AMENDMENT NO. 1 TO
PARTICIPATING SITE AGREEMENT

DODATOK C 1 K ZMLUVE SO
ZUCASTNENYM PRACOVISKOM

This Amendment No. 1 to Participating Site
Agreement (“Amendment No. 17), is signed on
the dates indicated below and becomes
effective as of the date after its publication in
the Central Register of Contracts (the
“Effective Date”), is by and among IQVIA
RDS AG, Branch St-Prex (previously IQVIA
RDS Switzerland Sarl, Quintiles Switzerland
Sarl, Outcome Europe Sarl), with an address at
Route de Pallatex 29, 116 St-Prex,
Switzerland, commercial register number:
CHE-189.586.482 and VAT number: CHE-
106.402.567 (hereinafter referred to as the
“Company”), and National Institute of
Rheumatic Diseases Piestany, with address at
Nabrezie I, Krasku 4, Piestany 92112,
Slovakia, established by the Ministry of Health
of the Slovak Republic, establishment record
no. 19390-1/2007- OP (hereinafter referred to
as the “Clinician Site”), and MUDr. Ol’ga
Lukicova, Ph.D. (hereinafter referred to as
“New Principal Investigator”) with an
address at National Institute of Rheumatic
Diseases, Nabrezie 1, Krasku 4, Piestany
92112, Slovakia

(each a “Party” and collectively ““Parties™).

Tento dodatok ¢. 1 k zmluve so zucastnenym
pracoviskom (d’alej len ,,dodatok ¢. 17°), ktory
je podpisany v nizsie uvedenych datumoch a
nadobuda G¢innost” dilom po jeho zverejneni v
Centralnom registri zmluv (dalej len ,,datum
nadobudnutia G¢innosti”), sa uzatvara medzi
spolo¢nostou IQVIA RDS AG, Branch St-
Prex (predtym spolo¢nost IQVIA RDS
Switzerland Sarl, Quintiles Switzerland Sarl,
Outcome Europe Sarl), s adresou Route de
Pallx, 29 Prex, Svaj¢iarsko, s identifikatnym
Cislom: CHE-189.586.482 a IC DPH: CHE-
106.402.567 (d’alej len ,spolo¢nost™) a
Narodnym ustavom reumatickych choréb v
Piest'anoch, so sidlom na adrese Nabrezie 1.

Krasku 4, Piestany 92112, Slovensko,
zriadené Ministerstvom zdravotnictva
Slovenskej republiky, zaznam ¢&. 19390-

1/2007- OP (d’alej len ,,pracovisko klinického
lekara™), a MUDr. Ol'gou Lukacovou, PhD.
(dalej len ,,novy zodpovedny skusajuci”) s
adresou Néarodny ustav reumatickych choréb v
Piestanoch, Nabrezie 1. Krasku 4, Piestany
92112, Slovensko

(kazdy ako ,,zmluvna strana™ a spolo¢ne ako
»Zzmluvné strany”™).

WHEREAS, the Company, the Clinician Site
and the former Principal Investigator Doc.
MUDr. Jozef Lukac, Ph.D. entered into a
Participating Site Agreement effective as of 23
July 2013 (the “Agreement”), whereby
Clinician  Site and former Principal
Investigator agreed to participate in the study
entitled “A 5-Year Prospective Observational
Registry to Assess Adverse Events of Interest
and Effectiveness in Adults with Active,

Autoantibody-Positive ~ Systemic ~ Lupus
Erythematosus Treated with or without
BENLYSTA™  (belimumab)”,  Protocol

number HGS1006-C1124 (“Study™); and

KEDZE spolo¢nost, klinické pracovisko
a byvaly zodpovedny skuasajuci Doc. MUDr.
Jozef Luka¢, PhD. wuzavreli zmluvu so
zG&astnenym pracoviskom s u¢innostou od 23.
jala 2013 (dalej len ,zmluva”), pricom
klinické pracovisko a byvaly zodpovedny
skusajuci suhlasili s ucastou na skasani s
nazvom ,Pitroény prospektivny observacny
register na hodnotenie neziaducich udalosti a
u¢innosti u dospelych s aktivnym systémovym
lupus erythematosus s pozitivnymi
autoprotilatkami lie¢enych liekom
BENLYSTAT™ (belimumab) alebo bez neho”,
Cislo protokolu HGS1006-C1124 (dalej len
,skusanie”); a
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WHEREAS there has been a change in the
person of Principal Investigator and the Parties
desire to amend the Agreement as described in

KEDZE doslo k zmene v osobe
zodpovedného skusajiceho a zmluvné strany
si zelaja doplnit’ zmluvu tak, ako je popisané

this Amendment No. 1 to reflect the | vtomto dodatku ¢&. 1, aby odrazal vysSie
aforementioned  change of  Principal | uvedent zmenu zodpovedného skasajuceho;
Investigator.

WHEREAS IQVIA RDS Switzerland Sarl
(formerly known as Quintiles Switzerland Sarl
and Outcome Europe Sarl) decided to merge
with IQVIA RDS AG in Basel and establish
IQVIA RDS AG, Branch St-Prex.

KEDZE sa spolo¢nost IQVIA RDS
Switzerland Sarl (predtym znama ako
Quintiles Switzerland Sarl a Outcome Europe
Sarl) rozhodla zlugit' so spolocnostou IQVIA
RDS AG v Bazileji a zalozit spolo¢nost
IQVIA RDS AG, Branch St-Prex;

WHEREAS, as a result of this merger all legal
rights and obligations of IQVIA RDS
Switzerland Sarl have been automatically
transferred to IQVIA RDS AG, Branch St-
Prex and all existing contracts, that had been
executed by IQVIA RDS Switzerland Sarl,
remain valid.

KEDZE v dosledku tohto zlugenia boli vietky
zakonné prava a povinnosti spolo¢nosti [QVIA
RDS Switzerland Sarl automaticky prevedené
na spolo¢nost’ IQVIA RDS AG, Branch St-
Prex a vSetky existujuce zmluvy, ktoré boli
uzavreté  spolo¢nostou  IQVIA  RDS
Switzerland Sarl, zostavaju platné;

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

SA PRETO TERAZ s ohl'adom na vzajomné
dohody a prisluby uvedené v tomto
dokumente a po d’alsom primeranom zvazeni,
ktorych prijatie a dostato¢nost’ sa tymto
potvrdzuje, zmluvné strany na zéklade tohto
dokumentu dohodli na zmene a doplneni
zmluvy takto:

(1) Parties acknowledge that IQVIA RDS
AG, Branch St-Prex has succeeded IQVIA
RDS Switzerland Sarl, replacing it also as a
contracting party to the Agreement. Parties
acknowledge that all legal rights and
obligations of IQVIA RDS Switzerland Sarl
under the Agreement have been automatically
transferred to IQVIA RDS AG, Branch St-
Prex and all references to “Company” in the
Agreement now refer to IQVIA RDS AG,
Branch St-Prex.

(D) Zmluvné strany beru na vedomie, Ze sa
spolo¢nost’ IQVIA RDS AG, Branch St-Prex
stala nastupcom spolo¢nosti IQVIA RDS
Switzerland Sarl, ktord ju nahradza aj ako
zmluvnu stranu tejto zmluvy. Zmluvné strany
beri na vedomie, ze vsetky zdkonné prava
a povinnosti  spolo¢nosti  IQVIA  RDS
Switzerland ~ Sarl podla zmluvy boli
automaticky prevedené na spolo¢nost’ IQVIA
RDS AG, Branch St-Prex a vsetky odkazy na
,,spolo¢nost™ v zmluve sa teraz vztahuja na
spolo¢nost’ IQVIA RDS AG, Branch St-Prex.

(2) As of 18 November 2021, MUDr. Ol'ga
Lukacova, Ph.D. will replace Doc. MUDir.

(2) Od 18.novembra 2021 MUDr. Olga
Lukagova, PhD. nahradi Doc.-MUDr. Jozefa

Jozef Lukac, Ph.D. as the Principal | Lukaca, PhD. ako zodpovedného skusajuceho,
Investigator ~and  will  assume  all | prevezme vsetky povinnosti, ktoré predtym
responsibilities previously held by Doc. | mal Doc. MUDr. Jozef Luké¢, PhD., v stlade
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MUDr. Jozef Lukac, Ph.D. pursuant to the
Agreement.

so zmluvou.

(3) MUDr. Ol'ga Lukacova, Ph.D. assures that
has adequate expertise to conduct the Study
and hereby agrees to be bound by the terms and
conditions of the Agreement and to conduct
the Study in accordance with the Protocol and
the Agreement.

(3) MUDr. Ol'ga Lukacova, PhD. ubezpecuje,
7¢ ma primerané odborné znalosti na
vykonavanie skusania a tymto sthlasi, ze bude
viazana zmluvnymi podmienkamizmluvy a ze
bude vykonavat skasanie v sulade s
protokolom a zmluvou.

(4) MUDr. Olga Lukéacova, Ph.D.
acknowledges, that pursuant to the Agreement,
all payments due under the Agreement will be
made solely to the Clinician Site- National
Institute of Rheumatic Diseases Piestany, and
that the Clinician Site will pay appropriate
proportion  therefor to the Principal
Investigator, as agreed between the Clinician
Site and the Principal Investigator.

(4) MUDr. Olga Lukacova, PhD. berie na
vedomie, Ze v sulade so zmluvou buda vsetky
platby  splatné podla tejto  zmluvy
poukazované vyluéne klinickému pracovisku —
Néarodnému ustavu reumatickych choréb v
Piestanoch aze klinické pracovisko uhradi

primerany  podiel na  tieto  platby
zodpovednému skusajucemu, ako sa dohodlo
medzi klinickym pracoviskom

a zodpovednym skusajicim.

(5) As of the Effective Date, all references to
Principal Investigator in the Agreement shall
be understood as referring to MUDr. Ol'ga
Lukacova, Ph.D..

(5) Kdatumu nadobudnutia G¢innosti sa
vsetky odkazy na zodpovedného skusajuceho
uvedené v zmluve povazuju za odkazy na
MUDr. Ol'gu Lukééova, PhD.

(6) As of the Effective Date, the preamble of
the Agreement shall be removed and replaced
with the following:

(6) K datumu nadobudnutia uéinnosti bude
preambula zmluvy odstranena a nahradena
nasledujucim textom:

“This Participating Site Agreement (this
Agreement”) is entered into this 23 day of July
2013 (the “Effective Date”), by and among

IQVIA RDS AG, Branch St-Prex, having a
place of business at Route de Pallatex 29, 1162
St-Prex, Switzerland, VAT number: CHE-
106.402.567 (hereinafter referred to as
“Company”),

And

National Institute of Rheumatic Diseases
Piestany, with address at Nabrezie I, Krasku 4,

. Tato zmluva o zicastiiujicom sa pracovisku
(dalej len ,.tato zmluva™) sa uzatvara 23. jila
2013 (dalej len ,datum nadobudnutia
ucinnosti”) medzi

spolo¢nostou IQVIA RDS AG, Branch St-
Prex, so sidlom na adrese Route de Pallatex 29,
1162 St-Prex, Svaj¢iarsko, IC DPH: CHE-
106.402.567 (d’alej len ,.spolo¢nost™),

a

Narodnym ustavom reumatickych chordb v
Piest’anoch, so sidlom na adrese Nabrezie 1.

Piestany 92112, Slovakia, established by the | Krasku 4, Piestany 92112, Slovensko,

Ministry of Health of the Slovak Republic, | zriadené Ministerstvom zdravotnictva

establishment record no. 19390-1/2007- OP | Slovenskej republiky, zaznam ¢. 19390-
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(hereinafter referred to as the “Clinician
Site™),

and

MUDr. Olga Lukacova, Ph.D. with an
address at [insert new principal investigator’s
address] (hereinafter referred to as “Principal
Investigator™).

Each a “Party” and together the “Parties™.”

1/2007- OP (d’alej len ,,pracovisko klinického
lekara™),

a

MUDr. Ol'gou Lukacovou, PhD. s adresou
[zadajte adresu zodpovedného skusajuceho]
(dalej len ,,zodpovedny skusajuci”).

Kazda ako ,.zmluvna strana™ a spolo¢ne ako

99 99

,.zmluvné strany”.

(7) Section “Invoices” of the Exhibit B
“Clinician Site’s compensation schedule™,
shall be entirely removed and replaced with the
following:

(7) Cast ,,Faktiry” prilohy B ,,Harmonogram
odmenovania pracoviska klinického lekéara™ sa
uplne odstrani a nahradi nasledujicim textom:

iqvia.investigatorpayments.emea@iqvia.com
(scanned invoices or electronic invoices).

“INVOICES ~FAKTURY
Invoices pertaining to this Study must always | Faktury tykajuce sa tohto skusania musia byt
be emailed to: | vzdy  odoslané e-mailom na  adresu:

igvia.investigatorpayments.emea@iqvia.com
(skenované faktury alebo elektronické
faktary).

The invoice must be issued to:
IQVIA RDS AG, Branch St-Prex
Attn: Finance Department

Route de Pallatex 29

1162 St-Prex

Switzerland

VAT number: CHE-106.402.567

Faktira musi byt vystavena na adresu:
IQVIA RDS AG, Branch St-Prex

Do ruk: Finanéné oddelenie

Route de Pallatex 29

1162 St-Prex

Svajéiarsko

IC DPH: CHE-106.402.567

If for any reason sending the invoice per email
is not possible, as a last resort you can post the
paper invoices to the following address:
IQVIA RDS Slovakia s.r.o

Investigator payments EMEA

Professional Service Centre

Polus Tower I1, Vajnorska 100/B

831 04 Bratislava, Slovakia

Ak z akéhokolvek dovodu nie je mozné odoslat
faktiru na e-mail, ako poslednii moznost’
mozete zauctovat papierové faktiry na
nasledujiicu adresu:

IQVIA RDS Slovakia s.r.o

Platby skusajiicim v regione EMEA
Profesiondlne servisné stredisko

Polus Tower II, Vajnorska 100/B

831 04 Bratislava, Slovensko

All terms and conditions of the Agreement not
expressly amended by this Amendment No. 1
shall remain in full force and effect.

Vsetky zmluvné podmienky tejto zmluvy,
ktoré nie su vyslovne zmenené alebo doplnené
tymto dodatkom ¢&. 1, zostavaju v plnej
platnosti a u¢innosti.
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