
AMENDMENT DODATEK c.1 

This Amendment to Clinical Trial Tento dodatek ke Smlouve o klinickem 
Agreement ("Amendment") is between: hodnoceni (dale jen .Dodatek") se uzavira mezi: 

Fakultni nemocnice Olomouc, having a place Fakultni nemocnice Olomouc, se sidlem 
of business at Zdravotniku 24817, 779 00 ZdravotnikU 24817, 779 00 Olomouc, Ceska 
Olomouc, Czech Republic, Identification republika, Identifikacni cislo: 00098892, Daiiove 
number: 00098892, Tax identification number: identifikacni cislo: CZ00098892, zastoupena prof. 
CZ00098892, represented by prof. MUDr. MUDr. Romanem Havlikem, Ph.D., feditelem 
Roman Havlik, Ph.D., Director (the (, Zdravotnicke zaiizeni"); a 
"Institution"); and 

"Investigator"); and 

IQVIA RDS Czech Republic s.r.o., having 
a place ofbusiness at Pemerova 691/42, 186 00 
Praha 8 - Karlin, Czech Republic, Identification 
number: 24768651, Tax identification number: 
CZ2476865 l, represented by lng. Eva 
Falbrova, Managing Director ("IQVIA"); and 

GlaxoSmithKline Research and 
Development Limited, having a place of 
business at 980 Great West Road, Brentford, 
Middlesex, TW8 90S, England, Identification 
number: 00835139, Tax identification number: 
201706134 1 ("Sponsor'') 

and is effective as of its publication in the Register 
of Agreements, but the parties agree to be bound by 
the rights and obligations arising from this 
Amendment from 19 January 2022 (hereinafter 
"Effective Date"). 

WHEREAS, Institution, Investigator, IQVIA 
and Sponsor are parties to an agreement entitled 
Clinical Trial Agreement for Protocol "A 52-week, 
randomised, double-blind, placebo-controlled, 
parallelgroup, multi-centre study of the efficacy 
and GSK3511294 . 

IQVIA RDS Czech Republic s.r.o., se sidlem 
Pemerova 691/42, 186 00 Praha 8- Karlin, Ceska 
republika, Identifikacni cislo: 24768651, Daiiove 
identifikacni cislo: CZ2476865l, zastoupena Ing. 
Evou Falbrovou, jednatelkou (,IQVIA"); a 

Glaxo SmithKline Research and Development 
Limited, se sidlem 980 Great West Road, 
Brentford, Middlesex, TW8 9GS, Anglie, 
Identifikacni cislo: 00835139, Daftove 
identifikacni cislo: 2017061341 (,Zadavatel"). 

a je ucinny od data zvei'ejneni v registru smluv, avsak 
smluvni strany si pi'eji byt upravou priiV a povinnosti 
obsaienou v tomto Dodatku vazany jiz od 19. ledna 
2022 (dale jen .Den ucinnosti"). 

VZHLEDEM K TOMU, ze Zdravotnicke 
zarrzeni, Zkou~ejici, IQVIA a Zadavatel jsou smluvnimi 
stranami smlouvy s nazvem Smlouva o klinickem 
hodnoceni pro protokol.52tjdenni. randomizovane, 
dvojite zaslepene, placebem kontrolovane, 
multicentricke kliniclce hodnoceni s nn~·ni L> 
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in adult and adolescent participants with severe 
uncontrolled asthma with an eosinophilic 
phenotype" Protocol No. 206713 effective as of 
12 January 2022(the "Agreement"), and the parties 
desire to amend such Agreement; 

WHEREAS, the Attachment A of the 
Agreement shall be amended to update section C. 
Budget table and section H. Conditional Procedures 
(with invoice) due to Protocol Amendment version 
01 d 

skupinami 0 uCinnosti a bezpecnosti doplnkove 
Jecby GSK3511294 u dospelych a dospivajicich 
ucastnikU s teiJcym nekontrolovanym astmatem 
s eozinofilnim fenotypem ", cislo protokolu 

206713 ucinne od 12. ledna 2022 {dale jen .Smlouva") 

VZHLEDEM K TOMU, ze pflloha A Smlouvy 
bude upravena tak, aby aktualizovala odstavec C. 
Rozpoctova tabulka a oddrl H. Podminena vysetfeni 
(s fakturou) v dusledku zmeny protokolu verze 01 ze 
dne 17. 2021 

WHEREAS, the Budget shall be amended VZHLEDEM K TOMU, ze rozpocet bude 
due to Protocol Amendment version 01 dated zmenen v dusledku zmeny protokoiu verze 01 ze dne 
17/AUG/2021 17. a 2021. 

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

Due to Protocol Amendment version 
01 , section H. Conditional Procedures 
(with invoice) of the Attachment A is 
hereby amended to update the 
description of two conditional 
procedures as below: 

PROCEDURE 

Blood draw, phlebotomy, routine 
venipuncture for collection of 
specimen(s), simple; for central 
and/or local laboratory 
(Hematology white blood cell count; 
total lgE; Clinical chemistry; serum 
pregnancy- if applicable; Anti-MPO 
antibody: anti-PR3 antibody; ANA; 
anti-dsDNA antibody; Complement 
C3 and C4: lmmunogenicity 
sample; Biomarker sample; Genetic 
sample -if applicable; Viral serology 
- if applicable; Liver safety tests - if 

: Includes aration of 

Procedur 
e amount 
CZK 

CT A Amendment No.1- Czech Republic - 3 Nov2021-
3 •• 

NYNI PROTO s ohledem na vzajemne sliby 
a dohody uvedene v tomto dokumentu a dalsi kvalitni 
a cenne uvahy, jejichf prijeti a dostatecnost se timto 
potvrzuje, se strany timto zavazuji zmenit Smlouvu 
nasledujicim zpusobem: 

KON 

Vzhledem k Dodatku protokolu verze 01 
se tfmto doplr'\uje oddil H. Podminema 
vysetfeni (s fakturou) v Pfiloze A aby 
upravil popis dvou podminemych vysetfeni 
jak je uvedeno nize: 

Odber krve, flebotomie, rutinni venepunkce 
pro odber vzorku, jednoducha; pro 
centralnf a/nebo mfstnf laborator 
(hematologie pocet bflych krvinek; celkove 
lgE; klinicka chemie; tehotensky test ze 
sera - pokud je relevantnf; protilatka proti 
MPO; protilatka proti PR3; ANA; protilatka 
proti dsDNA; komplement C3 a C4; vzorek 
imunogenity; vzorek pro biomarkery; 
geneticky vzorek - pokud je relevantni: 
virova serologie- pokud je relevantnf; testy 
bezpecnosti jater- pokud jsou relevantni): 
Zahrnuje pfipravu vzorku - v pfipade 
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specimen for 
additional/safety/repeatlunschedule 

if needed 
Clinical chemistry: Glutah1yl 
transferase, gamma (GGT) (GGTP) 
(local lab) - also for liver AEs 
monitoring if needed 

The Budget table is hereby amended due to 
Protocol Amendment version 01 dated 
17/AUG/2021, as follows: 

Amount of Visit 3 and visit 11 are updated to add a 
single electrocardiogram (ECG) and they are 
excluded from footnote ** since these visits must be 
conducted at the study site. 

The Budget Table is hereby deleted in its entirety 
and replaced by the attached Budget. 

dalsflbezpecnostnilopakovane/neplanova 
ne vzorky 

Kllnicka biochemie: Glutamyltransfen3za, 
gama (GGT) (GGTP) (mlstnl laborator)- v 
pfipade potleby take pro monitorovanf 
jaternlch neiadoucich ucinkU 

Rozpoctova tabulka se timto meni v dusledku zmeny 
protokolu verze 01 ze dne 17. srpna 2021 takto: 

Castky za navstevu c. 3 a navstevu c. 11 jsou 
navyseny prid~mfm jednoho elektrokardiogramu ( EKG) 
a jsou vylouceny z poznamky pod carou **, protoze 
tyto navstevy musf byt provedeny v centru klinickeho 
hodnoceni. 

Rozpoctova tabulka se tfmto v ceh~m rozsahu rusi a 
nahrazu 





I Notwithstanding the foregoing, IQVIA, Sponsor, 
Institution and Investigator hereby acknowledge that 
the Institution is obliged to publish this Amendment 
pursuant to Act No. 340/2015 Coli. , in the Register 
of Agreements. 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 Budget and 
Payment Schedule, the 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. 

Before signing this Amendment, the Institution 
requires to send the agreed final version of the 
Amendment in machine-readable format with 
highlighted text, which Sponsor considers to be a 
trade secret. The Institution is obliged to obtain the 
Sponsors consent before further amending the final 
version of the Amendment beyond the highlighted 
text by the Sponsor. 

The Institution is obliged to publish this Amendment 
in accordance with the article herein above. The 
Institution will inform IQVIA of publishing this 
Amendment in the Agreements Register by 
designating the following email address: 
registrsmluv@iqvia.com 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 681 420. 

Bez ohledu na -vYse uvedene, IQVIA, Zadavatel, 
Zdravotnicke zai'izeni a Zkousejici timto potvrzuji, ze 
Zdravotnicke zafizenl je povinnen uvefejnit Iento 
Dodatek podle zakona c. 340/2015 Sb., o registru 
smluv. Jakekoli informace, ktere tvoi'l obchodni 
tajemstvl obou stran, jsou osvobozeny od takoveho 
uverejnemi. Pro ucely tohoto Dodalku a Smlouvy se 
obchodnim tajemstvim rozumi zejmena Priloha A 
Smlouvy - Rozpocet a platebni pfehled, minimalnf cil 
naboru, oeekavany pocet zafazenych pacientu a 
ocekavana delka trvfmi stu die. Krome toho jsou rovnez 
osvobozeny od takoveho uvefejnemi osobni udaje 
jednotlivcu, pokud nebyly drive publikove:'my v jinem 
verejnem registru. 

Zdravotnicke zafizenl vyzaduje pfed podpisem 
dodatku zaslat odsouhlasenou finalnf verzi dodatku ve 
strojove citelnem formatu s podbarvenym textem, kle,Y 
zadavalel pova2uje za obchodnl lajemstvf. 
Zdravolnicke zarlzeni je povinen zlskat souhlas 
zadavatele pfed trm, net bude konecnou verzi dodatku 
dale menil nad ramec podbarveneho textu ze strany 
zadavatele. 

Zdravotnicke zarizeni musi uvei'ejnil Iento Dodatek 
podle tohoto clanku. Zdravotnicke zafizenf vyrozumi 
IQVIA o uvefejnemf Dodatku v registru smluv tak, :Ze ve 
formulari pouzivanem k uvefejnE!mi zada adresu 
registrsmluv@iqvia.com jako emailovou adresu, na 
klerou ma byt zaslana notifikace o uvei'ejneni. Pokud 
Zdravotnicke zafizeni neuverejni tento Dodatek ve 
lhute 5 pracovnich dni od jeho podpisu vsemi 
smluvnimi stranami, jsou k jeho uverejnenf opravneni 
IQVIA ci zadavatel. 

Pi'edpokladana hodnota Smlouvy ve znenf tohoto 
Dodatku je pi'iblizne 681 420 Kc. 

Attached to this Amendment is also for Prllohou tohoto dodatku je pro informativnl ucely 
information purposes Individual Visits Costs rovnez Tabulka plateb za jednotlive navStevy. 
Schedule. 

All terms and conditions of the Agreement Vsechny podminky Smlouvy, ktere nejsou 
not expressly amended by this Amendment remain vyslovne zmemeny timlo Dodatkem, zustavaji v plnem 
in full force and effect. rozsahu platne a ucinne. _ ___ _ _____ __. 

CTA Amendment No.1- Czech Republic- 3 Nov2021-
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