AMENDMENT No 1
TO CLINICAL TRIAL AGREEMENT

by and between

Eli Lilly Cork Limited,

With its Registered Office: Island House, Eastgate
Road, Eastgate Business Park, Little Island, Cork,
Ireland,

Tax ID: IE3508310BH

ereinafter referred to as “Sponsor™),
and

Thomayer University Hospital
with its registered seat at: Videtiska 800, 140 59
Praha 4 - Kr¢, Czech Republic
ID No.: 00064190, VAT No.: CZ00064190
State-run contributory organization established by
the Ministry of Health of the Czech Republic, full
text of the deed of foundation ref. No. MZDR
17268-IV/2012, registered in the commercial
register by City Court Prague, sec.Pr., item 1043

Represented by: doc. MUDr. Zden¢k Benes, CSc.,
director
(Hereinafter referred to as “Site™)

and

(Hereinafter as “Principal Investigator™)
(Hereinafter each referred to as “Party” and

collectively referred to as the “Parties™)

WHEREAS, the Parties have entered into a Clinical
Trial Agreement on 19® November 2020

(Hereinafter referred to as “Agreement”

. protocol I6T-MC-AMAX (hereinafter
referred to as “Protocol™)

WHEREAS, the Parties intend to update the

Agreement due to Protocol(d) and Budget and
Agreement updates.
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. DODATEK¢. 1
K SMLOUVE O KLINICKEM HODNOCENI

mezi

Eli Lilly Cork Limited,
se sidlem: Island House, Eastgate Road, Eastgate
Business Park, Little Island, Cork,
Irsko,
DIC: IE3508310BH

zastoupena:

(dale jen ,,Zadavatel ),
a

Fakultni Thomayerova nemocnice
se sidlem: Videfisk4 800. 140 59 Praha 4 - Kr¢, Ceska
republika
ICO: 00064190, DIC: CZ00064190
Statni piispévkova organizace ziizena Ministerstvem
zdravotnictvi CR, tipIné znéni ziizovaci listiny ¢,j.
MZDR 17268-IV/2012,
zapsana v obchodnim rejstiiku u Méstského soudu v
Praze, oddil Pr, vl. 1043

zastoupena: doc. MUDr. Zdeiikem BeneSem, CSc.,
feditelem
(dale jen ,,Centrum®)

a

(dale jen ,.Hlavni ZkouSejici®)

(kazda jednotliva strana se bude dale oznacovat jako
SSmluvni strana“ aspolecné pak jako ,.Smluvni
strany*)

VZHLEDEM K TOMU, ZE Smluvni strany uzaviely
dne 19. listopadu 2020 smlouvu o klinickém hodnoceni
dale jen .Smlouva*“

VZHLEDEM K TOMU, ZE Smluvni strany maji

vumyslu zmeénit Smlouvu zdivodu aktualizaci
Protokolu(d) a Rozpoc¢tu a Smlouvy.
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NOW, THEREFORE By this amendment
(hereinafter referred to as “Amendment No 1) the
Parties hereby amend the Agreement as follows.

1. With validity as of 26™ October 2021 the
Exhibit 2: Budget of the Agreement is hereby
deleted in its entirety and replaced with the
amended Exhibit 2: Budget, attached herein as
Exhibit 2.

2. Effective as of this Amendment there is an
addition to section I. INVESTIGATOR AND
INSTITUTION OBLIGATIONS / A Conduct
of Study of the Agreement as follows:

Export Control Regulations: Investigator and
Institution agree to comply with all applicable trade
sanctions and export control laws and regulations,
including, where applicable, the U.S. trade sanctions
administered by the U.S. Treasury Department's
Office of Foreign Assets Control (31 C.F.R. Part
501 et seq.), the U.S. Export Administration
Regulations (15 C.F.R. Part 734 et seq.), and
European Union trade sanctions and export laws
(including without limitation Council Regulation
(EC) No. 428/2009 (as amended)).

Sanctions: Investigator and Institution represent and
warrant that neither Investigator, Institution and, to
the best of their knowledge, its directors, executive
officers, agents, shareholders, nor any person
having a controlling interest in Institution are (i) a
person targeted by trade or financial sanctions under
the laws and regulations of the United Nations, the
United States, the European Union and its Member
States, the United Kingdom or any other jurisdiction
that is relevant to the execution of this Agreement;
(i1) incorporated or headquartered in, or organized
under the laws of, a territory subject to
comprehensive U.S. sanctions (each, a “Sanctioned
Territory”) or (iii) directly or indirectly owned or
controlled by such persons (together “Restricted
Person™). Investigator and Institution further
represent and warrants that Investigator and/or
Institution shall notify Lilly in writing immediately
if Investigator, Institution or any of its directors,
executive officers, agents, shareholders or any
person having a controlling interest in Institution
becomes a Restricted Person or if Institution
becomes directly or indirectly owned or controlled
by one or more Restricted Persons.
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TIMTO Smluvni strany méni Smlouvu timto Dodatkem
(dale jen ,,Dodatek €. 1) takto.

1. S platnosti od 26. fijna 2021 se Piiloha 2: Rozpocet
Smlouvy vplném rozsahu rusi anahrazuje se
zménénou Prilohou 2: Rozpocet, ktera je ptiloZzena
jako Ptiloha 2.

2. S ucinnosti tohoto Dodatku se do oddilu 1.

ZAVAZKY ZKOUSEJICIHO A
ZDRAVOTNICKEHO ZARIZENI / A
Provadéni studie Smlouvy pfidavaji tyto dva
odstavce:

Predpisy v oblasti kontroly vyvozu: ZkousSejici a
Zdravotnické zafizeni se zavazuji dodrzovat vSechny
platné zadkony a ptedpisy o obchodnich sankcich a
kontrole vyvozu, v¢etné ptipadnych obchodnich sankci
Spojenych statd ulozenych Ufadem pro kontrolu
zahrani¢nich aktiv Ministerstva financi Spojenych stati
(31 Kodexu federalnich pravnich predpist, ¢ast 501 a
nasl.), predpisti Spojenych statl o spravé vyvozu (15
Kodexu federalnich pravnich ptedpist, ¢ast 734 a nasl.)
a zakontt EU o obchodnich sankcich a vyvozu (zejména
nafizeni Rady (ES) ¢. 428/2009 (v platném znéni)).

Sankce: Zkousejici a Zdravotnické zafizeni prohlasuji a
zaruCuji, ze Zkousejici, Zdravotnické zatizeni a dle
jejich nejlepsiho védomi ani jeji jednatelé, vykonni
pracovnici, zastupci, akcionafi, ani zadna osoba, ktera
ma ve Zdravotnickém zatizeni kontrolni podil, nejsou (i)
osobami, na které se vztahuji obchodni nebo finan¢ni
sankce podle zakontl a predpisti Organizace spojenych
narodl, Spojenych stati, Evropské unie a jejich
Clenskych statti, Spojeného kralovstvi nebo jakékoli jiné
jurisdikce, ktera je relevantni pro plnéni této Smlouvy;
(ii) zalozeny nebo nemaji sidlo ¢i jsou zfizeny podle
zékonl uzemi, na které se vztahuji komplexni sankce
Spojenych stati americkych (dale jen ,,sankcionované
uzemi) nebo (iii) pfimo nebo nepiimo vlastnéna ¢i
ovladana takovymi osobami (spoleéné¢ dale jen
,sankcionovana osoba®). ZkouSejici a Zdravotnické
zatizeni dale prohlasuji a zarucuji, Ze ZkousSejici a/nebo
Zdravotnické zafizeni neprodlené pisemné oznami
spolecnosti Lilly, pokud se ZkouSejici, Zdravotnické
zafizeni nebo kterykoli z jejich jednatelti, vykonnych
pracovnikd, zastupci, akcionafd nebo jakakoli osoba s
kontrolnim podilem ve Zdravotnickém zafizeni stane
sankcionovanou osobou nebo stane-li se Zdravotnické
zatizeni spolec¢nosti pfimo nebo nepfimo vlastnénou
nebo kontrolovanou jednou ¢i vice sankcionovymi
osobami.
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3. Effective as of this Amendment section
Appendix 1: Data Processing Terms/
B. Data Privacy and Security/ Security
Incidents of the Agreement on page 31 is hereby
deleted in its entirety and replaced with the
amended section B. Data Privacy and Security
/ Security Incidents point (a) as follows:

(a) Notification of Security Incidents. Institution
shall  notif Lilly, wvia email at
, within 24 hours of suspected
or known security incidents that have potential
impact to individually identifiable health
information Lilly Data, Lilly’s payments to
Institution or Institution’s payment systems, or
any other confidential information provided or
generated under this Agreement. In addition,
Institution shall have a documented process to
ensure compliance with this notification
requirement.

4. Effective as of this Amendment section 2.22
about Archivation on page 9 is hereby deleted
in its entirety and replaced with the amended
section 2.22 as follows:

2.22 The Center shall keep all electronic and
other documents, including without limitation,
source documents and the Investigator’s files
required by ICH guidelines and applicable laws
regulating Study performance for the longer of
the two following periods: 1) twenty-five (25)
years after the end of the Study, or 2) any longer
documentation archiving period laid down in
applicable legal regulations. Study
documentation must be kept in a suitable
location and manner, and the Center must keep
record of the location where Study
documentation is stored to ensure that it is
readily available upon the request of the
Sponsor’s appointed representative, the ethics
committee, an auditor or competent authorities.
The Center must notify the Sponsor in the event
that the Center plans to archive Study
documentation outside of its own premises.

5. This Amendment shall enter into force on the date
of its signature by last contracting Party and shall
enter into force on the day of its publications in the
Register of Contracts. Parties have agreed that the
publication of this Amendment in the Register of
Contracts in accordance with the Act on the
Register of Contracts will be ensured by the
Thomayer University Hospital. In order to ensure
the protection of Eli Lilly’s trade secret, pages of
this Amendment, as they represent the trade secret.
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3.

(a)

S ucinnosti tohoto Dodatku se bod Ptiloha 1:
Podminky zpracovani osobnich udajua/

B. Bezpecnost a ochrana osobnich udaju/
Piipady naruSeni bezpecnosti Smlouvy na strané
31 v plném rozsahu rusi a nahrazuje se zménénym
bodem B. Bezpecnost a ochrana osobnich udaja/
Piipady naruSeni bezpeé¢nosti bod (a) takto:

Oznameni  pfipadd naruSeni  bezpecnosti.
Zdravotnické zatizeni se zavazuje informovat
Lilly e-mailem na_ do 24 hodin
o podezieni z naruseni bezpec¢nosti nebo o zjisténi
pripadli naruseni bezpecnosti, které mohou mit
dopad na individualné identifikovatelné zdravotni
udaje Lilly, platby Lilly ve prospéch
Zdravotnického zafizeni nebo platebni systémy
Zdravotnického zafizeni nebo jakékoli jiné
dtuvérné informace poskytnuté nebo vytvorené na
zaklad¢ této Smlouvy. Kromé toho musi mit
Zdravotnické zafizeni zdokumentovany postup k
zajisténi souladu s touto oznamovaci povinnosti.

4. S ucinnosti tohoto Dodatku se bod 2.22 o Archivaci,

na strané¢ 9 v plném rozsahu rusi a nahrazuje se
zménénym bodem 2.22 takto:

2.22 Centrum se zavazuje uchovavat
veskerou elektronickou i jinou dokumentaci,
véetn¢  zdrojové  dokumentace a  slozky
Zkousejiciho, vyzadovanych ICH piedpisy a
prislusnymi  pravnimi pfedpisy upravujicimi
provadéni Studie, po delsi z nasledujicich dvou
dob: 1) dvacet pét (25) let po skonceni Studie nebo
2) jakoukoli delsi dobu pro archivaci dokumentace
stanovenou pfisluSnymi pravnimi predpisy.
Studijni dokumentace musi byt uchovavana na
vhodném misté a vhodnym zptisobem a Centrum je
povinno vést zaznamy o mist¢, kde je dokumentace
Studie uchovavana, aby tato byla pohotové k
dispozici na Zzadost povéfeného zastupce
Zadavatele, etické komise, auditora nebo
prislusnych uradt. Centrum je povinno Zadavatele
informovat v pfipadé, Ze planuje archivovat
dokumentaci Studie mimo své vlastni prostory.

5. Tento Dodatek nabyva platnosti dnem jejiho
podpisu posledni smluvni stranou a i€innosti nabyva
dnem uvefejnéni v Registru smluv. Strany se
dohodly, ze uvefejnéni tohoto Dodatku v Registru
smluv postupem podle zakona o registru smluv zajisti
Fakultni Thomayerova nemocnice. Z davodu
zajisténi ochrany obchodniho tajemstvi spolecnosti
Eli Lilly, budou v Registru smluv znecitelnény strany
tohoto Dodatku, jez pfedstavuji obchodni tajemstvi.
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6. Parties to the Agreement agreed that rights and
duties arisen from implementation of this
Amendment, agreed on 26th October 2021, to the
moment this Amendment becomes -effective,
replace by committment made by this Amendment.
Fulfillment of the matter of this Amendment in
period from 26th October 2021 until the moment
this Amendment becomes effective is considered a
fulfillment in compliance with the Agreement and
rights and duties arisen from this Amendment are
governed by Agreement as amended.

Any parts of the Agreement not affected by this
Amendment will remain unchanged.

In the event of a discrepancy between the Czech and
English versions of this Appendix, the Czech version
shall prevail.

This Amendment No 1 has been read, understood and
signed by the Parties in full compliance with their
intentions.

Eli Lilly Cork Limited

6. Strany se dohodly, ze prava a povinnosti vznikl¢€ z
plnéni v ramci piedmeétu tohoto Dodatku, k némuz
doslo od 26. rijna 2021 do nabyti ucinnosti tohoto
Dodatku, nahrazuji zavazkem vzniklym z tohoto
Dodatku. Plnéni v ramci piedmétu tohoto Dodatku v
obdobi od 26. fijna 2021 do nabyti Gcinnosti tohoto
Dodatku se tak povazuje za plnéni podle Smlouvy ve
znéni tohoto Dodatku a prava a povinnosti z n¢ho
vzniklé se fidi touto Smlouvou ve znéni tohoto
Dodatku.

Vsechny ¢asti Smlouvy, které nejsou timto Dodatkem
dotéeny, zistavaji beze zmeény.

V piipadé rozporu mezi ceskou a anglickou verzi
tohoto dodatku ma piednost a je rozhodujici verze
Ceska.

Tento Dodatek ¢.1 byl Smluvnimi stranami precten,
pochopen a podepsan v plném souladu s jejich zaméry.

Name / jméno:
Title / titul:

Date / datum

Site / Centrum — Fakultni Thomayerova nemocnice

doc. MUDr. Zdenék Benes, CSc.
Director/ Reditel

Principal Investigator / Hlavni ZkousSejici

Date / datum
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Date / datum
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ATTACHMENT 2
BUDGET & PAYMENT SCHEDULE

A. PAYEE DETAILS

The Parties agree that the payee designated
below 1s the proper payee for this
Agreement, and that payments under this
Agreement will be made only to the
following payee (“Payee”):

PRILOHA 2
ROZPOCET & PLATEBNi PREHLED

A. UDAJE O PRIJEMCI PLATBY

Smluvni strany timto souhlasi, Ze nize
uvedeny piijemce platby je fadnym a
jedinym piijemcem plateb dle této Smlouvy,
a dale, ze platby provedené na zaklade této
Smlouvy budou realizovany vyhradné vici
nize uvedenému piijemci plateb (dale jen
,PFijemce plateb®):

Payee Name / Nazev Prijemce

Thomayerova nemocnice

platby

Payee Address / Adresa | Videnska 800, 140 59 Praha 4, Czech Republic / Ceskd
Prijemce platby republika

Bank Name / Nazev banky Ceska ndrodni banka

Bank Account / Bankovni ucet:

Bank Number / Cislo ictu: 20001-36831041/0710
IBAN: CZ42 0710 0200 0100 36831041

SWIFT Code / SWIFT kod: CNBACZPP
VAT/GST/Tax ID Number /

DPH/ Danové identifikacni | CZ00064190
Cislo

In case of changes in the Payee’s bank
details, Payee is obliged to inform Lilly:
Budget and Contract Centralised Team,
Eli Lilly Cork Limited, Island House,
Eastgate Road, Eastgate Business Park,
Little Island, Co. Cork, Ireland:;
Tel.:

writing. Parties agree that in case of

changes in bank details which do not
involve a change of payee or change of
country location of bank account, no further
amendments are required.

The Parties acknowledge that the
designated Payee 1s authorized to receive
all of the payments for the services
performed under this Agreement.

If the Investigator 1s not the Payee, then the
Payee's obligation to reimburse the
Investigator, if any, i1s determined by
a separate agreement between Investigator
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Dojde-li k jakymkoli zmeénam ohledné
bankovnich udaji Piijemce plateb, Piijemce
plateb je vtakovém piipadé o této
skute¢nosti povinnen informovat spole¢nost
Lilly: Budget and Contract Centralised
Team, Eli Lilly Cork Limited, Island House,
Eastgate Road, Eastgate Business Park,
Little  Island, Co.  Cork,  Irsko:
Tel.:
E-mail: ,ato
odeslanim pisemného oznameni. Smluvni
strany souhlasi, ze v pfipad¢, ze ptijde pouze
0 zménu vyhradné se vztahujici
k bankovnim udajim Piijemce plateb a které
nepisobi zménu v subjektu Piijemce plateb
nebo zménu statu, v némz je bankovni ucet
ziizen, nebude zapotiebi uzavirat jakykoli
dalsi dodatek.

Strany timto berou na védomi, Ze shora
definovany Piijemce plateb je opravnén
obdrzet veskeré platby za sluzby vykonané
na zakladé této Smlouvy.

Zkousejici neni Pifjemcem plateb, Piijemce
plateb poukaze Zkousejicimu odménu dle
mterni smérnice Piijemce plateb, piicemz
tato dohoda miize obsahovat odlisné platebni
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and Payee, which may involve different
payment amounts and different payment
intervals than the payments made by Lilly
to the Payee.

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

. PAYMENT TERM

Lilly will pay the Payee every six (6)
months, on a completed visit per subject
basis in accordance with the attached
budget. The payment cycle commences 30
days after the first patient within Europe is
enrolled into the trial. Payments including
any Screening Failure that may be payable
will be made based upon prior 6 months
enrolment data confirmed by subject CRFs
received from the Investigator and data
verification supporting subject visitation.
A payment batch report, which contains the
completed subject visits for the period
including a call for invoice issuance, will be
sent to the Payee at

within 30 days of the end of this six-month
period. Consequently, the payee will raise
their invoice to match the report.

Additional Unscheduled/Conditional
Procedures and all local procedures (e.g.
laboratory services, CT, MRI and
pharmacy services) will be listed separately
from the Per Visit Payments. Files for
billing the items per invoice will be
generated by Site upon consultation with
Lilly’s representative.

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.

Major, disqualifying Protocol violations
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castky a odlisné platebni intervaly ¢i obdobi
od plateb poukazovanych ze strany Lilly vici
Ptijemci plateb.

ZkouSejici bere timto na védomi, Ze
v ptipadé, ze ZkousSejici neni osobou
shodnou s Pfijemcem  plateb, Lilly
neposkytne jakoukoli thradu Zkousejicimu
ani v piipadé, ze Piijemce plateb porusi sviij
zavazek k poukdzani odmény Zkousejicimu.

. PLATEBNi PODMINKY

Lilly bude poskytovat finan¢ni plnéni Ptijemci
plateb kazdych Sest (6) mésict, v souladu
s pfilozenym platebnim rozvrhem vzdy za
uskutecnéné navstévy jednotlivych Subjektd
studie. Platebni cyklus bude zahajen 30 dnl po
zatazeni prvniho pacienta na uzemi Evropy do
klinického hodnoceni. Platby, véetné veskerych
splatnych plateb za navstévy vyhodnocené jako
“Screening failure”, budou poskytovany na
zaklad¢ tudaji zapsanych za ptedchozich 6
mesict,, potvrzenych CRF formulafi Subjektt
studie obdrzenymi ze strany ZkouSejiciho
a kontrolami Subjektli studie provedenymi za

ucelem ovéfeni udajii  vztahujicich  se
k pfedmétnym navstévam Subjetku  studie.
Hromadny  platebni  piehled, zahrnujici

provedené navstévy Subjektt studie za dané

obdobi a vyzvu k vystaveni faktury, bude zaslan
Prijemci plateb na [N -
lhtit¢ 30 dnti od ukonéeni tohoto Sestimésicniho
obdobi. Nasledné pfijemce plateb vystavi

fakturu, ktera bude odpovidat tomuto platebnimu
ptehledu.

Dodatecné neplanované/podminecné
postupy a veskerd lokalni vysSetieni (napf.
laboratorni, CT, MRI a sluzby Lékarny)
budou vycisleny mimo ceny za navstévy.
Podklady pro fakturaci téchto polozek
fakturovanych zvlast bude vypracovavat
Misto provadéni klinického hodnoceni
vzdy po konzultaci se zadstupcem spole¢nosti
Lilly

Pokud je Zdravotnické zafizeni platcem
DPH, bude ke vSem vyse uvedenym ¢astkam
ptipo¢teno DPH v zdkonné vysi.

PInéni veskerych danovych povinnosti je
vylu¢nou odpovédnosti Pfijemce plateb.

Zavaina  poruSeni  Protokolu  dle
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are not payable under this Agreement.

. PAYMENT DISPUTE

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

. MINIMUM ENROLMENT GOAL

Site will make maximum effort to enroll the
minimum target of . Site
will use best efforts to reach the enrollment
goal within areasonable time after
commencement of the Study at Site. If Site
fails to adhere to this principle Lilly may
reconsider Site’s suitability to continue
participation in the Study.

. DISCONTINUED OR EARLY TERMINATION E.

C.

D.

podminek této Smlouvy nebudou
proplacena.
PLATEBNI SPORY

Misto provadéni klinického hodnoceni bude
opravnéno ve lhaté tficeti (30) dni od
obdrzeni zavérecné platby rozporovat
jakoukoli nesrovnalost v platbach, kniz
doslo béhem provadéni Studie.

MINIMALNI CILOVY POCET ZARAZEN]
Misto provadéni klinického hodnoceni

vyvine maximalni usili k zafazeni
minimalniho cilového poctu
studie.  Misto  provadéni  klinického

hodnoceni se zavazuje vynalozit veSkeré
usili k tomu, aby cilového poctu bylo
dosazeno béhem piiméefené doby po zahajeni
Studie v Misté provadéni  klinického
hodnoceni. V piipadé, ze Misto provadeéni
klinického  hodnoceni  nesplni  tento
pozadavek, muze Lilly ptfehodnotit ti¢elnost
pokracovani Mista provadéni klinického
hodnoceni v dané Studii.

PRERUSENI NEBO PREDCASNE UKONCENI

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

. INVOICES

Invoice will be payable within: 40 days.

Original Invoices pertaining to this Study
must be issued to:

Eli Lilly Cork Limited
Island House

Eastgate Road
Eastgate Business Park
Little Island

Co. Cork

Ireland

TIN: IE3508310BH

The invoice will be mailed to:

Please note that invoices will not be
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Platby za Subjekty studie, u kterych dojde
k pteruseni nebo k pfedcasnému ukonceni,
budou pomérné rozpocitany podle poctu
potvrzenych absolvovanych navstév.

FAKTURY

Splatnost faktury: 40 dni od vystaveni
faktury

Prvopis faktur, které souviseji s touto Studii,
musi byt vystaven na:

Eli Lilly Cork Limited
Island House

Eastgate Road
Eastgate Business Park
Little Island

Co. Cork

Irsko

VAT: IE3508310BH

Faktura bude odeslana na adresu (e-mail):

Upozoriiujeme prosim, Zze faktury
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processed unless they reference the
Sponsor name, Protocol number and
Investigator name and site number.
After  receipt and  verification,
reimbursement for invoices will be
included with the next regularly
scheduled payment for subject activity.

Any expense or cost incurred by Site in
performing this Agreement that is not
specifically designated as reimbursable by
Lilly under the Agreement (including this
Budget and Payment Schedule) is Site’s
sole responsibility.

. SCREENING FAILURE

Reimbursement for screen failures will be
at the amount indicated in the attached
budget.

To be eligible for reimbursement of
screening visit, completed screening CRF
pages must be submitted to Lilly and any
additional information, which may be

requested by Lilly to appropriately
document  the  subject  screening
procedures.

H. EC FEES

EC costs will be reimbursed on a pass-
through basis upon receipt of a formal
invoice issued by the EC and are not
included in the attached Budget. Payment
will be made directly to the EC. Any
subsequent re-submissions or renewals,
upon approval by Lilly, will be reimbursed
upon receipt of appropriate documentation.

PATIENT TRAVEL COSTS

In relation to study participation, the
subject will receive a financial
reimbursement for transportation, parking,
meals, inconveniences and other items
outlined in patient information and
informed consent form approved by ethics
committee. Financial reimbursement will
be dispensed to subject by Investigator via
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nebudou Zpracovany, nebudou-li
obsahovat odkaz na nazev/obchodni
firmu Zadavatele, ¢islo Protokolu, jméno
ZkouSejiciho a ¢islo Mista provadéni
klinického hodnoceni. Po obdrZzeni
faktury a jeji verifikaci budou
fakturovana plnéni zahrnuta do nejblizsi
planované tadné platby v souvislosti
s predmétnou ¢innosti.

Jakékoli naklady a vydaje, které vzniknou
Mistu provadéni klinického hodnoceni
v souvislosti s plnénim této  Smlouvy,
a které nejsou vyslovné oznaceny jako
proplatitelné ze strany Lilly za podminek
této Smlouvy (vcetné jeji casti Rozpoclet
a Platebni ptehled), ptjdou plné k tizi Mista
provadéni klinického hodnoceni.

G. NAVSTEVY VYHODNOCENE JAKO
“SCREENING FAILURE”

Uhrady za navitévy definované jako “screen

failures” budou uskute¢nény v ¢astkach dle
pripojeného platebniho rozvrhu.

Podminkou oprdvnénosti naroku na tthradu
platby za screeningovou navstévu je, Ze
Lilly budou ptedlozeny tadn¢ vyplnéné
screeningové  formulafe = CRF, jakoz
1jakékoli dodatecné informace, jez mohou
byt pozadovany ze strany Lilly za tcelem
fadného prokdzani provedeni predepsanych
screeningovych postupti.

H. PLATBY ETICKYM KOMISIM
Naklady souvisejici s etickymi komisemi
budou prubézné refundovany po obdrzeni
prislusné faktury vystavené etickou komisi
anejsou zahrnuty v pfipojeném platebnim
rozvrhu. Platba bude uhrazena ptimo etické
komisi. Veskera nasledna opakovana podani
a prodlouzeni budou na zaklad¢ souhlasu
Lilly uhrazena po piijeti pfisluSné
dokumentace.

I. CESTOVNi NAKLADY PACIENTU
V souvislosti s ticasti ve studii obdrzi subjekt
financni néhradu za vydaje spojené s
dopravou,  parkovanim, stravovanim,
nepohodlim a  dalS§imi  polozkami
definovanymi v etickou komisi schvaleném
dokumentu informace pro pacienta a
informovaného souhlasu. Finan¢ni nahrada
bude subjektu poukazana zkouSejicim
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the Greenphire platform. prostiednictvim platformy Greenphire.

J. DALSI POPLATKY ZDRAVOTNICKEMU
ZARIZENI

J. FURTHER INSTITUTION PAYMENTS

K. PHARMACY SERVICES BUDGET K. ROZPOCET ZA SLUZBY LEKARNY
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These amounts include all applicable taxes.

All payments for this Study in accordance
with the attached budget will be paid by
Lilly by wire transfer.

Tyto platby zahrnuji veskeré prislusné dané.

Vsechny platby za tuto Studii v souladu
s pillozenym platebnim rozvrhem budou
hrazeny ze strany Lilly elektronickym
bankovnim pievodem.

Page part Intentionally Left Blank. Budget table follow.
Cast stranky zamérné ponechdna prazdnd. Nésleduje strana s Platebni tabulkou.
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L. BUDGET TABLE/ Platebni tabulka
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End of document. / Konec dokumentu.
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