DODATEK C.2 KE SMLOUVE O KLINICKEM
HODNOCENI

Tento Dodatek ¢. 2 ke Smlouvé o klinickém hodnoceni
(,,Dodatek*) je uzavien mezi:

Fakultni nemocnice Hradec Kralové, se sidlem Sokolskd
581, 500 05 Hradec Kralové — Novy Hradec Kralové,
Ceskd republika, ICO: 00179906, DIC: CZ00179906,
zastoupené zastoupend prof. MUDr. Vladimirem Palic¢kou,
CSc., dr. h. c., feditelem, poskytovatel zdravotnich sluzeb
(,,Poskytovatel), a

I O klinika Fakultni
nemocnice Hradec Kralove. [N

(,,Zkousejici®), a

IQVIA RDS Czech Republic s.r.o. (diive Quintiles Czech
Republic, s.r.o.), se sidlem Pernerova 691/42, Karlin, 186
00 Praha 8, Ceskd republika, ICO: 247 68 651, DIC:
CZ24768651, (“IQVIA”), a

Samsung Bioepis Co., Ltd. se sidlem 107, Cheomdan-
daero, Yeonsu-gu, Incheon, 21987, Korejskd republika,
zastoupeny na zdkladé¢ plné moci IQVIA RDS Czech
Republic s.r.0. (“Zadavatel”)

kazd4 samostatné jako “Strana” a spole¢n¢ jako “Strany”,

a to s ucinnosti ke dni uvefejnéni v registru smluv.

TIMTO SE POTVRZUJE:

VZHLEDEM K TOMU, 7zZe IQVIA, Zadavatel,

Poskytovatel a ZkouSejici jsou smluvnimi stranami
smlouvy o  klinickém  hodnoceni s ndzvem
“Randomizované, dvojite maskované, multicentrické

klinické hodnoceni fdze IIl s paralelnimi skupinami
porovndvajici Ucinnost, bezpecnost, farmakokinetiku a
imunogenicitu pripravkiu SBI11 (navrhovand biologickd
obdoba ranibizumabu) a Lucentis® u pacientit s vékem
podminénou  neovaskuldrni makuldrni degeneraci”,
protokol ¢islo SBI11-G31-AMD, uzaviené dne 14. bfezna
2018 (,,Smlouva‘®), a Dodatku ¢. 1 smlouvy ze dne 25.
bfezna 2019 a pieji si tuto Smlouvu zménit.

AMENDMENT NO. 2 TO CLINICAL TRIAL
AGREEMENT

This Amendment No. 2 to Clinical Trial Agreement
(“Amendment”) is between:

Fakultni nemocnice Hradec Kralové having a place
of business at Sokolskd 581, Hradec Kralové — Novy
Hradec Kralové, Zip Code 500 05, Czech Republic,
Identification number: 00179906, Tax identification
number: CZ00179906, represented by prof. MUDr.
Vladimir Palic¢ka, CSc., dr. h. c., Director

(the “Institution”), and

. Ophtalmology

Clinic of Fakultni nemocnice Hradec Kralové

B ((hc “Investigator”), and

IQVIA RDS Czech Republic s.r.o.

(formerly
Quintiles Czech Republic, s.r.0.), having a place of
business at Pernerova 691/42, Karlin, 186 00 Praha 8,
Czech Republic, Identification number: 247 68 651,
Tax identification number: CZ247 68 651, (“IQVIA™),
and

Samsung Bioepis Co., Ltd., having a place of business
at 107, Cheomdan-daero, Yeonsu-gu, Incheon, 21987,
Republic of Korea, represented by IQVIA RDS Czech
Republic s.r.o. under a power of attorney (the
“Sponsor”)

each a “Party” and together the “Parties”,

and is effective as of its publication in the Register of
Agreements.

WITNESSETH:

WHEREAS, IQVIA, the Sponsor, the Institution and
the Investigator are parties to a clinical trial agreement
entitled “A Phase III Randomised, Double-masked,
Parallel Group, Multicentre Study to Compare the
Efficacy, Safety, Pharmacokinetics and
Immunogenicity between SB11 (proposed ranibizumab
biosimilar) and Lucentis® in Subjects with
Neovascular Age-related Macular Degeneration”, the
Protocol number SBI11-G31-AMD, effective as of 14
March 2018 (the “Agreement”), and amended by
Amendment No. 1 effective as of 25 March 2019 and
the parties desire to amend such Agreement;
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NYNI, Z TOHOTO DUVODU, s ohledem na vzdjemné
piisliby a ujedndni stanovend v této Smlouvé a na jinou
dobrou a hodnotnou uplatu, jejiz dostateCnost se timto
potvrzuje, se Strany timto dohodly na zmén¢ Smlouvy
takto:

1. Nahrazenim slova ,.kontrolovat™ vyrazem ,,pfezkoumat
a/nebo ovefit” v ¢lanku 1.3.3 plivodné uzaviené smlouvy o
klinickém hodnoceni (,,Soucasny odstavec/Soucasné
odstavce*), se méni dotCeny odstavec jak uvedeno nize
(,,Revidovany odstavec/Revidované odstavce*).

Soucasny odstavec/Soucasné odstavce

Pfistup, pouZiti, monitoring a kontrola. Poskytovatel
poskytne origindly ¢i kopie (dle podminek konkrétniho
ptipadu) vSech Studijnich dat a ddajid Quintiles a
Zadavateli, aby je Zadavatel mohl vyuZit. Poskytovatel
umozni Zadavateli a Quintiles a jejich zastupcim a
zmocnénclim odpovidajici pfistup do prostor a zafizeni
Mista provadéni klinického hodnoceni a k Zdravotnim
zaznamim a Studijnim datim a Gdajim, aby umoZnilo
Zadavateli a Quintiles a jejich zdstupcim a zmocnénciim
provedeni monitoringu Studie, zejména:

@) kontrolu Zdravotnich zaznamti a Studijnich dat a
udaji;

(ii) kontrolu toho, zda jsou platby uZivany v souladu s
rozpoctem;

(iii)  kontrolu dplnosti CRF a jejich podrobné shody s

Protokolem;
(iv) kontrolu  zdrojovych  dokumentli, zejména
nemocni¢nich/klinickych  zdznamd podstatnych pro
ptipravu CRF.

Poskytovatel umozni kontrolnim tGfadiim ptimefeny piistup
do prostor a zatizeni Mista provadéni klinického hodnoceni
a ke Zdravotnim zaznamuim a Studijnim datim a idajim a
poskytne opravnéni ke kopirovani Zdravotnich zaznamu a
Studijnich dat a uddaji vcetné veSkerych kontrol
provadénych kontrolnimi dfady.

Veskeré kontroly zdrojovych dokumentli ze strany
Zadavatele nebo CRO budou provadény s fadnym ohledem
na ochranu duvérnych tdaji pacientd.

bude nahrazeno nésledujicim:

Revidovany odstavec/Revidované odstavce

Piistup, pouZiti, monitoring a kontrola. Poskytovatel

poskytne origindly ¢i kopie (dle podminek konkrétniho
piipadu) vSech Studijnich dat a ddaji IQVIA a Zadavateli,

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

1. Upon replacement of the word “inspect” to “review
and / or clarify” in section 1.3.3 of your original
executed CTA (““Current Paragraph(s)”), the
paragraph should be read as described below
(“Revised paragraph(s)”).

Current paragraph(s):

Access, Use, Monitoring and Inspection. Institution
shall provide original or copies (as the case may be) of
all Study Data to Quintiles and Sponsor for Sponsor’s
use. Institution shall afford Sponsor and Quintiles and
their representatives and designees reasonable access
to Site’s facilities and to Medical Records and Study
Data so as to permit Sponsor and Quintiles and their
representatives and designees to monitor the Study,
including, but not limited to the following:

@) Inspect Medical Records and Study Data;

1) Check use of payments are in line with budget
allocation;

(i) Inspect CRFs for completeness and detailed

compliance with the Protocol; and

(iii))  Inspect source documents, including but not
limited to, hospital/clinic records, relevant to the
preparation of the CRF.

Institution shall afford Regulatory Authorities
reasonable access to Site’s facilities and to Medical
Records, and Study Data, and the right to copy
Medical Records and Study Data, including for all
regulatory inspections.

Any inspection of source documents by Sponsor or
CRO shall be performed with due regard for patient
confidentiality.

will be replaced with:
Revised Paragraph(s):
Access, Use, Monitoring and Inspection. Institution

shall provide original or copies (as the case may be) of
all Study Data to IQVIA and Sponsor for Sponsor’s
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aby je Zadavatel mohl vyuZit. Poskytovatel umoZni
Zadavateli a IQVIA a jejich zastupcim a zmocnéncim
odpovidajici ptistup do prostor a zafizeni Mista provadéni
klinického hodnoceni a k Zdravotnim zdznamim a
Studijnim datim a udajim, aby umoznilo Zadavateli a
IQVIA a jejich zdstupcim a zmocnéncim provedeni
monitoringu Studie, zejména:

1) prezkoumani a/mebo ovéieni Zdravotnich
zdznami a Studijnich dat a ddaji;

(ii) prezkoumani a/mebo ovéfeni toho, zda jsou
platby uZivany v souladu s rozpoctem;

(ii1) prezkoumani a/mebo ovéreni tplnosti CRF a
jejich podrobné shody s Protokolem;

(iv)  prezkoumani a/nebo ovéieni zdrojovych
dokumentti, zejména nemocni¢nich/klinickych zaznami
podstatnych pro piipravu CRF.

Poskytovatel umozni kontrolnim tdfadiim ptiméfeny piistup
do prostor a zatizeni Mista provadéni klinického hodnoceni
a ke Zdravotnim zaznamtim a Studijnim datim a idajim a
poskytne opravnéni ke kopirovani Zdravotnich zdznamu a
Studijnich dat a uddaji vcetné veSkerych kontrol
provadénych kontrolnimi dfady.

Veskerda prezkoumani a/nebo ovéfeni zdrojovych
dokumenti ze strany Zadavatele nebo CRO budou
provadény s fadnym ohledem na ochranu divérnych udaju
pacientu.

Vsechna ustanoveni a podminky Smlouvy, které nejsou
vyslovn¢ zménény timto Dodatkem, zistavaji plné platné a
ucinné.

2. REGISTR SMLUV

Bez ohledu na vyse uvedené, Poskytovatel, Zkousejici,
Zadavatel a IQVIA timto berou na védomi, Ze tento
Dodatek bude uvetejnén v souladu se zék. ¢. 340/2015 Sb.,
o registru smluv. Za uvefejnéni dle predchozi véty
odpovidd  Poskytovatel. = Takovémuto  uvefejnéni
nepodléhaji ty idaje, které tvoii obchodni tajemstvi nékteré
ze smluvnich Stran. Pro tucely tohoto Dodatku a Smlouvy
se obchodnim tajemstvim rozumi zejména Pfiloha A
Smlouvy — Rozpocet a rozpis plateb, minimdlni cilovy
pocet zatazeni, oCekdvany pocet zafazenych subjekti a
oCekdvand délka trvani Studie. Dédle nebudou takovémuto
uvefejnéni podléhat osobni udaje fyzickych osob, ledaze
jsou jiz uvetejnény v jiném vetejn¢ piistupném registru. Za
uvefejnéni Dodatku dle pfedchoziho odstavce odpovida
Poskytovatel. Pfed  podpisem  Dodatku zaSle
Zadavatel/IQVIA Poskytovateli Dodatek s podbarvenym
textem Dodatku, ktery povazuje Zadavatel za obchodni

use. Institution shall afford Sponsor and IQVIA and
their representatives and designees reasonable access
to Site’s facilities and to Medical Records and Study
Data so as to permit Sponsor and IQVIA and their
representatives and designees to monitor the Study,
including, but not limited to the following:

@) Review and/or verify Medical Records and
Study Data;

(ii) Check use of payments are in line with budget
allocation;

(ii1) Review and/or verify CRFs for completeness
and detailed compliance with the Protocol; and

@iv) Review and/or verify source documents,
including but not limited to, hospital/clinic records,
relevant to the preparation of the CRF.

Institution shall afford Regulatory Authorities
reasonable access to Site’s facilities and to Medical
Records, and Study Data, and the right to copy
Medical Records and Study Data, including for all
regulatory inspections.

Any review and/or verification of source documents
by Sponsor or CRO shall be performed with due
regard for patient confidentiality.

All terms and conditions of the Agreement not
expressly amended by this Amendment remain in full
force and effect.

2. CONTRACTS REGISTRY

Notwithstanding the foregoing, Institution,
Investigator, Sponsor and IQVIA hereby acknowledge
that this Amendment shall be published pursuant to the
Act No. 340/2015 Coll., on Agreements Register. As
and between the Parties, Institution agrees to publish
this Amendment pursuant to the foregoing. 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 to the Agreement — Budget and payment schedule,
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
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tajemstvi. Poskytovatel vyrozumi IQVIA o uvefejnéni
Dodatku v registru smluv tak, Ze ve formulafi pouZivaném
k uvefejnéni smlouvy zad4 adresu I
jako emailovou adresu, na kterou ma byt zaslana notifikace
o uvefejnéni. Neni-li Dodatek uvefejnén Poskytovatelem
ve lhiite 5 pracovnich dni od jeho podpisu v§emi smluvnimi
Stranami, jsou k jejich uvefejnéni opravnéni IQVIA ci
Zadavatel.

Ptedpokladand hodnota finan¢niho plnéni dle Smlouvy ve
znéni Dodatku €inf pfiblizng 802 928,- K¢.

Tento Dodatek bude vykliadin a vymdhan v souladu s
pravnim fddem Ceské republiky.

Tento Dodatek je vyhotoven v anglickém a ceském
jazykovém znéni. V piipad¢ jakéhokoli rozporu bude
rozhodujici Ceska jazykova verze.

accordance with the article herein above. Before
execution, Sponsor/IQVIA will provide the Institution
with a version of the Amendment with highlighted
provisions which the Sponsor regards as trade secret.
The Institution will inform IQVIA of publishing this
Amendment in the Agreements Register by designating
the following email address:

as the email address to which a notification of
publication in the Agreements register shall be sent.
Should the Institution fail to publish this Amendment
within 5 working days from its full execution by all
Parties, it may be published by the Sponsor or IQVIA.

The estimated value of financial payment under the
Agreement as amended shall be approximately CZK
802 928.-

This Amendment shall be interpreted and enforced
under the laws of Czech Republic.

This Amendment is drawn up in English and in Czech
language versions. In case of any dispute Czech
language version shall prevail.
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NA DUKAZ TOHO Strany uzaviely tento Dodatek
prosttednictvim svych fadné oprdvnénych vedoucich

pracovnikil v nize uvedeny den.

Na diikaz souhlasu pripojuje svij podpis opravnény

zastupce IQVIA RDS Czech Republic s.r.o.:
Jméno:

Funkce:

Podpis:

Na zdkladé plné moci IQVIA RDS Czech Republic s.r.o.

Datum: 13. 7. 2020

Na dikaz souhlasu pripojuje svij podpis opravnény

zastupce Fakultni nemocnice Hradec Kralové:
Jméno: prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.
Funkce: Director

Podpis:

Datum: 22. 7. 2020

Podepsano IQVIA RDS Czech Republic s.r.o., na
zakladé Plné moci, jménem Samsung Bioepis Co., Ltd.:

Jméno:
Funkce:

Podpis:

Na zaklad¢ plné moci IQVIA RDS Czech Republic s.r.o.

Datum: 13. 7. 2020

IN WITNESS WHEREOF, this Amendment has been
executed by the Parties hereto through their duly
authorized officers on the date(s) set forth below.

ACKNOWLEDGED AND AGREED BY IQVIA
RDS Czech Republic s.r.o.:

By:

Title:

Signature:

Under a Power of Attorney IQVIA RDS Czech
Republic s.r.0.

Date: 13. 7. 2020

ACKNOWLEDGED AND AGREED BY Fakultni
nemocnice Hradec Kralové:

By: prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.
Title: feditel

Signature:

Date: 22. 7. 2020

Signed by IQVIA RDS Czech Republic s.r.o., under
a Power of Attorney, in the name of Samsung
Bioepis Co., Ltd.:

By:

Title:

Signature:

Under a Power of Attorney IQVIA RDS Czech

Republic s.r.0.
Date: 13. 7. 2020
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Na diikaz souhlasu pripojuje sviij podpis ZkousSejici:

Jméno: I
Podpis:

Datum: 22. 7. 2020

ACKNOWLEDGED AND AGREED
INVESTIGATOR:

By: I
Signature:

Date: 22. 7. 2020
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