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DRUHY DODATEK KE SMLOUVE O KLINICKEM SECOND AMENDMENT TO THE CLINICAL STUDY
HODNOCENI AGREEMENT

Druhy dodatek (,Dodatek”) ke Smlouvé o klinickém
hodnoceni, uzaviené s ucinnosti od 19. zafi 2022 a
pozménéné Dodatkem €. 1 ze dne 21. Cervence 2023
(spolecné dale jen ,Smlouva”), mezi Fakultni
nemocnici Hradec Kralové, Sokolska 581, 500 05
Hradec Kralové - Novy Hradec Kralové, Ceska
republika, IC: 00179906, DIC: (CZ00179906,
zastoupenou I
I (.Poskytovatel zdravotnich sluzeb”) a Il
I V. Interni
hematologickd klinika, zaméstnance Poskytovatele
zdravotnich sluzeb (,Hlavni zkousejici“) a AbbVie, s.
r. 0., Metronom Business Center, Bucharova 2817/13,
Stodilky, 158 00 Praha 5, Ceska republika, IC:
24148725, DIC: CZ24148725, zastoupena N

, na
zakladé plné moci (,AbbVie”) na poskytovani sluzeb
uvedenych v Protokolu ¢&. M22-132 s nazvem
,Otevrena studie faze 1b/2 hodnotici bezpec¢nost a
toleranci  epcoritamabu v  kombinaci s
antineoplastickymi latkami/imunoterapii u osob s
non-Hodgkinovym lymfomem”.

S ohledem na fadné plnéni tohoto Dodatku a v souladu
s podminkami Smlouvy, se smluvni strany dohodly
pozménit Smlouvu nasledovné:

1. Clanek 4 Monitorovani Studie; zéznamy;
hladeni odstavec d se rusi vcelém svém
rozsahu a nahrazuje se nasledujicim znénim:

Poskytovatel zdravotnich sluzeb a Hlavni zkouSejici
budou Dokumenty studie archivovat v souladu s
platnymi Zakony, a to po dobu 25 let od
dokonceni/ukonceni Studie (,Doba uchovavani*),
pficemz Studijni dokumentace bude na naklady
spole¢nosti AbbVie archivovana u Poskytovatele
zdravotnich sluzeb.

Spole€nost AbbVie bude informovat Poskytovatele
zdravotnich sluzeb nejpozdéji 6 mésicl pred
uplynutim Doby uchovavani o tom, jakym zpudsobem
bude s Dokumenty studie nalozeno. V pfipadé, ze
spole€nost AbbVie ve stanovené dobé Poskytovatele
zdravotnich sluzeb informovat nebude, smluvni strany
zahaji jednani a vynalozi maximalni usili ke
spole€nému postupu. V pfipadé, ze bude spoleCnost
AbbVie Zadat o prodlouZeni Doby uchovavani u

Second Amendment (the “Amendment”) to that certain
Clinical Study Agreement effective 19 August 2022,
amended by Amendment no. 1 as of 21 July 2023
(collectively the “Agreement’), between Fakultni
nemocnice Hradec Kralové, Sokolska 581, postcode
500 05 Novy Hradec Kralové, Czech Republic,
Company ID: 00179906, Tax ID: CZ00179906,
represented by I
(the “Provider of Medical Services”) and |IIIEEE
I |- Hematology Clinic, employee
of Provider of Medical Services (the “Principal
Investigator”) and AbbVie s.r.o0., Metronom Business
Center, Bucharova 2817/13, Stodulky, 158 00 Praha 5,
Czech Republic, ID: 24148725, VAT ID: CZ24148725,
represented by I
. upon power of attorney
(“AbbVie”) for services relating to Protocol No M22-132
entitled “Phase 1b/2, Open Label Study to Evaluate
Safety and Tolerability of Epcoritamab in
Combination with Anti-Neoplastic
Agents/Immunotherapies in Subjects with Non-
Hodgkin Lymphoma”.

Subject to the full execution of this Amendment and in
accordance with the terms of the Agreement, the
parties hereby agree to amend the Agreement, as
follows:

1. Section 4 Monitoring of Study; Records,
Reporting paragraph d shall be deleted in its
entirety and replaced with following:

Provider of Medical Services and Principal Investigator
shall retain the Study Documents in accordance with
applicable Laws or for the term of 25 years after
completion/termination of the Study (the “Retention
Period”). Study Documents will be stored at AbbVie's
expense at the Provider of Medical Services.

AbbVie will inform the Provider of Medical Services no
later than 6 months prior to the end of the Retention
Period of how the Study Documents will be handled. In
the event that AbbVie does not notify the Provider of
Medical Services within the specified time, the
Contracting Parties shall enter in negotiations and shall
make every effort to proceed jointly. In the event that
the AbbVie requests an extension of the Retention
Period with the Provider of Medical Services, the
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Poskytovatele zdravotnich sluZzeb, je Poskytovatel
zdravotnich sluzeb opravnén pozadovat zpoplatnéni
dodate¢né archivace. V pfipadé, Ze prodlouzeni
archivace u Poskytovatele zdravotnich sluzeb nebude
mozne, odeSle Poskytovatel zdravotnich sluZzeb po
predchozi domluvé se spole€nosti AbbVie Dokumenty
studie doporucené poskytovateli archivacni sluzby
sjednanému  spole¢nosti AbbVie, na naklady
spole€nosti AbbVie.

2. Rozpocet stanoveny v PFiloze A Smlouvy se
zruduji v celém svém rozsahu a nahrazuji se
pfiloZzenymi Pfilohou A.

Pojmy, jez zde nejsou definovany jinak, maiji stejny
vyznam, ktery je jim pfipisovan ve Smlouvé. Kromé
podminek, které se vyslovné zménily timto
Dodatkem, zlstavaji vSechny ostatni podminky
Smlouvy v pIné platnosti a G€innosti béhem trvani
Smlouvy.

Tento Dodatek nabyva platnosti okamzikem podpisu
v8ech smluvnich stran a ucinnosti okamzikem
uvefejnéni dle zakona ¢&. 340/2015 Sb., o registru
smluv. Poskytovatel zdravotnich sluzeb vyzaduje
zaslat spoleCnosti AbbVie revidovanou a pisemné
odsouhlasenou finalni verzi dodatku ve strojové
gitelném formatu s podbarvenym (redigovanym)
textem, ktery spole&nost AbbVie povaZuje za obchodni
tajemstvi dle ust. § 504 zdkona ¢&. 89/2012 Sb.,
ob&anského zakoniku. Spole¢nost AbbVie povazuje za
své obchodni tajemstvi nasledujici informace: pfrehled
plateb a planovany pocCet subjektd hodnoceni na
daném pracovisti, jména a funkce povéfenych osob
k podpisu smluv vyjma statutarnich zastupcu. Tyto
informace jsou bézné nedostupné vefejné i
v pfislusnych obchodnich kruzich a pro spoleCnost
AbbVie konkurenéné vyznamné. Uvefejnéni takovych
osobnich udaji a obchodnich tajemstvi by tak mohlo
poskodit zajmy spole¢nosti AbbVie. Poskytovatel
zdravotnich sluzeb je povinen ziskat souhlas
spole€nosti AbbVie pfed uvefejnénim redigovaného
dodatku nad ramec podbarveného textu ze strany
spole¢nosti AbbVie.

Pfedpokladana hodnota Smiouvy ve znéni tohoto
Dodatku predstavuje 36.064.263,- KE.

Provider of Medical Services is entitled to request
additional archiving charges. In the event that the
extension of archiving with the Provider of Medical
Services is not possible, the Provider of Medical
Services shall, after prior agreement with AbbVie send
the Study Documents by registered mail to a record
retention provider chosen and contracted by AbbVie at
the AbbVie's expense

2. The Budget set forth in Exhibit A of the
Agreement shall be deleted in its entirety and
replaced with the attached Exhibit A.

Terms not otherwise defined herein shall have the
meanings ascribed to such terms in the
Agreement. Except as specifically amended by
this Amendment, all other terms and conditions of
the Agreement shall continue in full force and effect
during the term of the Agreement.

This Amendment shall enter into force at the
moment of signature of all parties and effective at
the time of publication pursuant to Act No.
340/2015 Coll., on the register of contracts. The
Provider of Medical Services requires AbbVie to
send AbbVie a revised and approved final version
of the Amendment in a machine-readable format
with colored (redacted) text that AbbVie considers
to be a trade secret in accordance with Section 504
of Act No. 89/2012 Coll., Civil Code. AbbVie
considers the following information to be a trade
secret: a summary of payments and the planned
number of evaluators in a given workplace, the
names and functions of the persons authorized to
sign contracts, excluding statutory representatives.
This information is not normally available publicly
or in relevant business circles and is competitively
relevant to AbbVie. The disclosure of such
personal information and trade secrets could harm
AbbVie's interests. The Provider of Medical
Services is required to obtain AbbVie's consent
before AbbVie publishes a redacted Amendment
beyond the colorized text

Anticipated value of the Agreement amended by the
Amendment is CZK 36,064,263.00
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NA DUKAZ CEHOZ kazda smluvni strana | IN WITNESS WHEREOF, each of the parties has
prostfednictvim svych fadné zmocnénych zastupcll | caused this Amendment to be executed by its

uvedla tuto smlouvu v platnost svym podpisem. authorized representative in its name and on its behalf..
AbbVie s.r.o. Fakultni nemocnice Hradec Kralové

By/Podepsal: By/Podepsal:

Name/Jméno: I Name/Jmeéno: I

Title/Funkce: Country Clinical Operations Manager Title/Funkce: Director / Feditel

Upon the power of attorney / Na zakladé plné moci

Date/Datum: 11.12. 2024 Date/Datum: 31.12. 2024
]
By/Podepsal:

Name/Jméno: I

Title/Funkce: Principal Investigator / Hlavni zkousejici

18. 12. 2024

Date/Datum:
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Exhibit A
BUDGET SUMMARY AND PAYMENT SCHEDULE
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Attachment 1 to Exhibit A
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Attachment 2 to Exhibit A
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Attachment 3 to Exhibit A
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Attachment 4 to Exhibit A
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Attachment 5 to Exhibit A
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Attachment 6A to Exhibit A
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Attachment 6B to Exhibit A
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Attachment 7 to Exhibit A
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Attachment 8 to Exhibit A
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Attachment 9 to Exhibit A
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Attachment 10 to Exhibit A
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Attachment 11 to Exhibit A
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Pfiloha A
SOUHRN ROZPOCTU A HARMONOGRAM PLATEB
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Dodatek 1 k Pfiloze A

CONFIDENTIAL
Legal Template: Czech Republic-Amendment to the Clinical Study Agreement-24May2011
Document Name: 00220599.2_FINAL WORD_AMD2_CSA_Fakultni nemocnice Hradec Kralove I M22-132_CZ_11Dec24
Version: 12/11/2024 2:53 PM, 8103, 0
Page 27 of 47




Fakultni nemocnice Hradec Kralové Fakultni nemocnice Hradec Kralové
| |
M22-132 M22-132

CONFIDENTIAL
Legal Template: Czech Republic-Amendment to the Clinical Study Agreement-24May2011
Document Name: 00220599.2_FINAL WORD_AMD2_CSA_Fakultni nemocnice Hradec Kralove IEM22-132_CZ_11Dec24
Version: 12/11/2024 2:53 PM, 8103, 0
Page 28 of 47




Fakultni nemocnice Hradec Kralové Fakultni nemocnice Hradec Kralové
| |
M22-132 M22-132

Dodatek 2 k Pfiloze A
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Dodatek 3 k Priloze A
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Dodatek 5 k Priloze A
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