FIRST AMENDMENT OF
CLINICAL TRIAL AGREEMENT FOR
PROTOCOL GS-US-592-6238

THIS FIRST AMENDMENT OF
CLINICAL TRIAL AGREEMENT FOR
PROTOCOL GS-US-592-6238 (the

“Amendment”) is made by and between:

University Hospital Kralovske Vinohrady, a
hospital with an address at Srobarova 1150/50, 100
34 Praha 10, Czech Republic, reference number:
KH 19/2022, Cost Center: 51075, established by
the decision of the Ministry of Health fn 29 May
2012 File no .: MZDR 17266-I11 / 2012 amending
and supplementing the decision of the Minister of
Health of 25 November 1990 File no. OP-054-
25.11.90 as amended by the Measure of the
Ministry of Health issued under file no.: MZDR
33222/2016 - 2 / OPR of 31 May 2016, represented
by Prof. MUDr. Jan Votava, MBA, hospital
director (the “Institution”),

Prof. MUDr. Renata Soumarova, Ph.D., MBA
the investigator for the Trial, .

I
I (1 “Investigator”)

and Gilead Sciences, Inc., having its principal
address at
B (iogcther with its affiliates and
subsidiaries “Gilead”). Capitalized terms used
herein but not defined herein will have the
meanings ascribed to such terms in the Agreement.
The effective date of this Amendment (the
,Effective Date*) shall be the date on which the
Amendment is published in the Czech Ministry of
Interior contract registration system. Institution,
Investigator, and Gilead are sometimes referred to
herein individually as a “Party” and collectively as
the “Parties.”

WHEREAS, the Parties have previously
entered into and executed a CLINICAL TRIAL
AGREEMENT FOR PROTOCOL GS-US-592-
6238 dated January 3, 2023 (the “Agreement”);

PRVNI DODATEK
KE SMLOUVE O KLINICKE STUDII PRO
PROTOKOL GS-US-592-6238

TENTO PRVNI
SMLOUVE O KLINICKE
PROTOKOL  GS-US-592-6238
,dodatek®) je uzavien mezi:

DODATEK
STUDII
(dale

KE
PRO
jen

Fakultni nemocnici Kréalovské Vinohrady,
nemocnice se sidlem Srobarova 1150/50, 100 34
Praha 10, Ceska republika, &islo jednaci: KH
19/2022, nakladové stiedisko: 51075, zfizena
rozhodnutim Ministerstva zdravotnictvi ze dne
29.5.2012 &.j.: MZDR 17266-111/2012, kterym se
meéni a doplituje rozhodnuti ministra zdravotnictvi
ze dne 25.11.1990 ¢.j. OP-054-25.11.90 ve znéni
zmén provedenych Opatienim  Ministerstva
zdravotnictvi  vydaného pod ¢&.j. MZDR
33222/2016 — 2/ OPR ze dne 31. kvétna 2016,
zastoupena MUDr. Janem Votavou, MBA,
feditelem nemocnice (“Instituce”),

Prof. MUDr. Renata Soumarova, Ph.D., MBA,

I (7 kousejici”)

a spolecnosti Gilead Sciences, Inc., se sidlem na

adrese |
B solu sjejimi  sesterskymi
a dcefinymi spole¢nostmi dale jen ,,Gilead®).
Terminy, které jsou v tomto dokumentu pouzity,
ale nejsou zde definovany, budou mit vyznam,
ktery je témto termintim ptipsan ve smlouve. Dnem
ucinnosti tohoto dodatku (,,Datum ucinnosti®) je
datum, kdy je dodatek zvefejnén v registraénim
systému Ministerstva vnitra Ceské republiky.
Zdravotnické zafizeni, Zkousejici a spolecnost
Gilead jsou vtomto dokumentu nékdy uvadéni
jednotlivé jako ,,smluvni strana“ a spole¢né jako
»smluvni strany“.

VZHLEDEM K TOMU, ze smluvni strany
diive  uzaviely  apodepsaly =~ SMLOUVU
O KLINICKE STUDII PRO PROTOKOL GS-US-
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WHEREAS, the Parties have the authority
to amend the Agreement pursuant to Section 8.7 of
the Agreement; and

WHEREAS, the Parties wish to amend the
Agreement to include the correction to the budget.

NOw THEREFORE, in consideration of the
premises, the mutual covenants contained herein
and other valuable consideration, the receipt and
sufficiency of which are hereby acknowledged, the
Parties hereby agree as follows:

1. Amendment to Exhibit A. Effective as of
January 3, 2023, the Exhibit A Budget and
Payment Schedule to the Agreement is hereby
deleted in its entirety and replaced with the
Exhibit A attached hereto and made a part
hereof.

2. Except as expressly amended by this
Amendment, the Agreement shall be
unchanged and shall remain in full force and
effect in accordance with its terms.

This Amendment is executed in three counterparts,
one for each Party, each of which is deemed an
original, and all of which will constitute one and
the same instrument.

The priority language of this Amendment will be
Czech.

592-6238
,smlouva“);

ze dne 3. ledna, 2023 (dale jen

VZHLEDEM K TOMU, Ze smluvni strany
maji dle odstavce 8.7 smlouvy pravomoc smlouvu
pozmenit; a

VZHLEDEM K TOMU, ze si smluvni strany pieji
smlouvu pozménit tak, aby zahrnovala opraveny
rozpocet.

NYNi PROTO smluvni strany s ohledem na
predpoklady, vzajemné dohody zde obsazené
i dalsi hodnotné plnéni, jehoz piijeti a postacujici
rozsah se timto potvrzuji, souhlasi s nasledujicim:

1. Dodatek k priloze A. S tc¢innosti k 3. lednu,
2023, Priiloha A smlouvy, Rozpocet
a harmonogram plateb, jsou timto v celém
rozsahu odstranény a nahrazeny Pfilohou A,
kterd je k tomuto dodatku piipojena a tvoti jeho
soucast.

2. Svyjimkou toho, co je timto dodatkem
vyslovné pozménéno, zlstane smlouva
nezménéna a plné platnd a uc¢inna v souladu
s jejimi podminkami.

Tento dodatek je vyhotoven ve tiech stejnopisech,
z nichz kazda smluvni strana obdrzi po jednom,
z nichz je kazdy povazovan za origindl a vSechny
stejnopisy budou tvofit jeden a tentyz nastroj.

Rozhodnym jazykem tohoto dodatku bude Cesky
jazyk.
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IN WITNESS WHEREOF, the Parties have NA DUKAZ CEHOZ smluvni strany uzaviely
entered into this Amendment as of the Effective tento dodatek k datu wc¢innosti prostiednictvim
Date by their duly authorized representatives. Svychiadnézplnomocnénych zastupcii. Na zakladé
Under a Special Power of Attorney, Gilead has PIn¢ moci, spolecnost Gilead jmenovala a
appointed and authorized ICON Clinical Research ~autorizovala spole¢nost ICON Clinical Research
Limited, to execute this Amendment in the name Limited k uzavfeni tohto Dodatku, aby timto
and on behalf of Gilead, thus binding Gilead to the Zzavazala spolecnost Gilead k povinnostem a
duties and obligations set out in this Amendment, ~ Zdvazkim obsaZenym v tomto Dodatku.

ICON CLINICAL RESEARCH LIMITED, IN KRALOVSKE VINOHRADY UNIVERSITY

THE NAME AND ON BEHALF OF/ HOSPITAL/ FAKULTNI NEMOCNICE
JMENEM GILEAD SCIENCES, INC. KRALOVSKE VINOHRADY

By / Podpis: By / Podpis:

Name / Jméno: | G Name / Jméno: MUDr. Jan Votava, MBA
Title / Funkee: | G Title / Funkce: director/feditel
Management

Date / Datum:

Date / Datum:

INVESTIGATOR / ZKOUSEJICi

By / Podpis:

Name / Jméno: Prof. MUDr. Renata Soumarova,
Ph.D., MBA

Title / Funkce: Investigator / Zkousejici
Date / Datum:
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EXHIBIT A

BUDGET AND PAYMENT SCHEDULE

GS-US-592-6238

CRO Pay. All payments under the
Agreement shall be made by CRO on
Gilead’s behalf.

Payee. Institution’s payee under the
Agreement shall be University Hospital
Kralovske Vinohrady, which must be the
same name as on the Institution’s Payment
Information Checklist (“PIC”).

Payments. All payments shall be made by
the CRO, and any required payment
information forms as well as applicable
Tax forms must be provided to the CRO
upon their request.

Invoice Required. All payments under the
Agreement shall be by invoice within
forty-five (45) days following receipt of
the invoice accompanied by substantiating
documentation and receipts, and as
otherwise described below.

Terms of Certain Payments. The
following fees will be paid upon
satisfaction of additional terms and
conditions as follows:

a. All Start-up fees designated in the
attached budget as payable “Upon
CTA Execution,” are conditioned
upon the Agreement being fully
executed and delivered to Gilead
or CRO.

b. Each Visit Fee is conditioned upon
1) the completion of a Trial visit
by an Enrolled Subject (as defined
below) in accordance with the
Protocol, and 2) Gilead’s
acceptance of a CRF for the visit.
“Enrolled Subject” as used herein
means a subject who meets the

PRILOHA A

ROZPOCET A ROZVRH PLATEB
GS-US-592-6238

Platby CRO. Vsechny platby dle této
Smlouvy  provede CRO  jménem
spole¢nosti Gilead.

Piijemce plateb. Dle Smlouvy bude
ptijemcem plateb za Instituci Fakultni
nemocnice Krélovské Vinohrady pii¢emz
se musi jednat o stejné jméno jako na
formulari informaci o dodavateli (déle jen
,»PIC* (Payment Information Checklist).

Platby. Vsechny platby uhradi CRO a na
jeji zadost ji musi byt predlozeny veskeré
pozadované formuladfe s platebnimi
informacemi a danové formulate.

Povinnost predlozit fakturu. Vsechny
platby provadéné dle Smlouvy budou
uhrazeny na zakladé faktury ve lhité
Ctyticet pét (45) dnu od piijeti faktury
spole¢n¢ s podptrnou dokumentaci a
doklady a v souladu s ostatnimi
podminkami popsanymi niZze.

Podminky nékterych plateb. Nasledujici
poplatky budou vyplaceny az po splnéni
nasledujicich dodate¢nych podminek:

a. VsSechny zahajovaci poplatky, u
nichz je v piilozeném rozpoctu
uvedeno, ze jsou splatné . pfi
podpisu smlouvy o klinickém
hodnoceni®, budou uhrazeny po
uzavfeni smlouvy a jejim predani
spole¢nosti Gilead nebo CRO.

b. Kazdy poplatek za navstévu bude
uhrazen za podminky, Zze 1)
zatazeny subjekt Studie
(definovany nize) absolvoval
navstévu Studie dle Protokolu a 2)
spolecnost Gilead pfijala zaznam
subjektu Studie k dané navstéve.
»Zatazenym subjektem® se zde
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Protocol eligibility criteria and has
signed an ICF and HIPAA
Authorization (or country
equivalent document) as approved
by Gilead.

c. A screen failure occurs when a
candidate for the Trial fails to
meet the eligibility criteria set out
in the Protocol, and is, therefore,
not enrolled in the Trial
Institution will be paid at the
screen failure rate (in the budget)
for the procedures used during
screening to determine the subject
may not be enrolled, upon
satisfaction of the same conditions
as set forth in Section 5.b above
applicable to Visit Fees. The
screen failure payment rate and the
maximum # of screen failure(s)
are listed in the attached budget.
The maximum number of screen
failures may be increased by
Gilead’s prior written approval, in
which case no amendment to the
Agreement shall be required.

6. Target Enrollment Number. Enroliment

for this Trial is competitive and the Target
Enrollment Number (referenced in the
attached budget) is intended for budgetary
purposes only. If required by Institution or
Investigator, the Target Enrollment
Number may be increased upon Gilead’s
prior written authorization, in which case
no amendment to the Agreement shall be
required. In order to manage the total trial
enrollment, Gilead, at its sole discretion,
may suspend screening and/or enrollment
at any site or trial-wide at any time.

rozumi subjekt Studie, ktery
spliuje  kritéria  zptsobilosti
stanovena Protokolem a podepsal
ICF ve verzi schvalené spole¢nosti
Gilead.

C. Nelspésny screening nastane,
pokud kandidat na ucast ve Studii
nesplni  kritéria  zpisobilosti
stanovena v Protokolu a tudiz neni
zafazen do Studie. Instituci budou
za postupy pouZzité pifi screeningu
ke zjisténi, zda lze kandidata na
ucast ve Studii zaradit,
poskytovany platby v poméru
neuspésnych screeningll (uvedeno
v rozpoctu), a to po splnéni
stejnych podminek uvedenych v
oddilu 5.b vySe upravujicich
poplatky za navstévy. Pomér
plateb za netspésné screeningy a
maximalni pocet neuspesnych
screeningt  jsou uvedeny Vv
ptilozeném rozpoctu. Maximalni
pocet neuspésnych screeningl je
mozné  zvySit na  zéklad¢
predchoziho pisemného souhlasu
spolecnosti Gilead, cozZ
nevyZaduje dodatek ke Smlouvé.

Cilovy pocet zafazenych subjekti
Studie. Zatazovani do této Studie je
kompetitivni a cilovy pocet zafazenych
subjektt Studie (uvedeny v pfiloZeném
rozpo¢tu) je  stanoven pouze @z
rozpoc¢tovych divodu. Na zakladé zadosti
Instituce nebo Zkousejiciho Ize cilovy
pocet zatazenych subjektti Studie zvysit na
zakladé ptedchoziho pisemného souhlasu
spole¢nosti Gilead; v takovém ptipade se
nevyzaduje dodatek ke Smlouvé. Pro ucely
fizeni celkového naboru do Studie mize
spole¢nost Gilead dle svého vlastniho
uvazeni kdykoli ukoncit screening a/nebo
nabor na kterémkoli pracovisti nebo v
ramci celé Studie.
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7. Additional Expense Reimbursements.
CRO shall pay Trial-related expenses not
set forth in the attached budget if pre-
approved by Gilead in writing, in which
case no amendment shall be required.

8. Final Payments. Payee will have up to
120 days after the completion of the Trial
to submit any outstanding invoices and to
resolve any payment discrepancies.

9. Invoicing Instructions. Invoices should
clearly identify the following:

A unique invoice number

Protocol Number

Investigator Name

Include, as applicable, subject #, visit
names and visit date

e Payee Name

¢ Remittance Details

e Telephone or email address for invoice
questions

e Description of Itemse.g. Line 1
CT Scan Fees
Line 2
Dexa Scan
Line 3
Screen Failure for Subject #### on Jan 12,
2XXX

Invoices missing any of the above information may
result in delayed payment. Please combine
expenses into a single invoice to facilitate more
timely payment.

Invoices and substantiating documentation for
expense reimbursement shall be delivered to
CRO in any one of the following ways:

Invoices should be issued with reference to:

Gilead Sciences, Inc.,

7. Nahrada dodate¢nych vydaji. CRO
uhradi vydaje souvisejici se Studii
neuvedené v pfilozeném rozpoctu v
pripadé, ze budou pfedem pisemné
schvaleny spolecnosti Gilead; v takovém
pfipadé se nevyzaduje dodatek ke
Smlouveé.

8. Zavérefné platby. Piijjemce plateb bude
mit k dispozici az 120 dnd po dokonceni
Studie, aby ptedlozil faktury k zaplaceni a
k  wvyfeseni rozpori v  platbach.

9. Pokyny pro fakturaci. Faktury musi jasné
uvadét nasledujici informace:

. Jedinecné Cislo faktury

. Cislo protokolu

. Jméno zkousejiciho

. Dle potieby uvést ¢islo subjektu, oznaceni
navstévy a datum navstévy

. Jméno piijemce platby

. Informace o platbé

. Telefonni ¢islo nebo emailova adresa pro
otazky ohledné fakturace

. Popis polozek napt-.

Radek 1 Poplatek za CT snimkovani

Radek 2 Snimek Dexa

Radek 3 Neusp&ny screening
subjektu ¢. #### dne 12. ledna 2xxx

Uhrada faktur s netiplnymi informacemi miize byt
zpozdéna. Vydaje prosim shritte do jedné faktury,
jelikoz tak usnadnite v€asnou platbu.

Faktury a podpiirnd dokumentace k nahradé
vydaji musi byt doruceny CRO jednim z
nasledujicich zptsobi:

Faktury budou vystaveny na:

Gilead Sciences, Inc.,
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Reference: Protocol number — Pl name

Invoices should be sent for processing to:

Attention:
Address: Gilead Sciences, Inc.

I
Email: |

Reference: GS-US-592-6238 — Pl name

odkaz: Protocol number — Pl name

Faktury se budou odesilat ke zpracovani na:

e-mailem: |

Adresa:  Gilead Sciences, Inc.

Email: |

Reference: GS-US-592-6238 - jméno zkousSejiciho
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