FINAL

1st AMENDMENT
TO THE CLINICAL TRIAL AGREEMENT

This 1st Amendment (“1st Amendment”) to the
Clinical Trial Agreement is effective as of the date
of its publication Register (the
“Effective Date”), is entered by and among the
following parties:

in Contract

MorphoSys AG, a German stock corporation
having a principal place of business at
Semmelweisstrale 7, D-82152 Planegg,
Germany (“Sponsor”).

and

Fakultni nemocnice v Motole (Motol University
Hospital), with a place of business at V Uvalu
84/1, 150 06 Praha 5, Czech Republic, ID No.
00064203, Tax ID No. CZ00064203, represented

by [ osed on

delegation, (“Institution”);

Sponsor and Institution are hereinafter each
referred to as a “Party” and collectively as the
“Parties”.

Whereas Sponsor and Institution have entered
into a Clinical Trial Agreement (the “Agreement”)
for the performance of the Trial to be performed
in accordance with the Protocol # MOR208C310,
Trial Title A phase 3, multicenter, randomized,
double-blind, placebo-controlled
comparing the efficacy and safety of
tafasitamab plus lenalidomide in addition to
R-CHOP versus R--CHOP
untreated, high-intermediate and high-risk
patients with newlydiagnosed diffuse large B-
cell lymphoma (DLBCL) dated 01 September
2021;

trial

in previously

Whereas, by separate agreement, Sponsor has
engaged PSI CRO AG, a company with a
principal place of business at Baarerstrasse113a,
6300 Zug, Switzerland, acting as an independent
contract research organization together with its
affiliates including PSI CRO Czech Republic
whose registered office is at V Parku

148 00 Prague, Czech Republic

s.r.o.
2343/24,
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DODATEK 1
KE SMLOUVE O KLINICKEM HODNOCENi

Tento Dodatek 1 (déle jen ,Dodatek 1%) ke
Smilouvé o klinickém hodnoceni nabyva uc€innosti
dnem jeho zvefejnéni v registru smiuv (dale jen
.Datum uc€innosti‘) a uzaviraji ho mezi sebou
nasledujici smluvni strany:

MorphoSys AG, némecka akciova spolec¢nost s
hlavnim podnikani  na
Semmelweisstrale 7, D-82152
Némecko (dale jen ,Zadavatel").

adrese
Planegg,

mistem

a

Fakultni nemocnice v Motole s mistem vykonu
ginnosti na adrese V Uvalu 84/1

150 06 Praha 5, Ceska republika, ICO:
00064203, DIC: CZ00064203, kterou zastupuje:

I 1o zaklads

povéfeni, (dale jen ,Poskytovatel”);

Zadavatel a Poskytovatel jsou dale oznaCovani
jednotlivé jako ,Smluvni strana” a spole¢né jako
»~omluvni strany”.

Vzhledem k tomu, Ze Zadavatel a Poskytovatel
uzavfeli Smlouvu o klinickém hodnoceni (dale jen
»~Smlouva”) na provedeni Klinického hodnoceni v
souladu s Protokolem ¢. MOR208C310, nazev
Klinického
randomizovana dvojité zaslepena placebem
kontrolovana faze Il
porovnavajici bezpecnost
tafasitamabu a lenalidomidu v kombinaci s
RCHOP oproti R-CHOP u dfive nelé€enych
pacientli se stiredné vysokym a vysokym
rizikem, kterym byl nové diagnostikovan
difuzni velkobunéény B-lymfom (DLBCL) s
datem 1. zafi 2021;

hodnoceni Multicentricka

klinicka studie
ucéinnost a

Vzhledem k tomu, Zze na zakladé samostatné
smlouvy Zadavatel PSI CRO AG,
spole¢nost s hlavnim mistem podnikani na
Baarerstrasse113a, 6300 Zug,
Svycarsko, ktera plsobi jako nezavisla smluvni
vyzkumna
pfidruzenymi spole¢nostmi, k nimz patfi mimo
jiné spole¢nost PSI CRO Czech Republic s.r.o.

poveéfil
adrese
organizace

spolu se svymi
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(“CRO”) (i) to organize and monitor the Trial (as
defined in the CTA) on behalf of Sponsor and
(i)to sign the Agreement and this 1st
Amendment on behalf of Sponsor;

Whereas, the Parties now wish to amend some
terms of the Agreement in order to reflect
Protocol Amendment #4;

NOW and THEREFORE, the Parties hereby

CONFIDENTIAL / DUVERNE

se sidlem na adrese V Parku 2343/24, 148 00
Praha, Ceska republika (dale jen ,CRO”), (i)
organizaci  a Klinického
hodnoceni (jak je uvedeno ve Smlouvé o
klinickém hodnoceni) jménem Zadavatele a (ii)
podpisem Smlouvy a tohoto Dodatku 1 jménem
Zadavatele;

monitorovanim

Vzhledem k tomu, ze Smluvni strany si nyni pfeji
zménit nékteré podminky Smlouvy tak, aby
odrazely dodatek €. 4 k Protokolu;

NYNi SE PROTO Smluvni strany timto

agrees as follows:

All capitalized terms used in this 1st Amendment
shall have the meaning ascribed to them in the
Agreement, except as otherwise expressly stated
herein.

1. Attachment A to the Agreement shall be
deleted in its entirety and replaced by revised
Attachment A appended hereto.

2. Performance under all other terms of the
Agreement:

the
Agreement shall continue in full force and effect.
This 1st Amendment is incorporated and made a
part of the Agreement. In the event of any conflict
or inconsistency between the Agreement and this
1st Amendment, the latter shall prevail.

Except as expressly amended hereby,

3. Counterparts:

The 1st Amendment may be executed in
counterparts and via electronic signature, which
shall have the same effect as a wet signature in
a physical counterpart, each of which shall be
deemed to be an original, and all of such
counterparts or electronically signed documents
shall together constitute one and the same
Amendment.

In Witness Whereof, the Parties have by duly
authorized persons, executed this 1st Amendment.

dohodly na nasledujicim:

VSechny vyrazy psané s velkym pocate¢nim
pismenem, které jsou pouzity v tomto Dodatku 1,
budou mit vyznam, ktery jim je pfipisovan ve
Smlouvé, pokud zde neni vyslovné uvedeno
jinak.

1. Priloha A ke Smlouvé bude vyskrtnuta v celém
rozsahu a bude nahrazena revidovanou Prilohou
A pripojenou k tomuto Dodatku 1.

2. PInéni podle vSech ostatnich podminek
Smlouvy:

S vyjimkou pfipadd, kdy je zde vyslovné uvedeno
jinak, zlstava Smlouva nadale v pIné platnosti a
ucinnosti. Tento Dodatek 1 je do Smlouvy zaclenén
a stava se jeji soucasti. V pripadé jakéhokoli
rozporu nebo nesrovnalosti mezi Smlouvou a timto
Dodatkem 1 ma prednost tento Dodatek.

3. Stejnopisy:

Dodatek 1 je mozné podepsat ve vice
stejnopisech a prostfednictvim elektronického
podpisu, ktery bude mit stejny uc€inek jako
vlastnoruéni podpis na fyzickém stejnopisu;
kazdy stejnopis bude povazovan za original a
vSechny takové stejnopisy nebo elektronicky
podepsané dokumenty budou spole¢né tvofit

jeden a tentyz Dodatek.

Na ddkaz toho Smluvni strany tento Dodatek 1
podepsaly  prostfednictvim  svych
zmocnénych osob.

fadné

exUS_2-way CTA Inst. (Institutionster: approved on 10-Jun-2020
Czech Republic: approved on 22-Feb-2021

Page 2 of 17



FINAL CONFIDENTIAL / DUVERNE

CRO on behalf and for the account of MorphoSys AG / CRO jménem a na ucet MorphoSys
AG

i
I

Institution/Poskytovatel

I, the undersigned _ as the Investigator, do hereby confirm that |

have been properly made aware of the Agreement and relevant Trial Documentation and | undertake to
comply with the obligations arising therefrom. Furthermore, | undertake not to disclose information
regarding the Trial without the prior written consent of the Sponsor, not to disclose any information
provided, to treat such information as confidential and to refrain from any other use of such information
and results than for the purposes of this Trial. As Investigator, | agree that the Sponsor (and, if
applicable, the CRO) will collect, use, process and disclose my personal data, including the name,
qualifications and experience in the Trial, my financial data concerning, among other things,
remuneration and financial compensation received and other personal data for Trial-related
administrative purposes and to ethics committees and government authorities, and | undertake to ensure
this approval also from the co-investigators and other members of the Study Team.

Nize podepsana [ EGNGGNG@G@GEGEEE -0 zkousejici potvrzuji, Ze jsem se fadné
seznamila se smlouvou a pfisluSnou dokumentaci ke klinickému hodnoceni IéCiva a zavazuji se zajistit
dodrzovani povinnosti z nich vyplyvajicich. Dale se zavazuji nezvefejhovat informace tykajici se
predmétného klinického hodnoceni bez pfedchoziho pisemného souhlasu zadavatele, zachovavat
micenlivost o vSech poskytnutych informacich, povazovat tyto za diivérné a zdrzet se jakéhokoliv jiného
uziti téchto informaci a vysledkd nez pro Gc€ely tohoto klinického hodnoceni. Jako zkous$ejici souhlasim
s tim, Ze zadavatel (a popf. i CRO) bude/budou shromazdovat, pouZivat, zpracovavat a zvefejiiovat mé
osobni udaje, v€etné jména, kvalifikace a zkuSenosti v klinickém hodnoceni, mé finan¢ni udaje
vztahujici se mimo jiné k obdrzené odméné a finan¢ni nahradé a dalSi osobni udaje k administrativnim
uceldm v souvislosti s klinickym hodnocenim, popf. k poskytnuti etickym komisim a statnim uradim a
zavazuji se zajistit tento souhlas i od spoluzkousejicich a ostatnich ¢lent studijniho tymu.
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(1)

(2)

(1)

Revised Attachment A

Payment Terms

Procedural Costs

General Terms. Institution shall be paid the
per patient grant amount as outlined in
Annex 1 per Trial Subject properly enrolled
in the Trial. These payments should cover
procedural costs in accordance to the
schedule of assessments in the Protocol.
Institution shall be reimbursed for visits and
procedures conducted once these are
documented in the e-CRF. The grant
amount constitutes the full compensation
for the work to be completed by the
Institution and PI, including all work and
care specified in the Protocol for the Trial,
along with all overhead and administrative
services, including Trial Subjects’ travel and
care costs, if applicable. No compensation
shall be available for Trial Subjects enrolled
or continuing in the Trial in violation of the
Protocol.

Institution will not be reimbursed for any
additional testing, treatment, or procedures
not required by the Protocol or specified in
the Annex 1 to this Attachment A.

Non-Procedural Costs

Non-Procedural and Other Additional Costs.
Institution shall be paid for additional non-
procedural and other additional costs that
are pre-approved by Sponsor, as per Annex
1. To request payment for such costs,
Institution shall remit an itemized invoice to
CRO with documentation and receipts
substantiating pre-agreed-upon pass-
through expenses. Any non-procedural and
other additional pass-through expenses
shall be invoiced only in the amount
actually incurred with no mark-up, up to the
maximum amounts shown in Annex 1.

Institution waives its right to receive any
payments for pass through expenses to the
extent Institution has failed to produce

CONFIDENTIAL / DUVERNE

Revidovana Priloha A

Platebni podminky

I Naklady na procedury

(1) Obecné podminky. Poskytovateli bude
placena ¢astka grantu na pacienta, jak je uvedeno

v pfiloze €. 1, na jeden Subjekt hodnoceni fadné
zarazeny do Klinického hodnoceni. Tyto platby
pokryvaji naklady na procedury v souladu s rozpisem
vySetieni uvedenym v Protokolu. Poskytovatel
obdrzi Uhradu za uskuteénéné ndvstévy a procedury,
jakmile budou tyto zdokumentovany v e-CRF. Castka
grantu predstavuje celou odménu za préci, kterou
ma Poskytovatel a HZ provadét, véetné veskeré
prace a péce upresnéné v Protokolu Klinického
hodnoceni, spolu s veskerymi rezijnimi a
administrativnimi sluzbami, véetné naklad( Subjektd
hodnoceni na cestovné a na péci, podle vhodnosti.
Za Subjekty hodnoceni zafazené do Klinického
hodnoceni nebo pokradujici v Uéasti v rozporu

s Protokolem nebude poskytnuta Zadna odména.

(2) Poskytovatel neobdrzi odménu za 7adné
doplnujici testy, 1é¢bu ani procedury, které nejsou
vyzadovany Protokolem nebo upresnény v pfiloze ¢.
1 k této priloze A.

Il Naklady jiné neZ na procedury

(1) Naklady jiné neZ na procedury a dalsi
naklady. Poskytovateli bude zaplaceno za dalsi
naklady jiné neZ na procedury nebo jiné dalsi
naklady, které predem schvali Zadavatel v souladu

s pfilohou €. 1. K vyzadani plateb za takové naklady
je tfeba, aby Poskytovatel odeslal CRO rozepsanou
fakturu s dokumentaci a uctenkami dokladajicimi
predem dohodnuté, zprostfedkované vydaje.
Naklady jiné neZ na procedury a jiné dalsi,
zprostredkované vydaje budou fakturovany pouze
ve vysi, v jaké skutecné vznikly, bez prirazky, do
maximalnich ¢astek uvedenych v pfiloze ¢. 1.
Poskytovatel se vzddva svého prava na jakékoliv
platby za zprostfedkované vydaje, za které
nepredlozi faktury se skute¢nymi kopiemi nebo jinou
dokumentaci, kterd bude predstavovat jednoznacné
opodstatnéni toho, Ze dané vydaje byly skutecné,
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actual copy invoices or other
documentation clearly substantiating that
the expenditures were actual, reasonable,
and verifiable in the amount submitted for
compensation.
Payment for any necessary procedure due to patient
safety shall be reimbursed at the agreed upon unit
cost in the budget and shall require a separate
invoice with documentation for the medical
necessity of the procedure. Where practicable,
Sponsor's prior written consent shall be obtained,
unless it shall compromise the integrity of the Trial
or affect Trial Subject safety, in which case Sponsor
shall be notified as soon as practicable after the fact.

Amendments:

Institution Costs that exceed the agreed amounts
will require Sponsor and CRO written approval
before being eligible for payment. CRO or Sponsor
may approve additional items in writing without the
necessity of amending this agreement.

(2) Adverse Event Compensation. If a Trial
Subject is physically injured by the Sponsor
Drug or properly performed Trial
procedures and the Institution, Pl and other
individuals participating in the conduct of
the Trial have followed the Protocol, all
Applicable Law and all directions of
Sponsor, Sponsor shall reimburse the
reasonable costs of medical expenses
necessary to treat the injury. To the extent
allowed by law, such reimbursements shall
be covered only to the extent such costs are
not first covered by the Trial Subject’s
medical or hospital insurance or by third-
party or governmental programs providing
such coverage.

1. Invoicing and Payment
(1) Invoices for Procedural Costs: Sponsor,
through CRO, shall pay Institution on a per
subject basis for each visit completed and
entered into the eCRF’s. CRO shall send
quarterly overviews to the Institution,
setting out the amounts earned by the

CONFIDENTIAL / DUVERNE

pfimérené a ovéritelné, pokud jde o ¢astku
predloZzenou ke kompenzaci.

Platba za jakoukoliv nezbytnou proceduru z hlediska
bezpecnosti pacienta bude uhrazena podle
dohodnutych jednotkovych naklad( v rozpoctu a

k jejimu uhrazeni se poZaduje samostatna faktura

s dokumentaci Iékarské nezbytnosti dané procedury.
Kde to bude mozné, ziska se predem pisemny
souhlas Zadavatele, pokud by tim nedoslo k ohrozeni
integrity Klinického hodnoceni nebo pokud by to
neovlivnilo bezpec¢nost Subjektu hodnoceni,

v kterémzto pripadé bude Zadavatel informovan co
nejdfive poté, jak to bude mozné.

Dodatky:

U nékladl Poskytovatele presahujicich dohodnuté
Castky je k jejich proplaceni nutny pisemny souhlas
Zadavatele a CRO. CRO nebo Zadavatel mize
pisemné schvalit dalsi polozky, aniz by bylo nutné
tuto smlouvu doplnit.

(2) Kompenzace za nezddouci pfihody. Pokud u
Subjektu hodnoceni dojde k fyzickému poranéni
|éCivem Zadavatele nebo radné provedenymi
procedurami Klinického hodnoceni a Poskytovatel,
HZ a ostatni osoby podilejici se na provadéni
Klinického hodnoceni dodrZovali Protokol, veskeré
Platné pravni predpisy a veskeré pokyny Zadavatele,
uhradi Zadavatel pfimérené naklady na Iékarské
vydaje nezbytné k Iécbé daného poranéni. V mife,

v jaké to umoznuji pravni predpisy, budou dané
Uhrady pokryty pouze do té miry, do jaké dané
naklady nejsou nejprve pokryty zdravotnim nebo
nemocni¢nim pojisténim Subjektu hodnoceni nebo
programy tretich stran nebo statnimi programy
poskytujicimi takové kryti.

1. Fakturace a platby

(1) Faktury za naklady na procedury: Zadavatel
bude prostrednictvim CRO Poskytovateli provadét
platby, vidy na subjekt, za kazdou navstévu,
uskute¢nénou a zapsanou do eCRF. CRO bude
Poskytovateli zasilat Ctvrtletni prehledy s uvedenim
Castek ndlezejicich Poskytovateli podle
uskutecnénych navstév v Klinickém hodnoceni a
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Institution, based on the Trial visits and Trial
procedures completed and the Trial Data
reported in compliance with this Agreement
(each a “Quarterly Overview”). Data for
invoicing of the Trial will be sent to the
email address:
Any and all notices to the Institution will be
sent to FN Motol and designated with
Clinical trial of drugs, secretariat of the
Deputy for

If the Institution
agrees with the Quarterly Overview, the
Institution shall issue an invoice for the
amount indicated in the Quarterly Overview
converted into CZK using the conversion
rate of the local national bank on the date
of invoicing. Sponsor may withhold
payment in the event of a good faith
dispute. CRO will provide payment to the
Institution solely with funds received from
Sponsor. No payments will be made to the
Payee until the following are completed: (1)
execution of the CTA, (2) submission of all
regulatory documents to Sponsor and CRO,
and (3) IRB approval.

Payments for services carried out by the pharmacy
of FN Motol will be made bi-annualy. Pharmacy

representative:
shall prepare

the data for invoicing for the pharmacy services
carried out in the Trial, which are listed in this
Agreement, and send them for approval to the
responsible person of CRO to
. The approved data

for invoicing will be sent by the responsible
representative of CRO to the financial accounting
office of FN Motol . Based
on this data, the financial accounting office of FN
Motol will prepare an invoice and send it to the CRO
according to the instructions provided in this
Agreement.
Payments for services performed by the Department
of Imaging Methods of the Second Faculty of
Medicine, Charles University and the Motol
University Hospital (KZM) will be made quarterly.
The KZM representative

shall prepare, on a
quarterly basis, data for invoicing for radiological
services performed in the Trial, which are listed in
the financial annex to this Agreement, and send
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provedenych procedur Klinického hodnoceni a podle
Udajt z Klinického hodnoceni nahlasenych v souladu
s touto Smlouvou (kazdy z nich je dale oznacovan
jako , Ctvrtletni prehled“). Podklady pro fakturaci
Klinického hodnoceni budou zaslany na emailovou
adresu: _ Veskera oznameni
Poskytovateli zdravotnich sluzeb budou zaslana do
FN Motol a oznacena

Pokud bude Poskytovatel
s danym Ctvrtletnim prehledem souhlasit, vystavi
fakturu za ¢astku uvedenou ve Ctvrtletnim prehledu,
prevedenou na ménu CZK s vyuzitim ménového
kurzu mistni narodni banky k datu vystaveni faktury.
V pfipadé sporu v dobré vife mlze Zadavatel platbu
zadrzZet. CRO uhradi platbu Poskytovateli vyhradné

s vyuZzitim prostfedkl obdrZenych od Zadavatele
PFijemci nebudou provedeny zadné platby, dokud
nebude splnéno nasledujici: (1) uzavieni Smlouvy,
(2) ptedlozeni vsech regulacnich dokumentt
Zadavateli a CRO a (3) schvaleni IEC.

Platby za sluzby provadéné lékarnou FN Motol
budou probihat pololetné. Zastupce lékarny:

pfipravi podklad

k fakturaci za sluzby lékarny provedené v Klinickém
hodnoceni, jeZ jsou uvedeny v této Smlouvé, a zasle
je ke schvaleni odpovédné osobé CRO na

Schvaleny podklad k
fakturaci bude odpovédnym zastupcem CRO zaslan
do finanéni uctarny FN Motol

. Na zdkladé podkladu

pripravi finan¢ni uctarna FN Motol fakturu, kterou
zaSle CRO dle instrukci uvedenych v této Smlouvé.

Platby za sluzby provadéné Klinikou zobrazovacich
metod 2. LF UK a FN Motol (KZM) budou probihat
Ctvrtletné. Zastupce KZM

- pfipravi Ctvrtletné podklad k
fakturaci za radiologické sluzby provedené
v Klinickém hodnoceni, jeZ jsou uvedeny ve financ¢ni
priloze této Smlouvy, a zasle je ke schvéleni
odpovédné osobé CRO na

. Schvaleny podklad k

fakturaci bude zodpovédnym zdstupcem CRO zaslan
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them for approval to the responsible person of the
CRO to The approved
data for invoicing will be sent by the responsible
representative of the CRO to the financial accounting
office of FN Motol _ Based on
the data, the financial accounting office of FN Motol
will prepare an invoice, and send it to the
Sponsor/CRO according to the instructions provided
for in this Agreement.

(2) Invoices for Non-Procedural and Other
Additional Costs. The Institution shall
invoice these items not later than thirty (30)
days after they become invoiceable.

(3) General Requirements for All Invoices:
All invoices must be addressed to:

PSI CRO Czech Republics.r. o.

V Parku 2343/24, 148 00 Praha 4 - Chodov, Czech
Republic

IN: 28196775
TIN: CZ28196775

and be forwarded to the following as instructed:

Email (preferred): [

Mail:  PSI CRO Czech Republic, V Parku 2343/24,
148 00 Prague

Fax:

If sending electronically, please be sure to include
the Protocol Number (MOR208C310) and Pl name
on the subject line of the e-mail.

Please note that invoices will not be processed
unless they reference the Sponsor name, Protocol
number and Pl name and site number. After receipt
and verification, reimbursement for invoices will be
included with the next regularly scheduled
payment for subject activity

All undisputed invoices will be paid thirty (30) days
after receipt and Institution must provide the final
invoice to CRO within sixty (60) days of Trial site

CONFIDENTIAL / DUVERNE

do finanéni uctarny FN Motol

. Na zakladé podkladu
pfipravi finanéni uctarna FN Motol fakturu, kterou
zaSle CRO dle instrukci uvedenych v této Smlouvé.

(2) Faktury za naklady jiné neZ na procedury a
jiné dalsi ndklady. Poskytovatel bude tyto polozky
fakturovat nejpozdéji do tficeti (30) dnll poté, kdy se
staly fakturovatelnymi.

(3) Obecné poZzadavky na vSechny faktury:

Vsechny faktury museji byt adresovany takto:
PSI CRO Czech Republics.r. o.

V Parku 2343/24, 148 00 Praha 4 - Chodov, Ceska
republika

1C0: 28196775
DIC: CZ28196775

a museji byt poslany néasledovné, dle pokynt:

email (prednostn |

Postou: PSI CRO Czech Republic, V Parku 2343/24,
148 00 Praha

Fax:

V pfipadé zaslani elektronicky nezapomernte
v pfedmétu e-mailu uvést cislo Protokolu
(MOR208C310) a jméno HZ.

Upozoriujeme, Ze faktury nebudou zpracovany,
pokud nebudou obsahovat nazev Zadavatele, Cislo
Protokolu a jméno HZ a Cislo pracovisté. Po
obdrZeni a ovéreni bude uhrazeni faktur zafazeno
do pristi pravidelné planované platby za
predmétnou Cinnost.

Veskeré nesporné faktury budou uhrazeny do tficeti
(30) dnli od obdrzeni, pticemz Poskytovatel musi
vystavit zadvérecnou fakturu CRO do Sedesati (60)
dn0 od uzavieni pracovisté Klinického hodnoceni.
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closure. CRO is not liable for payment of invoices
sent after such time.

If overpayment by CRO has occurred, Institution will
refund any overpayment to CRO upon notice of
such. Institution shall promptly reimburse Sponsor
or CRO amounts overpaid within thirty (30) days of
notification by Sponsor or CRO.

(4) Final Payment. Sponsor through CRO shall
be entitled to withhold the last (final)
payment to the Institution (this will include
last pending payments for subjects’ visits
and optional additional fees like archival).
At the conclusion of the Trial, all e-CRFs and
Trial-related documents shall be promptly
made available for Sponsor review. The final
payment shall be issued as noted below and
paid once: all e-CRFs have been completed
and received; data queries have been
satisfied; all unused Sponsor Drug is
returned and all used Sponsor Drug is
destroyed on site; and all close out issues
are resolved and procedures completed and
CRO has performed a closeout visit to the
Institution, including final IEC notification.

(5) Payee. The research grant payments under
this Agreement shall solely be made to
Institution. Sponsor through CRO will only
accept making payments to bank accounts
of the Institution located in the country
where the services under this Agreement
have been performed and in compliance
with the applicable legislation.

No payments for services under this Agreement shall
be directly made by Sponsor and CRO to the Pl or
other Institution Personnel.

The following information should be included on the
invoice:

Complete Pl name, address and phone number
Invoice Date

Sponsor

Invoice Number

Payee Name (must match Payee indicated in
CTA)

Payment Amount

Complete description of services rendered

o Trial Number:

O O O O O

o O

(6) Any consideration payable under this
Agreement will be exclusive of statutory

CONFIDENTIAL / DUVERNE

CRO neni povinna zaplatit faktury poslané po
uplynuti této doby.

V ptipadé, Ze ze strany CRO dojde k uhrazeni
nadmérné ¢astky, vrati Poskytovatel preplatek CRO
po jeho oznameni. Poskytovatel bezodkladné uhradi
Zadavateli a CRO preplacené ¢astky do triceti (30)
dnl od ozndmeni ze strany Zadavatele nebo CRO.

(4) Zavérecna platba. Zadavatel je opravnén
prostfednictvim CRO zadrzet posledni (zavérecnou)
platbu Poskytovateli (ktera bude zahrnovat posledni
nevyrizené platby za navstévy subjektl a volitelné
dalsi poplatky, naptiklad na archivaci). Po dokonéeni
Klinického hodnoceni budou Zadavateli bezodkladné
predloZeny ke kontrole vSsechny e-CRF a dokumenty
souvisejici s Klinickym hodnocenim. Zavérecna
platba bude vydana, jak je uvedeno nize, a uhrazena,
jakmile: budou vyplnény a obdrZeny vsechny e-CRF,
budou vyreseny dotazy na udaje, bude vraceno
veskeré nepouZzité |éCivo Zadavatele a veskeré
pouzité lécivo Zadavatele bude zniceno na
pracovisti, budou vyfeseny vSechny zavérecné
zalezitosti a dokonceny procedury a CRO provede
zavérecnou navstévu u Poskytovatele véetné
zavérecného oznameni IEC.

(5) Prijemce. Platby vyzkumného grantu podle
této Smlouvy budou provadény vyhradné
Poskytovateli. Zadavatel bude prostfednictvim CRO
akceptovat pouze platby na bankovni ucty
Poskytovatele, které se nachazeji v zemi, kde byly
sluzby podle této Smlouvy provedeny, a v souladu

s Platnymi pravnimi predpisy.

Zadné platby za sluzby podle této Smlouvy nebudou
Zadavatelem a CRO provedeny pfimo HZ ani jinym
Pracovnik(im Poskytovatele.

Na fakture je nutno uvést nasledujici informace:

Celé jméno HZ, adresa a telefonni Cislo
Datum faktury

Zadavatel

Cislo faktury

Jméno pfijemce (musi odpovidat ptijemci
uvedenému ve Smlouvé)

o  Castka platby

o  Uplny popis poskytnutych sluzeb

o Cislo Klinického hodnoceni:

(6) Jakakoliv odména splatna podle této
Smlouvy bude bez zakonné sazby DPH. V pripadé, Ze

O O O 0 O
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VAT. In case any other services or goods are
subject to VAT, a valid VAT invoice must be
issued by the supplier to the recipient in
respect of the transaction covered by the
consideration.

(7) All payments will be converted into CZK
using the conversion rate of the local
national bank on the date of invoicing.

(8) Institution shall be responsible for all taxes
(excluding Value Added Taxes including
without limitation, withholding, stamp,
income (e.g., payroll and employment
taxes) and any and all taxes assessed by
government authority that apply to the
activities performed by Institution and PI
under this Agreement. CRO shall be entitled
to withhold from any payment due to
Institution any taxes that CRO is required to
pay on behalf of Institution, and such
payment shall decrease by an equivalent
amount the payment due to Institution.
CRO will report payments made to
Institution as required by applicable federal,
state or local tax law or regulations.

By law, payments made under this Agreement may
be required to be reported by Sponsor or CRO.
Institution understands and acknowledges, and
shall ensure that Study Team understand and
acknowledge, that Sponsor or CRO may disclose the
nature of the relationship contemplated by this
Agreement, including details pertaining to any
payment or transfers of value (including non-
monetary items of value) by Sponsor or CRO to
Institution or Institution Personnel; or any payment
or transfers or value by Sponsor or CRO to any
entity or individual at the request of or designated
on behalf of Institution, or Institution Personnel.
Institution agrees (and shall require all Institution
Personnel to agree) to provide to Sponsor or CRO
any payment or transfer of value information
needed for Sponsor or CRO to fulfil such reporting
requirements.

CONFIDENTIAL / DUVERNE

néjaké jiné sluzby nebo zboZi podléhaji platbé DPH,
musi byt dodavatelem ptijemci dané transakce, na
kterou se odména vztahuje, vystavena platna
faktura s DPH.

(7) Veskeré platby budou prevadény na CZK
s vyuZitim ménového kurzu mistni narodni banky
v den fakturace.

(8) Poskytovatel zodpovida za veskeré dané
(kromé dani z ptidané hodnoty), mimo jiné za
srazkovou dan, kolkovné, dan z pfijmu (napft. dan ze
mzdy a zaméstnanecka dan), a dale za veskeré
pfipadné dané vymérené statnim Gradem, které se
vztahuji na ¢innosti provadéné Poskytovatelem a HZ
podle této Smlouvy. CRO je opravnéna srazit z platby
naleZejici Poskytovateli veskeré dané, které ma
hradit jménem Poskytovatele, a takova platba bude
snizena o ekvivalentni ¢astku platby nalezejici
Poskytovateli. CRO bude hlasit platby uskute¢néné
Poskytovateli v souladu s pozadavky platnych
federdlnich, statnich nebo mistnich dafiovych
pravnich predpisl nebo nafizeni.

Podle zdkona mize byt pozadovano, aby Zadavatel
nebo CRO hlasili platby uskute¢néné na zakladé
této Smlouvy. Poskytovatel je srozumén a bere na
védomi a dale zajisti, aby Studijni tym byl srozumén
a vzal na védomi, Ze Zadavatel nebo CRO muze
sdélit charakter vztahu zamysleného touto
Smlouvou, véetné Udaju tykajicich se jakékoliv
platby nebo prevodt hodnoty (véetné jinych nei
penéinich polozek hodnoty) ze strany Zadavatele
nebo CRO Poskytovateli nebo Pracovnikiim
Poskytovatele, nebo udaju tykajicich se jakékoliv
platby nebo pievodt hodnoty ze strany Zadavatele
nebo CRO jinému subjektu nebo osobé, na zadost
Poskytovatele nebo Pracovniki Poskytovatele ¢i
dle uréeni jménem Poskytovatele ¢i Pracovnik(
Poskytovatele. Poskytovatel souhlasi (a bude
pozadovat, aby vsichni Pracovnici Poskytovatele
souhlasili) s tim, Ze Zadavateli a CRO poskytne
veskeré informace o platbé nebo prevodu hodnoty,
které bude Zadavatel nebo CRO potiebovat ke
splnéni danych pozadavkl na hlaseni.
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Annex 1/ Priloha é. 1

PER PATIENT AMOUNT / CASTKA NA PACIENTA

Fee schedule is based on country IG version: 02Dec2020/ Prehled poplatkil vychazi z verze IG ze dne 2. prosince 2020
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