poctu subjektu
zafazenych v prfedchozich 3 mésicich
dolozenych formulafi CRF subjekt(i obdrzenych
od mista klinického hodnoceni apo ovéfeni
Gdajl o uskutecnénych navstévach
a souvisejicich vykonU subjektU.

rozvrhem vzdy za

Zbyvajici ¢ast platby ve vysi do deseti procent

9
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(10%), will be pro-rated upon verification of
actual subject visits, and will be paid by IQVIA to
the Payee, administered by IQVIA Clinical Trial
Payments, upon final acceptance by Sponsor of
all CRFs pages, all data clarifications issued, the
receipt and approval of any outstanding
regulatory documents as required by IQVIA
and/or Sponsor, the return of all unused
supplies to IQVIA, and upon satisfaction of all
other applicable conditions set forth in the
Agreement.

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.

In case of change of invoice detailsor VAT ID, the
Soonsor/IQVIA shall without undue delay
inform the Institution (Dasa ProkUpkova — Legal
Department, Ing. Jtka HaleSova — Financial and
Analysis Department).

M ajor, disqualifying Protocol violations are not
payable under this Agreement.

D. BUDGET TABLE

(10 %) bude po ovéreni skutecnych navstév
subjektl pomérné upravena a zaplacena IQVIA,
pfes IQVIA Clinical Trial Payments, Pfijemci
plateb po zavérecném prevzeti vSech stran
eCRF, vyjasnéni v8ech dat, prevzeti a schvéleni
jakychkoli chybéjicich regulaénich dokument,
jak je vyzadovano IQVIA nebo Zadavatelem,
vraceni veskerého nespotifebovaného materialu
IQVIA a splnéni vSech ostatnich platnych
podminek stanovenych v této Smlouvé.

Pokud je Poskytovatel platcem DPH, bude ke
véem vySe uvedenym castkam pripocteno DPH
v zakonné vysi.

Plnéni veskerych danovych povinnosti je
vylu€nou odpovédnosti Pfijemce plateb.

P¥i zméné fakturaénich Gdajd nebo DIC je
Zadavatel/IQVIA povinen neprodlené
informovat Poskytovatele (Dasa Proklpkova —
pravni odbor a Ing. Jitka HaleSova — Odbor
financi a analyz).

Zavazna, diskfalifikujici poruseni Protokolu dle
podminek této Smlouvy nebudou proplacena.

D. RozPOCTOVA TABULKA

10
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E. SITE COSTS

e StuDY START-UP FEE

A one-time, non-refundable payment will be
paid in the amount of ||l to cover Study
start-up activities upon completion and receipt
by IQVIA of all contractual and regulatory
documentation and upon receipt of invoice
upon Agreement execution..

e PHARM ACY START-UP FEE

A onetime, non-refundable Pharmacy Set-Up

payment of ||l wi! be made upon
delivery of an invoice and Agreement execution.

o  PHARM ACY STORAGE FEE

An annual Pharmacy storage payment of
B (starting with the firts month of
shipment delivery to the pharmacy) for the
storage of Investigational Product will be made.
Reimbursement will be made upon receipt of
invoices each year on or after the anniversary of
the signing of this Agreement. Invoices must

E. POPLATKY M iSTU KLINICKEHO HODNOCENI

o POPLATEK ZA INICIACI STUDIE

Jednorazovy nevratny poplatek v Castce
I o kryvajici Cinnosti pfi zahajeni Studie
bude uhrazen po zkompletovani veskeré
plvodni smluvni a regula¢ni dokumentace a po
jejim prijeti spole¢nosti IQVIA, apo doruceni
faktury po podpisu Smlouvy.

o ZAHAJOVACI POPLATEK PRO LEKARNU

Jednorazovy nevratny zahajovaci poplatek pro
lékarnu ve vysi |l bude uhrazen po
doruceni faktury po podpisu Smlouvy.

e POPLATEK LEKARNE ZA UCHOVAVANI

HODNOCENEHO PRIPRAVKU

Ro¢ni poplatek v céastce |l (pocinaje
mésicem prvni zasilky dorucené do lékarny)
pokryvajici €innosti
Hodnoceného léCiva bude uhrazen po obdrzeni
faktury kazdy rok nebo po roce od podepsani
smlouvy. Faktury musi obsahovat dany rok.

[ékarny za uchovavani

11
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include the year of renewal.

e DRuUG DISPENSE (IP AND IBUPROFEN)

Drug dispense (each dispense) payment of
I i be made upon receipt of invoice.

e PHARM ACY CLOSE-OUT FEE

A one-time, non-refundable Pharmacy Close-
out payment will be made upon receipt of
invoice at a cost of ||l at end of Study.

e DOCUMENT STORAGE/ ARCHIVING COSTS

Arecord storage payment of || . v be
made upon receipt of invoice and are not

included in the attached Budget. The invoice
shall be issued upon Agreement execution. In
accordance with Sponsor’s Protocol
requirements, Institution shall maintain all Ste
Study records in a safe and secure location to
allow easy and timely retrieval, when needed.

e ADMINISTRATIVE FEE

non-refundable administrative
payment will be paid in the amount of
B o cover this
Agreement. The invoice will be issued upon
execution of this Agreement.

A one-time,

execution of

e AMENDMENT FEE

One-time fee of |l for conclusion of a
contract amendment will be paid to Institution
on the basis of an invoice issued after execution

e VYDEJLECIVA (IP A IBUPROFEN)

Poplatek v ¢astce |l z2 jednotlivy vyde;
|éCiva v Iékarné bude uhrazen po obdrzeni
faktury.

e UKONCOVACI POPLATEK PRO LEKARNU

[ékarné uhrazen na
nevratny

Na konci Studie bude
zékladé  faktury  jednorazovy

ukoncovaci poplatek ve vysi|| R

o POPLATEK ZA UCHOVAVANI/ ARCHIVACI

ZAZNAM U

Poplatek za uchovavani zaznam( ve vysi
I bude proplacen na zékladé pfijaté
faktury aneni zahrnut vrozpoCtové tabulce.
Faktura bude vystavena po podpisu smlouvy.
Vsouladu spozadavky Zadavatele podle
Protokolu bude Poskytovatel uchovavat veskeré
zdznamy o Studii vedené Mistem provadéni
klinického hodnoceni na bezpetném
a zabezpeteném misté, kde knim bude
v pfipadé nutnosti snadny pfistup bez zbytecné
Casové prodlevy.

®  ADMINISTRATIVNI POPLATEK

Jednorédzovy nevratny poplatek za projednani
Smlouvy bude uhrazen v castce |
Faktura bude vystavena po podpisu Smlouvy.

e POPLATEK ZA UZAVRENIi DODATKU

Jednordzovy nevratny poplatek za uzavreni

dodatku smlouvy ve vysi | bude
Poskytovateli uhrazen po vystaveni faktury.
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of such amendment.

e RADIOLOGY START-UP FEE

A one-time, non-refundable payment will be
paid in the amount of ||l to cover Study
start-up activities upon completion and receipt
by CRO of all contractual and regulatory
documentation.

o RESCUE MEDICATION - IBUPROFEN

Ibuprofen will be reimbursed for actual costs on
a pass-through basis upon receipt of original
supporting invoices and is not included in the
attached Budget Table. Patient numbers and
procedure date must be included on the invoice.
The price for the delivery of the medicinal
product will not be higher than the sum of the
maximum price of the manufacturer and the
trade surcharges set by the price regulation of
the Ministry of Health.

F. SCREENING FAILURE

Reimbursement for screen failures will be at the
amount indicated on the screening visit of the
attached budget table, not to exceed one (1)
screen failure paid per one (1) subject
randomized.

To be eligible for reimbursement of a screening
visit, supporting data entry must be completed
and submitted to IQVIA along with any
additional information, which may be requested
by IQVIA to appropriately document the subject
screening procedures.

G. DISCONTINUED _OR__EARLY _TERMINATION

Faktura bude vystavena po podpisu dodatku.

e RADIOLOGY START-UP FEE

Jednorazovy nevratny poplatek v Castce
I cokryvajici Cinnosti pfi zahajeni Studie
bude uhrazen po zkompletovani veskeré
plvodni smluvni a regula¢ni dokumentace a po
jejim prijeti spolecnosti IQVIA, apo obdrzeni
faktury.

o ZACHRANNA M EDIKACE — |IBUPROFEN

Formou prefakturace bude proplacena skutecna
cena Ibuprofenu po obdrzeni prvopist
podkladovych faktur; ibuprofen neni zahrnut do
pfilozené rozpoctové tabulky. Faktura musi
uvadét Cisla pacientl a datum Gkonu. Za dodani
|éCivého pfipravku bude uhrazena cena, ktera
nesmi byt vys$$i nez souCet maximalni ceny
vyrobce a obchodnich pfirdzek stanovenych
cenovym predpisem Ministerstva zdravotnictvi.

F. NAVSTEVY VYHODNOCENE JAKO ,,SCREENING
FAILURE

Uhrady za navstévy definované jako “screen
failures” budou uskutecnény v Castkach
uvedenych pro screeningovou navstévu dle
pfipojeného platebniho rozvrhu, Ghrada
neprekroci jeden (1) ,screen failures® na kazdy

jeden (1) randomizovany Subjekt studie.

Narok na Uhradu za vstupni navstévu vznika za
predpokladu, Ze spolecnosti IQVIA budou
predlozeny vyplnéné podkladové (daje spolu
sjakymikoli dodate¢nymi informacemi, které
mUze spolecnost IQVIA vyzadovat k fadnému
prokazani vstupnich vysetreni subjektu.

G. PRERUSENI NEBO PREDCASNE UKONCENI
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SUBJECTS

Reimbursement for discontinued or early
termination subjects will be prorated based on
the number of confirmed completed visits.

H. UNSCHEDULED VISITS

Payment for unscheduled Vvisits will be
reimbursed in the amount of || [ which
includes overhead], as denoted in the Budget
Table above. To be eligible for reimbursement
for unscheduled visits, supporting data entry
must be completed and submitted to IQVIA,
along with any additional information which
may be requested by IQVIA, to appropriately
document the unscheduled visit.

l. INFORM ED CONSENT FEE (DURING W ASH-OUT)

A payment in the amount of || I [which
includes overhead], as denoted in the Table

conditional procedure below, be
reimbursed on a pass-through basis per subject,
for any study subject that signs the Informed
Consent at the wash-out visit, but withdraws
before initiating any screening procedure of the
screening visit. Informed Consent fee will be
payable upon receipt of an
including subject number.

will

invoice

J StuDY SUBJECT COM PENSATION

The Study Subjects will be reimbursed for costs
(see table below) related to visit to the
Institution by Study Subject pursuant to the
Protocol (i. e. transport costs and/or expenses

SUBJEKTU STUDIE

Platby za Subjekty studie, u kterych dojde
k preruseni nebo kpfedéasnému ukonceni,
budou pomérné rozpocitany podle poctu
potvrzenych absolvovanych navstév.

H. NEPLANOVANA NAVSTEVA

Platba za neplanovanou néavsétévu bude
uhrazena ve vysi [l (<tera zahrnuje rezijni
naklady), jak je uvedeno v rozpoctové tabulce
vySe. Narok na Uhradu neplanovanych navstév
vznikd za predpokladu, Ze budou IQVIA
predlozeny kompletni vstupni data spolu
s veskerymi dal8imi informacemi, které mohou
byt vyzadany ze strany IQVIA za (i¢elem Ffadného
zdokumentovani neplanované navstévy.

l. POPLATEK ZA INFORM OVANY SOUHLAS (BEHEM

oCISTOVANI

Platba ve vysi |l (ktera zahrnuje rezijni
naklady), jak je uvedeno vtabulce podminéné
procedury niZze, bude vyplacena na zakladé
prefakturace za kazdou polozku, u kazdého
Subjektu studie, ktery podepiSe informovany
souhlas bé&hém ocistovani, avSak zrusi svou
Gcast pred zahajenim jakéhokoli
screeningového postupu screeningové
navstévy. Poplatek za informovany souhlas
bude splatny po obdrzeni faktury v€etné Cisla
subjektu.

J UHRADY SUBJEKTUM STUDIE

Subjektlim studie bude poskytnuta nahrada
naklad( (viztabulka niZze) spojenych s navstévou
Zdravotnického zafizeni dle protokolu (napf.
doprava a/nebo néklady stravovani), v pausalni
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for boarding), in a flat sum in amount of ||
per one (1) visit of one (1) Study Subject.

The reimbursement shall be handed to
individual Study Subjectsby Investigator in strict
compliance with instructions provided by
Soonsor or IQVIA.

K. CONDITIONAL PROCEDURES (WITH INVOICE)

vy$i [l za jednu (1) navstévu jednoho (1)
Subjektu studie.

Pfedani téchto nahrad jednotlivym Subjektim
studie bude zajistovat ZkousSejici v prisném
souladu s pokyny poskytnutymi Zadavatelem
nebo spolecnosti IQVIA.

K.PODMIiNENE PROCEDURY (S FAKTUROU)

The following conditional procedure costs will
be reimbursed on apass-through basis upon
receipt of an invoice in the amount indicated in
the table below (which includes overhead).
Subject number and procedure dates must be
included on the invoice for payment to be
issued.

Nasledujici naklady na podminéné procedury
budou proplaceny pribézné na zékladé pfijeti
faktury na ¢astku uvedenou v tabulce nize (ktera
zahrnuje rezijni naklady). Aby mohla byt platba
vystavena, musi byt na faktufe uvedeno Ccislo
subjektu a datum provedeni.
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L EC/ IRB/ IEC FEes (FOR EM EA/ APAC: WHEN
PAID TO EC/ IRB/ IEC)

EC/ IRB/ IEC costs will be paid upon receipt of an
invoice issued by the EC/IRB/IEC, and are not
included in the attached Budget. Payment will
be made directly to the EC/IRB/IEC. Any
subsequent re-submissions or renewals, upon
approval by IQVIA and Sponsor, will be paid
upon receipt of appropriate documentation.

M. EQUIPM ENT

The Site will be supplied with/ by:

Equipment iPhone, A1688*

M anufacturer Apple

* The iPhone will be received by the Study
Subjects and any damage will be the
responsibility of the Study Subject, not the
Institution.

Purchase Price

All  materials and equipments provided
(“Equipments”) by the Sponsor or IQVIA
/vendors contracted by the Sponsor shall

remain the sole property of the Soonsor/IQVIA
/vendor, asthe case may be.

Therefore, it is hereby agreed that such

Equipments shall:

a) be subject to removal at any time upon the
Spoonsor’s or IQVIA demand provided that such
removal does not prevent the Ste from
conducting the Study and carrying out their

L PLATBY ETICKYM KOM ISiM

Platby Etické komisi budou vyplaceny na zakladé
faktury vystavené Etickou komisi anejsou
uvedeny v pfilozeném rozpoctu. Platby budou
vyplaceny pfimo Etické komisi. Veskera
nasledna opakovana podani aprodlouzeni
budou na zaékladé souhlasu CRO a Zadavatele
uhrazena po pfijeti pfislusné dokumentace.

M. VYBAVENI

Misto provddeni klinického hodnoceni obdrZi:

Vybaveni iPhone, A1688*
Vyrobce Apple
Porizovaci cena -

*1Phone obdrzi Subjekty studie a za piipadné
poskozeni bude nést odpovédnost dany Subjekt
studie, nikoliv Poskytovatel.

VesSkeré materidly avybaveni (,Vybaveni")
poskytnuté  Zadavatelem nebo IQVIA/
dodavateli, snimiz Zadavatel uzaviel smlouvu,
zUstanou vyhradnim majetkem Zadavatele /
IQVIA / dodavatele.

Smluvni strany se proto dohodly, Ze Vybaveni:

a) mUze byt kdykoliv na zadost Zadavatele nebo
IQVIA odejmuto za pfedpokladu, Ze tim nebude
Mistu provadéni klinického hodnoceni branéno
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obligations under this Agreement;

b) be used only for the purposes of the Study;

c) be used in accordance with any manuals or
instructions while in possession of the Study
Subject;

d) shall remain in the same condition, ordinary
wear and tear excepted. As long as the
Equipments are in the possession of the Study
Subject, it isliable for maintenance or any risk of
loss in connection with the Equipments during
the conduct of the Study;

e) be clearly identified as the sole property of
the Sponsor/IQVIA /vendor, as applicable, by
clearly stating ,BELONGS TO ,Name of legal
owner” in order to notify any third parties,
including creditors, that the legal owner retains
title thereto; and

f) upon completion or termination of the Study,
IQVIA or Sponsor, together with Ste assistance,
shall arrange the return of all equipment
provided for the Study within one (1) month of
request to return, or if requested by the Sponsor
or IQVIA in writing, arrange for the disposal of

the FEquipments as soon as reasonably
practicable.
N. PAYM ENT DISPUTES

Ste will have forty five (45) days from the
receipt of final payment to dispute any payment
discrepancies during the course of the Study.

v provadéni Studie av plnéni jeho povinnosti
vyplyvajicich ztéto Smlouvy;

b) bude pouzivano pouze pro ucely Studie;

c) bude béhem uZivani Subjektem studie
pouzivano vsouladu svesSkerymi navody
a pokyny;

d) zlstane ve stejném stavu spfihlédnutim
k béznému opotiebeni. Po dobu, kdy bude
Subjekt studie Vybaveniuzivat, odpovida za jeho
udrzbu aveskerd rizika ztraty v souvislosti
s Vybavenim béhem provadéni Studie;

e) bude =zfetelné oznaceno jako vyhradni
majetek Zadavatele / IQVIA / dodavatele
zfetelnym napisem ,MAJETEK ,Nazev
zdkonného majitele",, aby tfeti strany vcetné
véritel( byly informovany otom, Ze se na né
vztahuje narok zakonného majitele; a

f) po dokonceni nebo ukonceni Studie zajisti
IQVIA nebo Zadavatel za pomoci Mista
provadéni  klinického hodnoceni vraceni
veskerého Vybaveni poskytnutého pro ucely
Studie do jednoho (1) meésice od zadosti
o vraceninebo, v pfipadé pissmného pozadavku
IQVIA nebo Zadavatele, zajisti likvidaci
Vybaveni, jakmile to bude mozné.

N. PLATEBNi SPORY

Misto provadéni klinického hodnoceni bude
opravnéno ve lhité ctyticeti péti (45) dnd od
obdrzeni zavérecné platby rozporovat jakoukoli
nesrovnalost v platbach, kniz doslo béhem
provadéni Studie.
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0. INVOICES

Payments will be issued by IQVIA Clinical Trial
Payments based on Visit Budget, payment
frequency and payment terms as described
above. Paymentswill 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 IQVIA
Clinical Trial Payments 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 IQVIA
Clinical Trial Payments and approved by
sponsor. Payments for visits do not require an
invoice unless otherwise indicated in the CTA or
communication is provided that an invoice is
necessary. All invoices shall be raised in the
following manner:

Invoices to be billed to:

IQVIA RDS Czech Republic s.r.o.
Care of: IQVIA Clinical Trial Payments
Pernerova 691/41, 186 00

Praha 8 — Karlin

Czech Republic

Invoicesto be sent to:

IQVIA Clinical Trial Payments
IQVIA , 5th floor.

210 Pentonville Rd, King Cross

0. FAKTURY

Platby budou spolecnosti IQVIA Clinical Trial
Payments provadény na zakladé rozpoctu
navstév, Cetnosti plateb a platebnich podminek
uvedenych vySe. Platby budou uskutecnény
pouze po pfrijeti odpovidajicich faktur vcetné
podkladové dokumentace ve stanovené meéne,
jak je popsano nize. Faktury budou splatné do 30
dnll od data jejich doruceni spole¢nosti IQVIA
Clinical Trial Payments véetné veskeré pfislusné
podkladové dokumentace.

Faktury na veskeré dalsi platby kromé téch vyse
uvedenych (tj. uhrady navic) museji byt take
zaslany spolecnosti IQVIA Clinical Trial Payments
aschvéleny zadavatelem. Platby za navstévy
nevyzaduji fakturu, pokud to neni ve Smlouvé
stanoveno jinak nebo pokud neni uvedena
komunikace, je-li faktura nutna. Faktury budou
vystavovany takto:

Faktury budou vystavovany na:

IQVIA RDS Czech Republic s.r.o.

K teseni IQVIA Clinical Trial Payments
Pernerova 691/41, 186 00

Praha 8 — Karlin

Ceska republika

Faktury zasilejte na:

IQVIA Clinical Trial Payments
IQVIA , 5th floor.

210 Pentonville Rd, King Cross
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London N1 9JY

United Kingdom
|

The followinginformation should be included on
the invoice:

o Investigator name, address and
phone number

o Invoice Date

Invoice Number

o Payee Name (must match Payee
indicated in CTA)

o Payment Amount

o Complete description of service
rendered

o Study Number

o Sponsor Name

o Invoices should be printed on
Ste/Institution letterhead

o

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

Payments at |

NO OTHER ADDITIONAL FUNDING REQUESTS
WILL BE CONSIDERED

These amountsinclude all applicable taxes.

All payments for this Study in accordance with
the attached budget will administered by IQVIA
Clinical Trial Payments and paid by IQVIA
electronically.

London N1 9JY

United Kingdom
|

Faktura musi mit tyto nélezitosti:

o Jméno apfijmeni Zkousejiciho a jeho
adresu a telefonni Cislo

o Datum vystaveni faktury

Cislo faktury

o Jméno prijemce plateb (musi odpovidat

Pfijemci plateb uvedeném ve

formularich dodavatell)

Castka

Uplny popis poskytnutych sluzeb

Cislo studie

Néazev zadavatele

Faktury museji byt vytistény na

hlavickovém papife Mista provadéni

klinického hodnoceni/ Poskytovatele

o

O O O O O

Se véemi dotazy ohledné faktur a plateb je tfeba
se obracet pfimo na spolecnost IQVIA Clinical
Trial Payments na adrese

JAKEKOU JNE PLATEBNi POZADAVKY

NEBUDOU UZNANY
Tyto platby zahrnuji veskeré pfislusné dané.

V8echny platby za tuto Studii v souladu
s pfilozenym  platebnim budou
hrazeny ze strany IQVIA Clinical Trial Payments
elektronickym bankovnim pfevodem.

rozvrhem
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