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AMENDMENT NO. 1 TO HEALTHCARE SERVICE
PROVIDER CONTRACT

DODATEK €. 1 KE SMLOUVE SE POSKYTOVATELEM
ZDRAVOTNICH SLUZEB

This Amendment #1 to Investigator Contract
(“Amendment”), effective as of the last signature
date below (the “Effective Date”), is by and
among:

Tento dodatek ¢. 1 ke Smlouvé se Zkousejicim,
ktery je platny od posledniho nize uvedeného
data podpisu (,datum platnosti“), je uzavren
mezi:

Fakultni nemocnice v Motole, a state
budgetary organization,
business at V Uvalu 84, 150 06 Praha 5, Czech
republic, Identification number: 00064203, Tax

identification number: CZ00064203 represented

by NN by delegation.

having a place of

Fakultni nemocnice v Motole, statni

pFispévkova organizace, se sidlem V Uvalu 84,

150 06 Praha 5, Ceska republika, ICO:
00064203, DIC: Cz00064203, zastoupena
I - -:k/ade povéieni,

Hereinafter the “HEALTHCARE SERVICE | Déle jen ,POSKYTOVATEL ZDRAVOTNICH
PROVIDER?”, or “PROVIDER” SLUZEB* nebo “POSKYTOVATEL”
AND A

IQVIA Ltd., with a registered address at 3
Forbury Place, 23 Forbury Road, Reading, RG1
3JH, United Kingdom, VAT No: GB450315485.
Hereinafter the “CRO”

IQVIA Ltd, se sidlem na adrese 3 Forbury
Place, 23 Forbury Road, Reading, RG1 3JH,
Spojené kralovstvi, VAT No: GB450315485,
déle ,CRO".

AND

A

IQVIA AG, Branch Romandie, located at
Route de Crassier 7, CH - 1262 Eysins,
Switzerland (legal successor of IQVIA AG,
Branch St-Prex, IQVIA RDS AG, Branch St-
Prex and IQVIA RDS Switzerland Sarl)

Hereinafter the “Former CRO”

IQVIA AG, Branch Romandie, se sidlem
Route de Crassier 7, CH - 1262 Eysins,
nastupce IQVIA AG,
Branch St-Prex, IQVIA RDS AG, Branch St-
Prex a IQVIA RDS Switzerland Sarl)

dale “byvala CRO”

Switzerland  (pravni

The HEALTHCARE SERVICE PROVIDER,
FORMER CRO and CRO are hereinafter
individually referred to

as a “Party‘or

collectively referred to as the “Parties”.

POSKYTOVATEL ZDRAVOTNICH SLUZEB,
BYVALA CRO a CRO jsou dale jednotlivé

oznacovany jako ,Smluvni strana® nebo

spole¢né jen ,Smluvni strany®.

WITNESSETH:

TIMTO POTVRZUJI:

WHEREAS, Sanofi-Aventis Groupe, having its
registered office at 82 Avenue Raspail, 94250
Gentilly, France (hereinafter the “SPONSOR”) is
sponsoring a multi-center clinical  study
(hereinafter the “Study”) with Study name

Sanofi-Aventis Groupe se sidlem na 82 Avenue
Raspail, 94250 Gentilly, Francie (ddle jen
,ZADAVATEL") zaddvd multicentrickou klinickou
studii (dale jen ,Studie”) se studijnim nazvem
GLOBOSTAD k vyhodnoceni ptipravku dupilumab




GLOBOSTAD to evaluate dupilumab in
accordance with the following protocol and its
amendments “A prospective observational study
of patients receiving Dupixent for atopic
dermatitis”, Study Protocol Number:

_, (hereinafter the “Protocol”),

v souladu s ndsledujicim protokolem a jeho
dodatky ,Prospektivni observacni studie u
pacientd uZivajicich pfipravek Dupixent k lécbé
atopické dermatitidy ", s ¢islem protokolu studie:

B ;< jen ,Protokol”),

WHEREAS, the SPONSOR has entered into an
agreement with CRO under which it has
entrusted the latter with the negotiation and
execution of clinical trials agreements with
sites/institutions participating in the Study.

VZHLEDEM K TOMU, Ze ZADAVATEL uzavrel
Smlouvu s CRO, na zakladé které ji povéfil
vyjedndvanim a provadénim dohod o klinickych
hodnocenich s centry provadéni klinického
hodnoceni/zdravotnickymi zafizenimi Ucastnicimi
se Studie a

WHEREAS, CRO has entered a separate contract
regarding the conduct of the Study with Fakultni
nemocnhice v Motole, a state budgetary
organization, having a place of business at V
Uvalu 84, 150 06 Praha 5, Czech republic,
(hereinafter  the “HEALTHCARE  SERVICE
PROVIDER” or “PROVIDER”) effective as of

I (contract”),

VZHLEDEM K TOMU, Ze CRO uzaviela
samostatnou smlouvu tykajici se provadéni
Studie s Fakultni nemocnice v Motole, statni
pFispévkova organizace, se sidlem V Uvalu 84,
150 06 Praha 5, Ceska republika (dale jen
,POSKYTOVATEL ZDRAVOTNICH SLUZEB“ nebo
“POSKYTOVATEL”) s ucinnosti od

(,Smlouva“),

WHEREAS, the Parties wish to amend Exhibit A
“Conditions of Payment” Section E “Invoices” in
order to add a new provision

VZHLEDEM K TOMU, Ze si strany preji upravit
Pfilohu A ,Platebni podminky” oddil E , Faktury”
za Ucelem pridani nového ustanoveni

WHEREAS, CRO shall step into the Agreement,
replacing Former CRO as a contracting party and
taking over all its rights and obligations under the
Agreement.

VZHLEDEM K TOMU, Ze CRO vstoupi do Smlouvy,
nahradi Byvalou CRO jako smluvni stranu a
pfevezme vsechna jeji prava a povinnosti
vyplyvajici ze Smlouvy.

NOW, THEREFORE, the parties agree as follows:

NYNIi SE TEDY Smluvni strany dohodly takto:

Parties agree that as of the Effective date IQVIA
IQVIA AG, Branch Romandie assigns to IQVIA
Ltd., and the latter assumes, all rights and
obligations of IQVIA AG, Branch Romandie
under the Agreement. As a result, IQVIA AG,
Branch Romandie will cease to be a party under
the Agreement and shall be replaced by IQVIA
Ltd. All references to “CRO” wunder the
Agreement shall refer to IQVIA Ltd.

As CRO is based in the United Kingdom, VAT is
only applicable to invoices that are issued from
within United Kingdom by Payees that are VAT
registered. All other Invoices shall be issued
without the addition of VAT. Parties agree that
the invoicing section of the Agreement shall be
amended, so that as of the Effective Date all
invoices related to the Agreement, that should be
issued to CRO, shall be issued to:

Strany souhlasi s tim, Zze ke dni platnosti IQVIA
AG, Branch Romandie, postupuje na IQVIA Ltd.
a ta prebira veskera prava a povinnosti IQVIA
AG, Branch Romandie vyplyvajici ze Smlouvy. V
dusledku toho ptestane byt IQVIA AG, Branch
Romandie smluvni stranou této smlouvy a bude
nahrazena spolecnosti IQVIA Ltd. VSechny
odkazy na ,,CRO* ve smlouvé budou odkazovat
na IQVIA Ltd.

Protoze CRO sidli ve Spojeném kralovstvi, DPH
se vztahuje pouze na faktury vystavene ze
Spojeného kralovstvi piijemeci, ktefi jsou platci
DPH. Vsechny ostatni faktury budou vystaveny
bez pfipocteni DPH. Strany se dohodly, ze
fakturacni ¢ast Smlouvy bude upravena tak, ze
ke Dni G¢innosti budou vSechny faktury
souvisejici se Smlouvou, které maji byt vystaveny
CRO, vystaveny na:




IQVIA Ltd.,

3 Forbury Place, 23 Forbury Road,
Reading, RG1 3JH, United Kingdom,
VAT No: GB450315485

IQVIA Ltd.,

3 Forbury Place, 23 Forbury Road,
Reading, RG1 3JH, United Kingdom,
VAT No: GB450315485

In Article 22.10, in the last sentence of the first
paragraph of the Agreement, the e-mail address

is not used for sending the version
of the Agreement intended for publication for the
purposes of this Addendum No. 1. The version of
Addendum No. 1 of the Contract intended for
publication in the register of contracts will be

sent to the e-mail address _

A new provision shall be added to Exhibit A
“Conditions of Payment”, Section E “Invoices” as
follows:

Fee for additional data processing as part of EDC
system migration

Site CRO, or a CRO affiliate on behalf of CRO, will
reimburse the Payee as per initial contract payee:
invoice only once single payment associated with
eDC system migration occurred in December
2022 and next eDC system migration planned in

2023 in accordance with this Contract
amendment and attached budget below. Invoice
maturity 40 days from invoice issue.

Compensation will be based upon completed
Case Report Forms (“CRFs”).

V ¢lanku 22.10 se v posledni vété prvniho
odstavce Smlouvy  e-mailova adresa
_ pro zaslani verze Smlouvy urcené k
uverejnéni pro potfeby tohoto dodatku ¢. 1
nepouzije. Verze dodatku ¢. 1 Smlouvy uréend k
uverejnéni v registru smluv bude zaslana na e-
mailovou adresu

Do Ptilohy A ,Platebni podminky”, oddilu E
,Faktury” se doplfiuje nové ustanoveni, které zni:

Poplatek za dodatecné zpracovani tdaji v ramci
migrace EDC systému

CRO centra provadéni klinického hodnoceni nebo
CRO pfidruzena spole¢nost jménem CRO uhradi
Pfijemci plateb podle plvodniho smluvniho
prijemce: fakturu pouze po jednorazové platbé
spojené s migraci systému eDC v prosinci 2022 a
dalsi migraci systému eDC planovanou v roce
2023 v souladu s timto Dodatkem Smlouvy a nize
pfilozenym rozpoctem. Splatnost faktury je 40 dni
od vystaveni faktury. Platby budou vyplaceny na
zakladé vyplnénych Zaznam subjektd hodnoceni
(dale jen ,,CRF“).

Considering 2
Site no. / €. Number of hours of
e active rework per
o subjects / patient /S
e ., Pocet ohledem na 2
kI|n|ckeho’ aktivnich hodiny
hodnoceni subjektd pfepracovani
na subjekt

I I N N 0

Amount per site (in
local currency) /
Castka za centrum
provadeéni klinického
hodnoceni (v mistni
méné)

Local currency /
Mistni ména




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

Vsechny podminky Smlouvy, které nejsou
vyslovné zménény timto Dodatkem, zUstavaji v
plné platnosti a ucinnosti.

IN WITNESS WHEREOF, the Parties here to have
caused this Amendment No. 1 of this Contract to be
duly executed on their behalf in three counterparts,
each of which shall be deemed to be an original, as
of the Effective Date.

NA DUKAZ TOHO Smluvni strany zajistily, aby byl
dodatek €. 1 této Smlouvy jejich jménem radné
podepsan ve trech stejnopisech, z nichz kazdy se ke
dni U¢innosti povaZuje za original.

IQVIA LTD
Name:/ Jméno:
Title: / Funkce:

Date: / Datum:

Signature: / Podpis:

THE HEALTHCARE SERVICE PROVIDER/ POSKYTOVATEL
ZDRAVOTNICH SLUZEB

Name:/ Jméno:

Title: / Funkce:

Date:/ Datum:

Signature: / Podpis:

IQVIA AG, Branch Romandie
Name: / Jméno:

Title: / Funkce:

Date: / Datum:

Signature: / Podpis:

IQVIA AG, Branch Romandie
Name: / Jméno:

Title: / Funkce:

Date: / Datum:

Signature: / Podpis:




