ASSIGNMENT AND AMENDMENT 2 TO
CLINICAL TRIAL AGREEMENT

POSTOUPENI A DODATEK 2 KE
SMLOUVE O KLINICKEM HODNOCENI

This Assignment and Amendment 2 to
Clinical Trial Agreement (“Amendment”) is
between

Fakultni nemocnice Brno, having a place
of business at Jihlavska 20, 625 00 Brno,
Czech Republic, Identification number:
65269705, Tax identification number:
CZ65269705, represented by MUDr. Ivo
Rovny, MBA, Director (the “Institution”),

and

Investigator”™),

(the “Former

and

B c (i “Investigator”),

and

IQVIA RDS Czech Republic, s.r.o.,
having a place of business at Pernerova
691/42, 186 00 Praha 8 - Karlin, Czech
Republic, Identification number: 247
68 651, Tax identification number: CZ247
68 651, represented by Eva Falbrova
(“IQVIAY),

and

Bellus Health Cough, Inc., having a place
of business at 275 Boulevard Armand-
Frappier, Laval, QC, Canada H7V 4A7,
Registration number: 723341723
(“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 as stated in

Tento Postoupeni a Dodatek 2 ke
smlouvé o klinickém hodnoceni (dale jen
,Dodatek“) se uzavira mezi t&émito stranami:

Fakultni nemocnice Brno, se sidlem
Jihlavska 20, 625 00 Brno, Ceska
republika, Identifika¢ni ¢islo: 65269705,
Danové identifikacni ¢islo: CZ65269705,
zastoupend MUDr. Ivem Rovnym, MBA,
feditelem (“Zdravotnické zarizeni”),

a

_ (the “Puavodni zkouSejici”),

N 7 kousejici”),

a

IQVIA RDS Czech Republic, s.r.o., se
sidlem Pernerova 691/42, 186 00 Praha 8 -
Karlin, Ceska republika, IC: 247 68 651,
DIC: CZ24768651, zastoupeny Eva
Falbrova (“IQVIA”),

A

Bellus Health Cough, Inc., se sidlem 275
Boulevard Armand-Frappier, Laval, QC,
Canada H7V4A7, Registracni Cislo:
723341723 (“Zadavatel”)

a uzavira se s ucinnosti ode dne uvefejnéni
v registru smluv, av8ak smluvni strany si pfeji
byt Upravou prav a povinnosti obsazenou v
tomto Dodatku vazany jak je uvedeno
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section 1 and 2 below (hereinafter “Effective
Date”).

vodstavci 1 a 2 nize ,Den

u€innosti®).

(dale jen

WITNESSETH:

UVODNI USTANOVENI:

WHEREAS, IQVIA and Institution and former
Investigator and Sponsor are parties to an
agreement entitled Clinical Trial Agreement for
Protocol BUS-P3-02 (CALM-2) entitled “A
Phase 3, 24-Week, Randomized, Double-
Blind, Placebo-Controlled, Parallel-Arm
Efficacy and Safety Study with Open-label
Extension of BLU-5937 in Adult Participants
with Refractory Chronic Cough Including
Unexplained Chronic Cough (CALM-2)”
effective as of 02 August 2023 and amended
on 29 December 2023 (the “Agreement”), and
the parties desire to amend such Agreement;

Spole¢nost IQVIA a Zdravotnické zafizeni a
Pavodni zkouSejici a Zadavatel jsou smluvnimi

stranami  smlouvy s nazvem  Smilouva
o klinickém hodnoceni k Protokolu BUS-P3-02
(CALM-2) S nazvem L24-tydenni,

randomizované, dvojité zaslepené, placebem
kontrolované klinické hodnoceni faze 3
s paralelnimi rameny posuzujici uc€innost
a bezpecnost pfipravku BLU-5937 s otevienou
pokratovaci fazi u dospélych uc¢astniki
s refrakternim chronickym kaslem vcetné
nevysvétlitelného chronického kasle (CALM-
2)“ ucinné k 2. srpnu 2023, ve znéni Dodatku
€. 1 ze dne 29. prosince 2023 (dale jen
~Smlouva®), a pfeji si Smlouvu upravit;

WHEREAS, Former Investigator
desires to assign and transfer to Investigator all
of its rights and obligations in and to the
Agreement, and Investigator desires to accept
such assignment and to accept assignment of
all of Former Investigator rights and obligations
in and under the Agreement, and IQVIA and
Sponsor consent to this assignment; and

VZHLEDEM K TOMU, ZE Pavodni zkousejici
hodla postoupit a pfevést na Zkousejiciho
vSechna sva prava a povinnosti vyplyvajici ze
Smlouvy a ZkouSejici je ochoten toto
postoupeni pfijmout a pfevzit veSkera prava a
povinnosti Pivodniho zkou$ejiciho vyplyvajici
z této Smlouvy a spole¢nost IQVIA a
Zadavatel s timto postoupenim souhlasi; a

WHEREAS, the Budget shall be
amended per Protocol amendment version 01
dated 14/DEC/2023 and the Agreement legal
wording shall be amended to incorporate
GlaxoSmithKline LLC required legal wording
and Sponsor’s name will be updated in the
Agreement.

VZHLEDEM K TOMU, ZE rozpodet bude
upraven v souladu s Dodatkem protokolu
verze 01 ze dne 14. prosince 2023 a pravni

znéni smlouvy bude upraveno tak, aby
obsahovalo pravni znéni pozadované
spoleCnosti GlaxoSmithKline LLC ave

Smlouvé bude aktualizovan nazev Zadavatele.

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 parties
hereby agree to amend the Agreement as
follows:

NYNI PROTO, po zvaZeni vzajemnych
zavazku a pfislibd uvedenych v tomto Dodatku
a dalSich Fadnych a hodnotnych protiplnéni,
jejichz pfijeti a dostate¢nost je timto potvrzena,
se strany dohodly na zméné Smlouvy takto:

1. Assignment and amendment for

change of Investigator

1. Postoupeni a dodatek tykajici se
zmény Zkousejiciho
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1. Former Investigator hereby assigns
and transfers to the Investigator as of 1
February 2025, all of Former Investigator’s

rights and obligations in and under the
Agreement.
2. Investigator hereby accepts

assignment of all of Former Investigator's
rights and obligations under the Agreement
and agrees to keep, perform, fulfil and
discharge all of the terms, covenants,
conditions and obligations required to be kept,
performed, fulfilled and discharged by the
Investigator under the Agreement, as of 1
February 2025, and Former Investigator is
hereby relieved of all obligations relating to the
Agreement arising on or after 1 February 2025

3. Section 16. Notice of the Agreement is
updated to reflect the data of the Investigator,
as indicated below:

To Investigator:

Name: prim. | NS

Address: Fakultni nemocnice Brno, Jihlavska
20, 625 00 Brno, Czech Republic

email: [

1. PUvodni zkousejici timto postupuje a
pfevadi na ZkouSejiciho vSechna sva prava a
povinnosti vyplyvajici z této Smlouvy a to od
1. tnora 2025

2. Zkousejici timto pfijima veSkera prava
a povinnosti Plvodniho zkouSejiciho
vyplyvajici z této Smlouvy a souhlasi s tim, ze
bude dodrzovat, provadét, plnit a vykonavat
v8echna ujednani, zavazky, podminky a
povinnosti, jejichz dodrzovani, provadéni,
plnéni a vykonavani je k datu 1. Unora 2025
pozadovano ze strany ZkouSejiciho na
zakladé této Smlouvy, a Pivodni zkousSejici je
timto zprostén vSech povinnosti tykajicich se
Smlouvy, které vzniknou k datu 1. unora 2025
nebo po ném.

3. Cast 16. Oznameni o uzavfeni
Smlouvy je aktualizovano tak, aby zohlednilo
udaje Zkousejiciho uvedené nize:

ZkouSejicimu:

Jmeno: NN

Adresa: Fakultni nvemocnice Brno, Jihlavska
20, 625 00 Brno, Ceska republika

e-mail: [

1. Attachment A

1. P¥iloha A

1.1 Effective as of 22 April 2024, Section
J. Conditional Procedures (with invoice) of the
Attachment A is hereby amended to add the
conditional procedures shown below:

11 S uCinnosti od 22. dubna 2024 se
¢lanek J. Ukony dle potfeby (na zakladé
faktury) Pfilohy A timto méni tak, Zze se do néj
doplfuji nize uvedené Uukony provadéné
podle potfeby:
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1.2 Effective as of 22 April 2024,
Section J. Conditional
Procedures (with invoice) of the
Attachment A is  hereby
amended to update the
conditional procedures shown
below:

1.2 S ucinnosti od 22. dubna 2024
se ¢lanek J. Ukony dle potieby
(na zakladé faktury) PFilohy A
timto méni tak, Ze se upravuji
nize uvedené ukony provadéné
podle potieby nasledujicim
zpusobem:

2. Budget

2. Rozpocet

2.1. Effective as of 11 April 2024 the
budget is hereby amended due to
Protocol Amendment version 01 dated
14/DEC/2023, as follows:

2.1 Suginnosti od 11. dubna 2024 se
rozpoCet timto upravuje v souladu
s Dodatkem protokolu verze 01 ze 14. 1.
2023 takto:

Amount of Screening Visit, Visit 22/ Late
Follow-up (End of Study) and Re-
screening Visit are updated to add
“Adverse events assessment / Ocular
adverse events assessment”.

Castka za vstupni navstévu,
22. navstévu / pozdni naslednou kontrolni
navstévu (konec klinického hodnoceni)
a opétovnou vstupni navstévu je
aktualizovana pfidanim  ,Hodnoceni
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nezadoucich pfihod / Hodnoceni oCnich
nezadoucich pfihod*.

Amount of Visit 4, Visit 5, Visit 6, Visit 7,
Visit 8, Visit 9. Visit 10, Visit 13, Visit 14,
Visit 15 and Visit 17 are updated to add
“Single 12-lead ECG: Includes tracing,
interpretation and report”.

Castka za 4., 5., 6., 7., 8. a 9. navstévu.
10., 13., 14., 15. a17. navstéva jsou
aktualizovany pfidanim polozky
~Jeden12svodovy EKG: Soucasti je
zaznam, vyhodnoceni a zprava®“.

Visit 21 is renamed as “Visit 21/ Early
Follow-up- V21/EFU” and Visit 22 is
renamed as “Visit 22/ Late Follow-up (End
of Study)- V22/LFU (EOS)”.

21.navstéva je pfejmenovana na
»21. navstévu/ naslednou  kontrolni
navstévu N21 pfi pfedéasném ukonceni”
a 22.navstéva je pfejmenovana na
»22. navstévu / pozdni naslednou
kontrolni navstévu (konec klinického
hodnoceni) — N22/LFU (EOS)“.

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

RozpoCet se timto zcela vypousti
a nahrazuje se pfilozenym Rozpoc&tem.

1. Attachment A

Effective as of 01 September 2024, the
changes are the following:

3. Priloha A

S ucinnosti od 1. zafi 2024 jsou platné
nasledujici zmény:

Section Q. Monthly Database review fee
is added to Attachment A as below

Do Prfilohy A se pfidava oddil Q. Mésic¢ni
Poplatek za kontrolu databaze, jak je uvedeno
nize

Q. Monthly Database Review Fee

Q. Mésicni Poplatek za kontrolu databaze

4. Solely for purposes of this Amendment,
the parties agree that the following
Sponsor-required provisions either
modify, replace and supersede, or strike
(as the case may be) the designated

4. \Vyhradné pro ucely tohoto Dodatku se
strany dohodly, Ze nasledujici ustanoveni
vyZadovana Zadavatelem bud upravi,
novelizuji a nahradi, nebo pfipadné
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provisions in the Agreement in their
entirety:

pfislusna ustanoveni ve Smlouvé v celém
rozsahu zrusi:

Definitions section,_the
definition is added:

following

Clanek Definice, doplfiuje se nasledujici
definice:

“Loaned  Equipment: means any
equipment temporarily provided to
Institution by Sponsor or by a Sponsor
Affiliate pursuant to this Agreement only
for use in the Study, including, but not
limited to, computer hardware and
software if provided for the Investigator
and Study Staff to use, collect, enter, and
report Study data to Sponsor”.

~Zapujéené vybaveni: znamena jakékoli
vybaveni pfechodné poskytnuté
Zdravotnickému zafizeni Zadavatelem
nebo jeho pfidruzenym subjektem na
zakladé této Smlouvy pouze k pouziti ve
Studii, zejména pocitaovy hardware
a software pro ZkouSejiciho a Studijni
personal za ucelem pouzivani,
shromazdovani, zadavani a hlaseni
Studijnich dat a udaju Zadavateli.

Section 1.3.Medical Records and Study
Data is renamed to Recordkeeping;

Clanek 1.3 Zdravotni zaznamy
a Studijni data a udaje je pfejmenovan

Access and section 1.3.1. is replaced
with:

na Vedeni zaéznamu; Pfistup a
Clanek 1.3.1 se nahrazuje:

Section 1.3.1. Collection, Storage and
Destruction:

Clankem 1.3.1. Shromazd'ovani,
uloZeni a likvidace:

“Site shall make and maintain records
regarding the Study as required by the
Protocol, Applicable Law, and Good
Clinical Practices, and in accordance with
Institution’s standard procedures. Site will
retain such records for the maximum
period required by applicable law in the
country in which Site are conducting the
Study. After the expiration of the record
retention period, Institution shall delete or
destroy Institution’s Study records (except
Medical Records or source materials
owned or solely controlled by Institution)
in accordance with Institution’s records
deletion  or destruction  practices.
Institution and Investigator are
responsible to communicate to Sponsor
any change in Institution’s or
Investigator's  custodianship  and/or
location of the records during the record
retention period”.

“Misto provadéni klinického hodnoceni
bude vytvafet auchovavat zaznamy
tykajici se Studie, zpusobem
pozadovanym Protokolem, pfisluSnymi
pravnimi predpisy a Spravnou Kklinickou
praxi, avsouladu se standardnimi
postupy Zdravotnického zafizeni. Misto
provadeéni klinického hodnoceni bude tyto
zdznamy uchovavat po maximaini dobu
vyzadovanou  pfisluSnymi  pravnimi
pfedpisy v zemi, v niz Misto provadéni
klinického hodnoceni Studii provadi. Po
vyprSeni doby uchovavani osobnich
Udaju Zdravotnické zafizeni vymaze nebo
zlikviduje Zaznamy o Studii
Zdravotnického zarizeni (kromé
Zdravotnich zaznamu nebo zdrojovych
materiald vlastnénych nebo vyluéné
spravovanych Zdravotnickym zafizenim)
v souladu s metodikou Zdravotnického
zafizeni pro vymazavani nebo likvidaci
zadznamd. Zdravotnické zafizeni
a ZkousSejici  jsou povinni informovat
Zadavatele 0 jakékoli zméné
opatrovnictvi Zdravotnického zafizeni
nebo ZkouSejiciho a/nebo umisténi
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zadznam(O béhem doby uchovavani
zaznama*.

Section 1.3.3. Access, Use, Monitoring
and _Inspection: “Medical Records and
Study Data” is replaced with “Study
records”.

Clanek 1.3.3 Pristup, pouziti,
monitoring a kontrola:  ,Zdravotni
zaznamy a Studijni data a udaje“ se
nahrazuje vyrazem ,Zaznamy o studii®.

Section 1.3.4. License: “educational
purposes” is replaced with “academic
purposes” and Section 5 “Publication
Rights” is replaced with Section 5 “Study
Transparency and Publication Rights”.

Clanek 1.3.4 Licence: Vyraz ,vzd&lavaci
ucely” se nahrazuje vyrazem
,akademické uéely* a Clanek 5 ,Prava na
zvefejnéni® se nahrazuje Clankem 5
.1ransparentnost klinického hodnoceni
a prava na zvefejnéni*.

Section 1.3.5. Survival: reference is now
made to section 1.3 “Recordkeeping;
Access”.

Clanek 1.3.5 Pietrvani_platnosti: nyni
odkazuije na ¢lanek 1.3 ,Vedeni zaznam;
PFistup®.

Section 1.4 Duties of Investigator and
Institution point a) is stricken in its
entirety.

Clanek 1.4 Povinnosti Zkousejiciho
a Zdravotnického zafizeni bod a) se
v celém rozsahu rusi.

Section 1.6. Use and Return of
Investigational Product and Equipment

Clanek 1.6 Pouziti a vraceni
Hodnoceného pripravku a Vybaveni

the following wording is added at the end
of this section 1.6:

Na konci tohoto Clanku 1.6 je pfidan tento
text:

“Institution agrees that no title to nor any
proprietary rights related to the Loaned
Equipment is transferred to Institution,
that the Loaned Equipment will be used
only for the Study and only as described
in the Protocol and any other written
directions provided by Sponsor, that the
Loaned Equipment will not be transferred
by Institution to the possession of any
third party without the written consent of
Sponsor, and that, at Sponsor's request or
the completion of the Study, Institution will
return the Loaned Equipment and all
related training materials and
documentation to Sponsor or its
designated agent.

.Zdravotnické zafizeni souhlasi, Ze na
Zdravotnické  zafizeni tim nebude
prevadéno 2adné vlastnické ani jiné pravo
k ZapGjcenému vybaveni, ze ZapuGjcené
vybaveni bude pouzivano vyhradné pro
Studii a pouze tak, jak je to popsano
v Protokolu a pfipadnych dalSich
pisemnych pokynech od Zadavatele, ze
bez predchoziho pisemného souhlasu
Zadavatele nebude Zdravotnické zafizeni
Zapljéené vybaveni prevadét do
vlastnictvi tfetich osob, a Ze na Zadost
Zadavatele nebo po dokon&eni Studie
vrati Zap(jéené vybaveni a vesSkeré

Skolici materialy a dokumentaci
Zadavateli nebo jeho povéfenym
zastupcim.

Following reasonable advance notice,
Investigator and Study Staff will attend

Na zakladé oznameni zaslaného
v dostateCném predstihu se Zkousejici

scheduled training to use the Loaned a Studijni personal zucastni
Equipment. The Loaned Equipment will naplanovaného Skoleni k pouziti
be kept in secure location and Institution Zapljéeného  vybaveni.  ZapUljené
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will be responsible for any theft, damage,
or loss to the Loaned Equipment other
than normal wear and tear. Institution will
arrange and pay for any required internet
connection, telephone line, and/or
facsimile line as necessary to use the
Loaned Equipment. If Institution fails to
return the Loaned Equipment within the
timeframe Sponsor specified, Institution
will reimburse Sponsor for any penalties,
late fees, and/or replacement costs.

vybaveni bude ulozeno na
zabezpeCeném misté a Zdravotnické
zafizeni bude odpovédné za pfipadnou
kradez, poskozeni nebo ztratu
Zapujceného vybaveni kromé bézného
opotiebeni. Zdravotnické zafizeni zajisti
a uhradi pfipadné potfebné internetové
pfipojeni, telefonni a/nebo faxovou linku,
jez budou potfeba k pouziti Zaputjceného
vybaveni. Pokud Zdravotnické zafizeni
Zapljéené vybaveni nevrati ve Ihuté
stanovené Zadavatelem, uhradi
Zadavateli veSkeré pokuty, penale za
opozdéni a/nebo naklady na nahradu
vybaveni.

Institution acknowledges that the Loaned
Equipment may involve valuable
intellectual property of the Loaned
Equipment manufacturer. Institution will
not violate and will take precautions to
ensure that those with access to the
Loaned Equipment do not violate these
proprietary rights”.

Zdravotnické zafizeni bere na védomi, ze
soucasti Zapujéeného vybaveni mize byt
cenné dudevni vlastnictvi vyrobce
Zapujéeného vybaveni. Zdravotnické
zafizeni tato vlastnicka prava neporusi
a pfijme opatfeni, ktera zaijisti, aby je
neporusil nikdo, kdo bude mit
k Zaputjéenému vybaveni pfistup.

Section 1.8 Human Biological Samples
added as follows:

Clanek 1.8 Lidské biologické vzorky se
doplriuje takto:

“Institution will collect, retain and/or use
any biological material of human origin,
including any derivatives, progeny, or
sub-cellular structures collected from
Study Subjects as may be set forth in the
Protocol, or that can be identified as
coming from a patient treated with the
Investigational Product provided under
this Agreement, and tangible materials
directly or indirectly derived from such
samples (“HBS”) solely as set forth in the
Protocol, or as required for standard of
care. Institution will ensure all such
collection, use, storage, and shipping
complies with the terms of this
Agreement, the Protocol, and with all
applicable laws and codes of practice and
guidance relating to the collection,
storage, use, shipping, and disposal of
human biological materials in the conduct
of the Study. Institution and Sponsor will
mutually agree to appropriate informed
consent (including, as appropriate, for any
genetic analyses) for the Study and for

,Zdravotnické zafizeni bude odebirat,
uchovavat a/nebo pouzivat biologicky
material  lidského plvodu, vcetné
materidlu zn& odvozeného nebo
vzeslého, nebo subcelularnich struktur
odebranych Subjektim studie, které
mohou byt stanoveny Protokolem nebo
které Ize identifikovat jako vzorky
pochazejici od pacienta léCeného
Hodnocenym pfipravkem poskytnutym
podle této Smlouvy, a hmotné materialy
pfimo nebo nepfimo odvozené z téchto
vzorkl (dale jen ,LBV*) vyhradné podle
stanoveni Protokolu nebo na zakladé
potfeb obvyklé péce. Zdravotnické
zafizeni zajisti, aby byl tento odbér,
pouziti, uchovavani a odesilani v souladu
s podminkami této Smlouvy, Protokolem

a s veSkerymi  pfislusSnymi  pravnimi
predpisy a predepsanymi postupy
a smérnicemi ohledné odbéru,
uchovavani, pouzivani, odesilani

a likvidace lidskych biologickych vzork
pfi provadéni Studie. Zdravotnické
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research use of any human biological
materials, with ethics committee approval.
Institution will provide Sponsor with
quantities of HBS as required by the
Protocol. Sponsor may use such HBS as
specified in the Protocol and as permitted
in the informed consent signed by the
Study  Subject  (or their legal
representative) and by applicable law.
The informed consent will permit Sponsor
its affiliates, and its designees’ (including
third party laboratories contracted by
Sponsor for the management, testing
and/or storage of the HBS collected under
the Study) access to HBS, including for
research and drug development
purposes.

zafizeni a Zadavatel se vzajemné
zavazuji  zajistit Fadny informovany
souhlas (v€etné souhlasu s pfipadnymi
genetickymi analyzami) s uc¢asti ve Studii
a s pouzitim veskerych lidskych
biologickych  materiall  pro  Ucely
vyzkumu, spolu se souhlasem etické
komise. Zdravotnické zafizeni bude
Zadavateli poskytovat LBV v mnozstvi
pozadovaném Protokolem. Zadavatel
mize tyto LBV pouzivat zpusobem
stanovenym Protokolem atak, jak to
umoziiuje formulaf informovaného
souhlasu podepsany Subjekty studie
(nebo jejich zakonnym zastupcem)
a prislusné pravni predpisy. Informovany
souhlas umozni  Zadavateli, jeho
pfidruzenym subjektlim a povéfenym
osobam (vCetné externich laboratofi
nasmlouvanych Zadavatelem ke spraveé,
testovani a/nebo uchovavani LBV
odebiranych vramci Studie) pfistup
k LBV vc€etné jejich vyuziti pro ucely
vyvoje léka.

During the term of this Agreement and
thereafter, Institution shall not retain or
use HBS for any research purpose other
than that described in the Protocol without
Sponsor’s prior written consent. Upon
completion, early termination or expiration
of the Study or this Agreement, Institution
shall notify Sponsor of any left-over HBS
and the Institution, as directed by
Sponsor, shall either (i) return any such
left-over HBS to Sponsor, or (ii) destroy
them with destruction certified in writing to
Sponsor. Institution agrees that any HBS
collected as part of the Study that are
transferred to Sponsor or a Sponsor
designee, or held by Institution for
Sponsor, will be under the custodianship
and control of Sponsor.

Bé&hem trvani platnosti této Smlouvy a po
jejim uplynuti si Zdravotnické zafizeni bez
predchoziho pisemného souhlasu
Zadavatele neponecha LBV k Zzadnych
vyzkumnym  ucelim  kromé&  ucell
popsanych v Protokolu. Po dokonéeni,
pfed€asném ukoneni nebo uplynuti
Studie nebo této Smlouvy bude
Zdravotnické zafizeni informovat
Zadavatele 0 pfipadnych
nespotfebovanych LBV a podle pokyn0
Zadavatele bud (i) vrati veSkeré
nespotfebované LBV Zadavateli, nebo (ii)
je zlikviduje a likvidaci dolozi Zadavateli.
Zdravotnické zafizeni se zavazuje, ze
veSkeré LBV odebirané v ramci Studie,
které budou odesilany Zadavateli nebo
jim povéfené osobé, nebo které bude pro
Zadavatele uchovavat Zdravotnické
zafizeni, budou v opatrovnictvi a spravé
Zadavatele.

In the event Institution uses HBS in
breach of their obligations under this
Agreement (an “Unauthorized Use”),
Institution agrees that Sponsor shall be
the sole and exclusive owner of any

V pfipadé, ze Zdravotnické zafizeni bude
LBV pouzivat zpusobem porusujicim jeho
povinnosti na zakladé této Smlouvy
(,Neopravnéné uzivani®), souhlasi
Zdravotnické zafizeni, ze Zadavatel bude
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inventions conceived or reduced to
practice in  connection with the
Unauthorized Use. Institution shall
execute and deliver any documents of
assignment and conveyance to effectuate
the ownership of Sponsor in the invention
and any intellectual property rights

jedinym a vyhradnim vlastnikem
veskerych  vynalezd, které budou
v souvislosti s Neopravnénym uzivanim
vyvinuty nebo uvedeny do praxe.
zdravotnické zafizeni vyhotovi a pfedlozi
veskeré dokumenty o postoupeni
a pfevodu potfebné k nabyti vlastnictvi

therein”. Zadavatele k vynalezu a veSkerym
pfislusnym pravam duSevniho
vlastnictvi.“

Section 3.1. Definition, reference to Clanek 3.1 Definice, odkaz na

“Inventions” is replaced with “New IP”.

,Vynalezy“ je nahrazen vyrazem ,Nové
DV

Section 3.2. Obligations is replaced
with:

Clanek 3.2 Povinnosti se nahrazuji timto
znénim:

“Site and Site’'s personnel, including
Study Staff shall not

»Misto provadéni klinického hodnoceni
ajeho zaméstnanci, vcetné Studijniho
personalu, nebudou

(i) use Confidential Information for any
purpose other than the performance of the
Study or

(i) pouzivat DUvérné informace pro jiné
Ucely, nez je provadéni Studie, nebo

(ii) disclose Confidential Information to
any third party, except as permitted by this
Section 3 or by Section 5 “Study
Transparency and Publication Rights”, or
as required by law or by a regulatory
authority or as authorized in writing by the
disclosing party.

(ii)zpFistupriovat  Davérné informace
jakeékoli treti strang, s vyjimkou opravnéni
povoleného vtomto Clanku 3 nebo
Clanku 5 ,Transparentnost Studie Prava
na zvefejnéni“, nebo povinnosti ulozené
zdkonem ¢i kontrolnim ufadem, nebo na
zakladé pisemného svoleni zpfistupnujici
strany.

To protect Confidential Information,
Site agrees to:

Za UCelem ochrany Ddavérnych
informaci Misto provadéni klinického
hodnoceni souhlasi, zZe:

(i) collect, record, use, retain, access,
transfer, store and safeguard Confidential
Information in accordance with generally
accepted industry standards and the
terms of this Agreement. Institution shall
ensure that reasonable and appropriate
administrative, technical, and physical
safeguards for protecting Confidential
Information.

(i) bude shromazdovat, zaznamenavat,
pouzivat, udrzovat, zpfistupriovat,
pfedavat, uchovavat a zabezpelovat
Duvérné informace v souladu s obecné
uznavanymi oborovymi standardy
a s podminkami této Smiouvy.
Zdravotnické zafizeni zajisti  pfijeti
pfiméfenych a vhodnych
administrativnich, technickych a fyzickych
bezpeénostnich  opatfeni  k ochrané
Duvérnych informaci.

(i) limit dissemination of Confidential
Information to only those Study Staff
having a need to know for purposes of
performing the Study; and

(il) omezi distribuci Davérnych informaci
pouze na ty ¢leny Studijniho personalu,
ktefi takové skute€nosti potfebuji znat pro
potfeby provadéni Studie; a
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(i) to ensure that all Study Staff
have entered into confidentiality
agreements substantially equivalent to
this Confidentiality agreement executed
between IQVIA and Site and that the
Study Staff shall treat the Confidential
Information as strictly confidential; and

(iii) zajistit, aby vSichni ¢lenové Studijniho
persondlu uzavfeli obdobné smlouvy
o zachovani dlvérnosti, jako je tato

Smlouva 0 zachovani divérnosti
uzaviena mezi spoleCnosti IQVIA
a Mistem provadéni klinického

hodnoceni, aaby ¢&lenové Studijniho
personalu s DOvérnymi informacemi
nakladali jako s pfisné davérnymi; a

Nothing herein shall limit the right of Site
to disclose Study Data as permitted by
Section 5 “Study Transparency and
Publication Rights.”

Zadné ze shora uvedenych ustanoveni
neomezuje opravnéni Mista provadéni
klinického hodnoceni odhalit, zpfistupnit,
zvefejnit Ci sdélit Studijni data a udaje
v povoleném rozsahu v souladu
s Upravou uvedenou v Clanku 5
.1ransparentnost Studie aPrava na
zverejnéni*.

Section 4.2 Inventions is renamed New
Intellectual Property and replaced with:

Clanek 4.2 Objevy je prejmenovan na
Nové dusevni vlastnictvi a nahrazuje se
timto znénim:

“For purposes of this Section 4, the term
“New Intellectual Property or New IP”
means any discovery, development,
invention (whether patentable or not),
modification,  improvement, formula,
process, composition of  matter,
formulation, use, method of use or
delivery, specification, computer program
or model and related documentation,
know-how  (including all  technical
information, both secret and non-secret),
trade secret, or work of authorship
together with all translations, adaptations,
derivations, and combinations thereof,
and all documentation, specifications,
drawings, graphics, databases,
recordings, and other copyrightable works
made by Institution, Investigator(s), or
Study Staff: (1) in connection with the
Study; or (2) which incorporates Sponsor
Confidential Information”.

Pro ugely tohoto Clanku 4 znamena
pojem ,Nové dusevni vlastnictvi nebo
nové DV* jakykoli objev, vysledek vyvoje,
vynalez (at uz patentovatelny ¢i nikoli),
upravu, zlepSeni, vzorec, postup, slozeni
hmoty, formulace, pouziti, metodu pouziti
nebo dodani, specifikaci, pocitacovy
program nebo model a souvisejici
dokumentaci, know-how (vCetné
veskerych technickych informaci, tajnych
ti neutajovanych), obchodni tajemstvi
nebo autorské dilo, iveSkeré pieklady,
adaptace, derivace a jejich kombinace
avesSkeré dokumentace, specifikace,
vykresy, grafiky, databaze, nahravky
a dalsi dila, na néz se vztahuje autorské
pravo, vytvofena Zdravotnickym
zafizenim, ZkouSejicim nebo Studijnim
personalem: (1) v souvislosti se Studii;
nebo (2) ktera zahrnuji Duavérné
informace Zadavatele®.

Section 4.3 Assignment of Inventions
is renamed Assignment of New |IP and
replaced with;

Clanek 4.3 Pfevod prav k objeviim
je piejmenovan na Pievod prav
k Novému DV a nahrazuje se timto
znénim;

“Institution will notify Sponsor, promptly
and in writing, of any New IP. Institution
hereby assigns and will cause to be

.Zdravotnické zafizeni bude Zadavatele
oveSkerém Novém DV neprodlené
pisemné informovat. Zdravotnické
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assigned by Investigators and Study Staff,
to Sponsor and/or to Sponsor’s Affiliates
any and all rights, title, and interest in any
New IP, including, without limitation, all
copyright interests in any Sponsor
Publication each without additional
consideration from Sponsor.”

zafizeni timto  Zadavateli a/nebo
Pfidruzenym  subjektim  Zadavatele
postupuje  veSkera prava, naroky
a prospéch zveskerych Novych DV,
zejména veSkera autorska prava
k jakékoli Publikaci Zadavatele, bez
naroku na dalSi odménu od Zadavatele
a zajisti, aby tak ucinili iZkousejici
a Studijni personal.”

Section 4.4 License is stricken in its
entirety.

Clanek 4.4 Licence se v celém rozsahu
rusi.

Section 4.5 Patent prosecution is
replaced with:

Clanek 4.5 Patentové Fizeni se
nahrazuje timto znénim:

“If Sponsor requests, Institution will
execute and will cause Investigators and
Study Staff to execute any instruments or
testify as Sponsor deems necessary for
Sponsor and Sponsor’s Affiliates to draft,
file, and prosecute patent applications,
defend patents, or to otherwise protect
Sponsor's interest in New IP. Sponsor will
reimburse Institution for reasonable and
necessary expenses incurred.”

.Na Zzadost Zadavatele Zdravotnické
zafizeni poskytne veSkeré prostfedky
nebo svédectvi, které bude Zadavatel
povazovat za nutné ktomu, aby
Zadavatel nebo jeho pfidruzené subjekty
mohli  navrhnout, podat a uplatnit
patentové Zadosti, branit patenty nebo
jinak chranit Zadavatellv prospéch
z Nového DV, a zajisti, aby tak ucinili
i ZkouSejici a Studijni personal.
Zadavatel  Zdravotnickému  zafizeni
uhradi pfiméfené a nezbytné naklady,
které mu vzniknou.*

Section 5 Publication Rights is
renamed Study Transparency and
Publication Rights

Clanek 5 Prava na_zvefejnéni je
pfejmenovan na  Transparentnost
Studie a Prava na zverejnéni

Section 5.1 Publication and Disclosure
is replaced with:

Clanek 5.1 Publikovani a zvefejnéni se
nahrazuje timto znénim:

5.1.1. “Sponsor will post (1) a
Study Protocol summary on a publicly
available Protocol register prior to the
enrollment of Study Subjects and (2) a
Study results summary on a publicly
available result register no later than
twelve (12) months following completion
of the Study at all Study sites as defined
in the Study Protocol. Posting of summary
Study results may occur prior to
publication of Study results in the peer-
reviewed literature. Sponsor will also post
full Study Protocol and statistical analysis
plan at the time of results summary
posting. After the Study is published in a

5.1.1. “Zadavatel publikuje (1)
souhrn Protokol studie na vefejné
dostupném registru protokoll klinickych
hodnoceni pfed zahgjenim néaboru
Subjektt a (2) souhrnné vysledky Studie
ve vefejné pfistupném registru do
dvanacti (12) mésicll od dokonceni
Studie ve vSech centrech dle definice
Protokolu studie. Souhrnné vysledky
Studie bude mozné zverejnit jesté pred
publikaci vysledk(l Studie v recenzované
odborné literatufe. V okamziku umisténi
souhrnu vysledku tam Zadavatel umisti
také cely Protokol studie a plan statistické
analyzy. Poté, co bude Studie
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scientific journal, Sponsor may list the
Study on an external website for patient-
level data sharing for further research and
may also make available the full Study
report on the GSK Study Register on its
public-facing website.

publikovana v odborném ¢asopise, mlze
Zadavatel Studii zafadit ne externi
webovou stranku ke sdileni Udaji na
urovni pacientd pro ucely budouciho
vyzkumu a mlze také zpfistupnit celou
zpravu o Studii na Registru klinickych
hodnoceni GSK na svych webovych
strankach pro verejnost.

5.1.2. First publication and all
subsequent publications of the Study
results from all Study sites (“Sponsor
Publication(s)”) or disclosure(s) of the
Study results shall be coordinated by
Sponsor. Any participation of Investigator
or other representatives of Institution as a
named author of the Sponsor Publication
will be determined in accordance with the
International Committee of Medical
Journal Editors (“ICMJE”)  Uniform
Requirements for Manuscripts (or if more
stringent, the authorship criteria of the
specific journal). The Institution and
Investigator acknowledge that the
enroliment of Study Subjects alone is not
a qualification for authorship. If the
Investigator or other representative of
Institution is a named author of the
Sponsor Publication, as an author the
Investigator or such other Institution
representative will enter into a written
author agreement prior to the beginning of
the work on the Sponsor Publication.

51. 2. Prvni publikace vysledki
Studie ze vSech center Studie a vSechny
nasledné publikace (,Publikace

Zadavatele*) nebo zpfistupnéni vysledki
Studie budou koordinovany Zadavatelem.
Pfipadna uc¢ast Zkou$ejiciho nebo
dal$ich zastupcu Zdravotnického zafizeni
jako uvadéného autora této Publikace
Zadavatele bude stanovena v souladu
s Jednotnymi pozadavky na rukopisy
Mezinarodni komise editort Iékarskych
Casopistu (,ICMJE®) (nebo, pokud jsou
pfisnéjsi kritéria autorstvi konkrétniho
Casopisu). Zdravotnické zafizeni
a ZkouSejici berou na védomi, ze
samotné zafazeni Subjektd studie je
neopraviuje k autorstvi. Bude-li
ZkouSejici nebo  dalSi  z&stupce
Zdravotnického zafizeni uveden jako
autor Publikace Zadavatele, uzavie
Zkousejici nebo  daldi  zastupce
Zdravotnického zafizeni pfed zahajenim
prace na Publikaci Zadavatele pisemnou
autorskou smlouvu.

5.1.3. Sponsor may make public
the names of the Investigator and the
Institution as part of a list of investigators
and institutions conducting the Study
when making either Protocol or results
summary register postings. Institution and
Investigator agree that Sponsor may
make public the amount of funding
provided to Institution by Sponsor for the
conduct of the Study and may identify
Institution and Investigator as part of this
disclosure. Investigator agrees that when
they speak publicly or publish any article
or letter about a matter related to the
Study or Study Product or that otherwise
relates to Sponsor, Investigator will

51.3. Zadavatel mlze  pfi
zvefejnéni  Protokolu nebo souhrnu
vysledkil v registru zvefejnit jméno/nazev
Zkousejiciho a Zdravotnického zafizeni
vV ramci seznamu zkousejicich
a zdravotnickych zafizeni provadeéjicich
Studii. Zdravotnické zafizeni a ZkouSejici
souhlasi stim Zze Zadavatel muze
zvefejnit finanéni Castku vyplacenou
Zdravotnickému zafizeni Zadavatelem za
provadéni Studie a v téchto zvefejnénych
Udajich muaze Zdravotnické zafizeni
i Zkousejiciho identifikovat. ZkouSejici se
zavazuje, ze bude-li vefejné hovofit nebo
zvefejni-li  néjaky Cclanek ¢&i dopis
o0 zalezitostech tykajicich se Studie nebo
Hodnoceného  pfipravku & jinak
souvisejicich se Zadavatelem, vzdy
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disclose that they were an Investigator for
the Study.

uvede, Ze byl ve Studii ZkouSejicim
Iékafem.

5.1.4. Institution, consistent with
scientific standards and in a scientific
forum, may publish or present the Study
results from Institution Study data (an
“Institution Publication”), provided that the
Institution Publication does not also
disclose any Sponsor Confidential
Information other than the Study results
from Institution’s Study data. Institution
shall submit to Sponsor for review and
comment any proposed Institution
Publication at least thirty (30) days prior to
submitting the Institution Publication to
any third party. If Sponsor requests a
delay in order to file patent applications
relating to New IP, Institution agrees to
delay submitting the Institution Publication
to any third party for up to one hundred
twenty (120) days after Sponsor’s
request. Institution also agrees that any
Institution Publication shall only be made
after the Sponsor Publication(s), and
consistent with any limitations and
restrictions that may apply, provided that
the Sponsor Publication is submitted
within eighteen (18) months after last
Study Subject last visit at all sites as
defined in the Study Protocol. The
Institution Publication will reference the
Sponsor Publication(s). Institution agrees
that Sponsor’s financial support of the
Study will be disclosed in any Institution
Publication. Institution shall ensure that
Investigator complies with the obligations
identified in this subclause”.

5.1. 4. V souladu s védeckymi
standardy ana védeckém foru muze
Zdravotnické zafizeni publikovat nebo
prezentovat vysledky Studie ze Studijnich
dat audaju Zdravotnického zafizeni
(,Publikace Zdravotnického zafizeni*),
pokud Publikace Zdravotnického zafizeni
vedle vysledk(l Studie ze Studijnich dat
a udaju Zdravotnického zafizeni
neprozradi také néjaké  Davérné
informace  Zadavatele. Zdravotnické
zafizeni predlozi pfipadnou Publikaci
Zdravotnického  zafizeni  Zadavateli
k posouzeni a komentafi nejméné ftficet
(30) dni pfed poskytnutim Publikace
Zdravotnického zafizeni jakékoli treti
strané. Bude-li Zadavatel pozadovat
odklad, aby mohl podat patentové
prihlasky tykajici se Nového DV,
Zdravotnické zafizeni souhlasi
s odkladem poskytnuti Publikace
Zdravotnického zafizeni jakékoli treti
strané az osto dvacet (120) dnl od
Zadavatelova pozadavku. Zdravotnické
zafizeni také souhlasi, ze pfipadna
Publikace Zdravotnického zafizeni bude
vydana aZ po Publikaci (publikacich)
Zadavatele aZe bude v souladu
s veSkerymi omezenimi a restrikcemi,
které se na ni mohou vztahovat, pokud
bude Publikace Zadavatele pfedloZena
do osmnacti (18) mésict od posledni
navstévy posledniho Subjektu studie ve
vSech centrech dle definice Protokolu
studie. Publikace Zdravotnického zafizeni
bude odkazovat na Publikaci (publikace)
Zadavatele. Zdravotnické zafizeni
souhlasi, Zze v pfipadné Publikaci
Zdravotnického zafizeni bude uvedena
finan&ni podpora Zadavatele.
Zdravotnické  zafizeni  zajisti, aby
ZkouSejici dodrzel povinnosti stanovené
timto pod¢lankem.*

Section 5.2 Multi Center Publications is
stricken in its entirety.

Clanek 5.2 Multicentrické publikace se
v celém rozsahu rusi.
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Section 5.3 Confidentiality of
Unpublished Data is stricken in its
entirety.

Clanek 5.3 Davérnost
nepublikovanych udajit se v celém
rozsahu rusi.

Section 5.4 Media Contacts is
renumbered to Section 5.2_ Media
Contacts: “Inventions” is replaced with
“New Intellectual Property”.

Clanek 5.4 Kontakty s médii je
predislovan na Clanek 5.2 Kontakty
s médii: Pojem ,Objevy“ se nahrazuje
pojmem ,, Nové dusevni vlastnictvi®.

Section 6._Personal Data is renamed
Privacy and Security and replaced in its
entirety with:

Clanek 6. Osobni Gdaje je pfejmenovan
na Duvérnost a zabezpeceni udaju
avcelém rozsahu nahrazen timto
znénim:

6.1 “Study Staff Personal Data

6.1 “Osobni udaje Studijniho personalu

Sponsor may process, and may allow its
affiliates, and third party suppliers working
for Sponsor or its affiliates, to process
personal data provided with respect to
Study Staff anywhere in the world, both
manually and electronically, for all
purposes relating to the performance of
this Agreement, qualification of the
Institution and/or Investigator for future
studies and for compliance with
applicable law, and in accordance with the
separate Data Privacy Notice provided by
Sponsor, or IQVIA on behalf of Sponsor,
to Institution and/or Investigator..

Zadavatel mulze zpracovavat a miize
umoznit svym pfidruzenym subjektiim
aexternim dodavatelim, ktefi pro
Zadavatele nebo jeho pfidruzené subjekty
pracuji, aby zpracovavali osobni udaje
¢leni Studijniho personalu poskytnuté
kdekoli na svété, ruéné i elektronicky pro
veSkeré ucely souvisejici s plnénim této
Smlouvy, kvalifikaci  Zdravotnického
zarizeni a/nebo Zkousejiciho pro budouci
studie a z dlivodu dodrzovani pfislusnych
pravnich  predpisi avsouladu se
samostatnym Oznamenim o ochrané
osobnich udaju poskytnutym
Zdravotnickému zafizeni a/nebo
ZkouSejicimu Zadavatelem nebo
spolecnosti IQVIA v zastoupeni
Zadavatele.

6.2 Privacy of  Protected Health

Information

6.2 Duavérnost chranénych zdravotnich
informaci

Institution acknowledges and agrees that
the Health Insurance Portability and
Accountability Act of 1996, P.L. 104-191,
Subtitle F, and regulations from time to
time promulgated thereunder ("HIPAA" or
the "Privacy Rule"), require that Site, as a
"Covered Entity" under the Privacy Rule,
obtain a signed authorization from a
patient prior to using or disclosing such
patient's "Protected Health Information”
(“PHI”), as defined in the Privacy Rule,
obtained or created in connection with this

Zdravotnické zafizeni bere na védomi
a souhlasi s tim, ze Zakon
o odpovédnosti za  pfenos  udajl
0 zdravotnim pojidténi z roku 1996, P.L.
104-191, oddil F a pfipadné pozdéjsi
predpisy, které se k nému vztahuji (dale
jen ,HIPAA® nebo ,Pfedpis na ochranu
osobnich udajd*), vyzaduji, aby Misto
provadéni klinického hodnoceni jakozto
.Zahrnuty subjekt podle Pfedpisu na
ochranu osobnich (daji ziskalo od
pacienta podepsany souhlas jesté pfed
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Study. The Parties each agree to use and
disclose PHI only in a manner consistent
with the requirements of the Privacy Rule
and an applicable Study Subject
authorization, including the terms and
conditions of the informed consent and
authorization executed by each Study
Subject. Furthermore, Institution shall
maintain reasonable and appropriate
administrative, technical, and physical
safeguards for protecting PHI.

pouzitim nebo zpfistupnénim jeho
,Chranénych  zdravotnich  informaci*
(,CHZI*) definovanych v Pfedpisu na
ochranu osobnich Udaj, které obdrzi
nebo které vzniknou v souvislosti s touto
Studii. Kazda ze smluvnich stran souhlasi
stim, Ze bude pouzivat a zvefejnovat
CHZI pouze zplUsobem, ktery je v souladu
s pozadavky Prfedpisu na ochranu
osobnich  Udajd ase  souhlasem
pfislusného Subjektu studie vietné
podminek informovaného  souhlasu
a opravnéni poskytnutého jednotlivymi
Subjekty studie. Kromeé toho Zdravotnické
zafizeni zajisti dodrzovani pfiméFfenych
a vhodnych administrativnich,
technickych a fyzickych bezpecénostnich
opatreni k ochrané CHZI.

6.3 Personal Data of Study Subjects

6.3 Osobni Gdaje Subjektl studie

Subject to |Institution’s duties under
applicable law, Institution will reasonably
cooperate with Sponsor with the handling
of (1) responses to any Security Breach
described below, and (2) any requests
from Study Subjects to access personal
data, in accordance with the applicable
law. Institution will also cooperate with
Sponsor ensure appropriate technical and
organizational measures are in place with
respect to, and before any processing by
the Institution of personal data, to the
extent required and allowed by applicable
law.

Vedle svych povinnosti vyplyvajicich
Z pfislusnych pravnich predpist poskytne
Zdravotnické zarizeni pfiméfenou
soucinnost Zadavateli pfi vyfizovani
(1) odpovédi na jakékoli PoruSeni
zabezpe€eni Udaju  popsané nize
a (2) pfipadnych zadosti Subjektt studie
o pfistup k osobnim Udajim v souladu
s pfislusnymi pravnimi pFedpisy.
Zdravotnické zafizeni bude se
Zadavatelem spolupracovat rovnéz na
zajisténi zavedeni vhodnych technickych
a organizagnich opatfeni tykajicich se
zpracovani veskerych osobnich udaju ze
strany Zdravotnického zafizeni jesté pfed
zahajenim tohoto zpracovavani v rozsahu
pozadovaném a povoleném pfisluSnymi
pravnimi pfedpisy.

The Parties agree that Institution shall
manage Study Subjects’ requests for
access, amendment, transfer, blocking, or
deletion of personal data in accordance
with the requirements of applicable law.

Smiuvni strany se dohodly, ze
Zdravotnické zafizeni bude vyfizovat
zadosti Subjektu studie o pfistup, Upravy,
pfevod, blokovani nebo vymazani
osobnich (daji v souladu s pozadavky
pFislusnych pravnich pfedpisu.

Study Subjects may withdraw their
informed consent to Study participation,
and their consent to the processing of
personal data at any time as described in
the informed consent signed by the Study
Subject. Institution shall promptly notify

Subjekty studie mohou kdykoli odvolat
svUj informovany souhlas s UCasti ve
Studii asouhlas se zpracovanim
osobnich udaju tak, jak je popsano ve
formulafi informovaného souhlasu
podepsaném Subjektem studie. Odvolani
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sponsor of any such withdrawal that may
affect the use of the personal data under
this Agreement. Institution will clarify what
forms of communication, if any, Institution
may use to follow-up with the Study
Subject, concerning the Study Subject’s
status after withdrawing from the Study.

souhlasu, které m0ze mit vliv na
pouzivani osobnich udaji podle této
Smlouvy, Zdravotnické zafizeni
neprodlené oznami zadavateli.
Zdravotnické zafizeni upresni, jaké formy
komunikace muze pfipadné pouzit pfi
kontrolnim sledovani Subjektu studie, aby
Zjistilo stav Subjektu studie poté, co svou
Ucast ve Studii ukongi.

6.4 Data Protection and Security

6.4 Ochrana
a zabezpeceni

osobnich udaju

Institution  shall, immediately after

becoming aware of the facts, in writing via
e-mail notify Sponsor at ﬁ

about:

Ihned po zjisténi téchto skutecnosti
Zdravotnické zafizeni pisemné uvédomi

(i) any request for disclosure of personal
data processed in accordance with the
terms of this Agreement by authorities,
unless expressly prohibited under
applicable law, including HIPAA;

Zadavatele e-mailem na adrese
(i) veSkerych pozadavcich na
zpfistupnéni Osobnich udaja

zpracovavanych podle této Smlouvy ze
strany statnich uradli, pokud to neni
vyslovné zakazano Platnymi zakony
vCetné HIPAA;

(i) any suspicion or finding of a breach of
security, as defined by HIPAA or
applicable law, that results in accidental or
unlawful destruction, loss, alteration,
unauthorized disclosure of, or access to,
personal data transmitted, stored or
otherwise processed by Institution under
this Agreement; and,

i) veSkerych podezienich nebo
zjisténich o poruseni zabezpeceni
definovaném HIPAA nebo platnymi
pravnimi pfredpisy, jehoz nasledkem je
nahodné nebo protipravni zniceni, ztrata,
zména nebo neopravnéné poskytnuti
nebo zpfistupnéni osobnich udaja, které
Zdravotnické zafizeni prenasi, uklada
nebo jinak zpracovava podle této
Smlouvy; a

(iiiyany request for access to the personal
data received directly from the Study
Subjects or from third parties, except
when such request applies only to
Medical Records and is exercised
pursuant to individuals’ rights under
HIPAA, in which case Institution is not
required to notify Sponsor.

(iii) veSkerych Zadostech o pfistup
k osobnim udajam obdrzenych pfimo od
Subjektt udaji nebo od tfetich stran,
kromé pfipad(l, kdy se takova zadost
vztahuje pouze na Zdravotni zaznamy
aje uplathovana v souladu s pravy
jednotlived podle HIPAA. V takovém
pfipadé neni Zdravotnické zafizeni
povinno Zadavatele informovat.

Institution will reasonably assist Sponsor
as necessary in order for Sponsor to meet
its obligations under applicable law.

Zdravotnické zafizeni poskytne
Zadavateli pfiméfenou soucinnost
nezbytnou k plnéni jeho povinnosti podle
pFislusnych pravnich pfedpisu.

6.5 Security  Breach of _ Sponsor

Confidential Information

6.5 Poruseni zabezpecéeni Duvérnych
informaci Zadavatele

Upon the discovery of any event that
could reasonably be expected to

Po zjisténi jakychkoli pfipadd, u nichz Ize
divodné predpokladat, ze ohrozi
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compromise the security of Sponsor
Confidential  Information, or  upon
discovering any suspected or actual
unauthorized disclosure, loss, or theft of
Sponsor Confidential Information,
Institution  shall, immediately after

becoming aware of the facts, in writing via
e-mail notify Sponsor at ﬁ
(with  electronic  receipt requested).
Institution shall work with Sponsor in good
faith to identify a root cause and
remediate any such breach of security

breach.

zabezpeceni Davérnych informaci
Zadavatele, nebo pfipadd odhaleni
jakéhokoli podezieni ¢&i skutecného
neopravnéného prozrazeni, ztraty nebo
odcizeni DGvérnych informaci Zadavatele
Zdravotnické zafizeni ihned pisemné
uvédomi Zadavatele e-mailem na adrese
(s pozadovanym
elektronickym potvrzeni pfijeti).
Zdravotnické zafizeni bude se
Zadavatelem fFadné spolupracovat, aby
bylo mozné zjistit hlavni pfi€inu a veSkera
takova poruseni zabezpeceni napravit.

6.6 Survival

6.6 Pretrvani platnosti

This Section 6 “Privacy and Security” shall
survive termination or expiration of this
Agreement.

Tento Clanek 6 ,Ochrana soukromi
a zabezpeceni udajd“ zlistane v platnosti
i v pfipadé ukonleni platnosti &i pfi
vyprseni platnosti této Smlouvy.

Section 7. STUDY SUBJECT INJURY is
renamed INDEMNIFICATION; STUDY

Clanek 7. ZDRAVOTNi UJMA ZPUSOBENA
SUBJEKTU STUDIE_JE PREJMENOVAN NA

SUBJECT INJURY and replaced in its
entirety with:

ODSKODNENI; ZDRAVOTNI UJMA
ZPUSOBENA SUBJEKTU STUDIE A NAHRAZEN
V CELEM ROZSAHU TIMTO ZNENIM:

7.1 “Sponsor Indemnification 7.1 “Odskodnéni ze strany
Zadavatele
Sponsor agrees to indemnify, defend, and Zadavatel se zavazuje poskytnout
hold harmless Institution and its Affiliates, Zdravotnickému zarfizeni ajeho
Investigators, Study Staff, and other PFfidruzenym subjektam, Zkousejicim,
Institution employees, agents, and Studijnimu personalu a dalSim
approved Subcontractors  (“Institution zaméstnancim Zdravotnického zafizeni,
Indemnitees”) from and against any loss, jeho zastupcim a schvalenym

expense, cost (including settlements or
ex-gratia payments made with the
consent of the Parties and reasonable
legal and expert fees), liability, damage,
or claim by third parties for personal
injury, including death, that arises out of
Institution’s administration of the Study
Product(s) or procedures provided for by
the Protocol or that arises out of the
negligence or wilful misconduct of
Sponsor (“Institution Claim”), provided
that Sponsor shall not indemnify any
Institution Indemnitee for any Institution
Claim to the extent Institution Claim arose
out of:

Subdodavatelim (,PFijemcim
odsSkodnéni ve Zdravotnickém zafizeni*)
odskodnéni a pfevzit za né odpovédnost
za veskeré ztraty, vydaje nebo naklady
(v€etné  jakychkoli  urovnani  nebo
mimorfadnych pInéni provedenych se
souhlasem smluvnich stran
a pfimérenych pravnich poplatk
anakladd avydaji za odborniky),
odpovédnost, Skodu nebo narok tfetich
stran na nahradu za osobni Ujmu v&etné
umrti, které vyplyvaji  z podavani
Hodnoceného  pfipravku  (pfFipravki()
Zdravotnickym zafizenim nebo z ukon(
provadénych podle Protokolu, nebo které
vzniknou v disledku zanedbani i
umysiného  pochybeni na  strané
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Zadavatele  (,Narok Zdravotnického
zafizeni®), avS8ak stim, Ze Zadavatel
neodskodni Zadného Pfijemce
od8kodnéni ve Zdravotnickém zafizeni za
zadny Narok Zdravotnického zafizeni,
ktery vznikl na zakladé:

(i) failure by Institution Indemnitees
to conduct the Study in
accordance with the Protocol or
this Agreement; or

(i) provadeéni Studie PFijemci
odSkodnéni ve Zdravotnickém
zarizeni, které nebylo v souladu
s Protokolem nebo touto
Smlouvou; nebo

(i) the negligence or  willful
misconduct or breach of statutory
duty of Institution Indemnitees.

(i) nedbalosti nebo  umysiného
pochybeni nebo poruseni
zdkonné povinnosti na strané
PFijemcl odskodnéni ve

Zdravotnickém zafrizeni.

Sponsor’s obligations under this clause
with respect to Institution Claim are
conditioned on:

Povinnosti Zadavatele podle tohoto
¢lanku ohledné Naroku Zdravotnického
zafizeni jsou podminény:

(i) prompt written notification to
Sponsor of Institution Claim so
that Sponsor’s ability to defend or
settle Institution Claim is not
prejudiced; and

(i) okamzitym pisemnym oznamenim
Zadavateli o Naroku
Zdravotnického zafizeni, aby
nebyla naru$ena moznost
Zadavatele branit se nebo Narok
Zdravotnického zarizeni
vyporadat; a

(i) Institution Indemnitees’
agreement that Sponsor has full
control over the defence or
settlement of Institution Claim and
to fully cooperate with Sponsor in
the defence or settlement of
Institution Claim; provided, that,
Sponsor will not settle any such
Institution Claim under terms that
include an admission of fault or
wrongdoing by any Indemnitee or
which requires an Indemnitee to
undertake a future course of action
without that Indemnitee’s written
consent to such components.

(i) souhlasem PFijemcu odSkodnéni
ve Zdravotnickém zafizeni, Ze
Zadavatel ma plnou kontrolu nad
obranou nebo  vypofadanim
Néroku Zdravotnického zafizeni
a s tim, ze budou se Zadavatelem
pfi obrané nebo vyporadani
Naroku Zdravotnického zafizeni
piné spolupracovat, pokud vsak
Zadavatel nevyporada takovy
Narok Zdravotnického zafizeni za
podminek, které zahrnuji pfiznani
nedostatku nebo pochybeni ze
strany  nékterého  z Pfijemcl
od3kodnéni nebo které vyzaduji,
aby Pfijemce odSkodnéni podnikl
dalsi kroky bez pisemného
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souhlasu Pfijemce odSkodnéni
s témito slozkami.

7.2 Subject Injury

7.2 Zdravotni ujma zplisobena

Subjektu

The Site shall promptly notify IQVIA and
Sponsor in writing of any claim of illness
or injury actually or allegedly due to an
adverse reaction to the Investigational
Product and cooperate with Sponsor in
the handling of the adverse event.

Misto provadéni klinického hodnoceni je
povinno neprodlené pisemné vyrozumét
spole¢nost IQVIA a Zadavatele
o jakémkoli naroku vztahujicim se
k onemocnéni ¢&i ujmé& na zdravi, k nimz
skute¢né ¢&i Udajné doslo v souvislosti
s nezadouci reakci na Hodnocené lécivo,
a zavazuje se plné spolupracovat se
Zadavatelem pfi FfeSeni nezadouci
udalosti.

Sponsor shall reimburse Institution for the
direct, reasonable and necessary medical
expenses incurred by Institution for the
treatment of any adverse event, illness of
or bodily injury to a Study Subject that is
caused by treatment of the Study Subject
in accordance with the Protocol, except to
the extent that such adverse event, iliness
or personal injury is caused by:

Zadavatel uhradi Zdravotnickému
zafizeni pfimé, pfiméfené a nezbytné
zdravotni vydaje, které vznikly

Zdravotnickému zafizeni v souvislosti
s lé¢bou jakychkoli nezadoucich udalosti,
nemoci nebo Ujmy na zdravi Subjektu
studie zplsobené 1éEbou Subjektu studie
v souladu s Protokolem, s vyjimkou
pfipadl, kdy takova nezadouci udalost,
nemoc nebo Uma na zdravi je
zpusobeno:

(a) failure by Institution, Investigator [or
Research Company] or any of their
respective personnel to comply
with this Agreement, the Protocol,
any written instructions of Sponsor
concerning the Study, or any
applicable law, regulation or
guidance, including GCPs, issued
by any regulatory authority, or

Zdravotnického
zarizeni,  ZkouSejiciho  [nebo
Vyzkumné  spolecnosti]  nebo
jakéhokoli  jejich zaméstnance
jednat v souladu s touto Smlouvou,
Protokolem, jakoukoli pisemnou
instrukci Zadavatele tykajici se
Studie, nebo s jakymkoli platnym
zdkonem nebo provadécim
predpisem nebo postupem, véetné

a) pochybenim

GCP, vydanym jakymekoli

kontrolnim Ufadem,
(b)  negligence or willful misconduct by (b)  nedbalosti nebo umyslnym
Institution, Investigator [or nespravnym jednanim
Research Company] or any of their Zdravotnického zarizeni,

respective personnel, or

Zkou$ejiciho [nebo  Vyzkumné
spolecnosti] nebo jakymkoli jejich
zaméstnancem nebo

(c) failure of the Study Subject to follow
the reasonable instructions of the
Investigator  relating to  the
requirements of the Study

(c) jednanim Subjektu studie v rozporu
s dbvodnymi pokyny Zkousejiciho
ohledné pozadavku Studie.
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This Section 7 “Indemnification; Study
Subject Injury” shall survive termination or
expiration of this Agreement”.

Tento odstavec Clanku 7 ,Nahrada
Skody; Zdravotni Ujma zplsobena
Subjektu studie; zlistane v platnosti i po
ukonc€eni nebo uplynuti doby trvani této
Smlouvy.

Section 15.1_Term _is replaced in its
entirety with;

Clanek 15.1 Platnost se v celém rozsahu
nahrazuje timto znénim:

This Agreement will become valid on the
date on which it is last signed by the
parties amd effective as of the date of its
publication in the Contract Register (the
“Effective Date”) and shall continue until
completion or until terminated in
accordance with this Section 15 “Term &
Termination”.

Tato Smlouva nabyva platnosti k datu,
kdy bude podepsana posledni smluvni
stranou a uc€innosti dnem zvefejnéni
v registru smiuv (,Datum uGcinnosti®)
a zGstane v Ucinnosti do  okamziku
dokonéeni €i ukonc€eni v souladu s timto
Clankem 15  Platnost a ukon&eni
platnosti“.

Section 15.2. Termination is replaced in
its entirety with:

Clanek 15.2 Ukondéeni_platnosti se
v celém rozsahu nahrazuje timto znénim:

IQVIA may terminate this Agreement for
any reason effective immediately upon
written notice.

Spole€nost IQVIA je opravnéna ukongit
plathost této Smlouvy z jakéhokoli
dlvodu s okamzitou Uc€innosti neprodlené
na zakladé dorueni pisemného
oznameni.

The Site may terminate upon written
notice if circumstances beyond the Site’s
reasonable control prevent completion of
the Study, or if it reasonably determines
that it is unsafe to continue the Study.

Misto provadéni klinického hodnoceni je
opravnéno ukongdit platnost této Smlouvy
pisemnym oznamenim v pfipadé, Zze
okolnosti, jez jsou svoji povahou mimo
moznost ovlivnéni ze strany Mista
provadéni klinického hodnoceni, zabrani
dokonceni Studie, nebo v pfipadé, ze
Misto provadéni klinického hodnoceni
dlvodné usoudi, ze pokracovani ve Studii
neni bezpecéné.

Upon receipt of notice of termination, the
Site shall immediately cease any subject
recruitment, follow the  specified
termination procedures, ensure that any
required subject follow-up procedures are
completed, and make all reasonable
efforts to minimize further costs, and
IQVIA shall make a final payment for visits
or milestones properly performed
pursuant to this Agreement in the
amounts specified in Attachment A,
provided, however, that ten percent (10%)
of this final payment will be withheld until
final acceptance by Sponsor of all CRF
pages and all data clarifications issued
and satisfaction of all other applicable

Po doru€eni oznameni o ukonéeni
platnosti Misto provadéni klinického
hodnoceni neprodlené ukonéi jakykoli
nabor subjektl, bude jednat v souladu
s definovanymi postupy pro ukonc&eni,
zajisti, aby byly ve vztahu k Subjektim
studie dokonleny veSkeré postupy
kontrolniho sledovani, a vyvine nezbytné
usili  komezeni jakychkoli  dalSich
nakladd, pfiCemz spole¢nost IQVIA
provede v zastoupeni Zadavatele
zavéreCnou uhradu za navstévy nebo
milniky, jez byly Ffadné& provedeny na
zakladé této Smlouvy a v souladu s ni,
a to ve vysi ¢astek definovanych v Pfiloze
A; av8ak s tim, Ze deset procent (10 %)
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conditions set forth herein. Any amounts
not due to the Institution or Investigator
pursuant to this Agreement, but already
paid, shall be returned to IQVIA without
demand within thirty (30) days of the site
close-out visit by IQVIA. If a material
breach of this Agreement appears to have
occurred and termination may be
required, then, except to the extent that
Study Subject safety may be jeopardized,
IQVIA may suspend performance of all or
part of this Agreement, including, but not
limited to, subject enrollment.

této zavérecné platby bude zadrzeno do
okamziku, kdy Zadavatel s konec¢nou
platnosti  schvali ve3keré  stranky
formulafl CRF, a dale poté, co budou
poskytnuta veSkera vyjasnéni dat
abudou splnény veSkeré ostatni
podminky, jez jsou stanoveny v této
Smlouvé  Veskeré Castky, které
Zdravotnickému zafizeni nebo
ZkouSejicimu  podle této  Smlouvy
nepfisluseji, ale jiz byly vyplaceny, museji
byt vraceny spole¢nosti IQVIA bez
vyzadani do tficeti (30) dnd ode dne
zavéreCné navstévy spolecnosti IQVIA
v misté provadéni klinického hodnoceni.
Pfi podezieni na zavazné poruseni
Smlouvy vyzaduijici jeji vypovézeni bude
moci spole¢nost IQVIA prerusit plnéni
Smlouvy nebo jeji ¢asti, napf. nabor,
avSak pouze pokud tim nebudou
ohrozeny Subjekty ve Studii.

Section 16. Notice: Sponsor address
needs to be updated to include the

Clanek 16. Oznameni: Je treba
aktualizovat adresu Zadavatele, aby

following: zahrnovala:
Name: Bellus Health Inc., a GSK Jméno: Bellus Health Inc., spole¢nost
company GSK

Address: 1250 South Collegeville Rd,
Collegeville, PA 19426

Adresa: 1250 South Collegeville Rd,
Collegeville, PA 19426

United States

Spojené staty americké

Attention: K rukam:
With a copy to: S kopii:
GSK GSK

R&D Legal Operations

R&D Legal Operations

Section 17. Force Majeure: delete
reference to “epidemics and pandemics”.

Clanek 17. Vy$8i moc: vypousti se odkaz
na ,epidemie a pandemie®.

Section 18. Miscellaneous: the following
subsections are added:

Clanek 18. Dal$i ustanoveni: doplfiuji se
nasledujici podélanky:
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Subcontracting. Institution may
subcontract the performance of certain of
its activities under this Study Work Order
to a Subcontractor(s) approved by
Sponsor in writing; provided, that (a) such
approved Subcontractor(s) perform such
activities in a manner consistent with the
terms and conditions in the Master
Agreement and this Study Work Order; (b)
Institution  causes  such  approved
Subcontractors to be bound by and
comply with the terms of this Study Work
Order and the Master Agreement, as
applicable; and, (c) Institution remains
liable for such approved
Subcontractor(s)’s performance. As used
herein, “Subcontractor(s)” means any
third party (including agents) to whom
Institution has delegated any function(s)
constituting a part of the Study, including
a third party to whom a Subcontractor
further delegates any part of the Study.

Uzavirani subdodavatelskych smluv.
Zdravotnické zafizeni muze provadéni
ur€itych svych &innosti na zakladé této
Dohody o provadéni Studie zadat
Subdodavateli (Subdodavateliim)
pisemné schvalenym Zadavatelem za
prfedpokladu, ze (a) tito schvaleni
Subdodavatelé budou pfislusné &innosti
vykonavat zplsobem, jenz je v souladu
s podminkami Hlavni smlouvy a této
Dohody o provadéni  Studie; (b)
Zdravotnické zafizeni zajisti, aby tito
schvéleni Subdodavatelé byli vazani
podminkami této Dohody o provadéni
Studie a Hlavni smlouvy a dodrzovali je;
a (c) Zdravotnické zafizeni bude nadale
za plnéni provadéné témito schvalenymi
Subdodavateli odpovédné. Pojem
.~Subdodavatel (Subdodavatelé)* ve
smyslu  uzivaném vtéto Smlouvé
znamena jakoukoli tfeti stranu (vCetné
zastupcll), jimz Zdravotnické zafizeni
svéfilo vykon funkce (funkci) tvoficich
soucast Studie, v€etné tfeti strany, na niz
Subdodavatel dale deleguje jakoukoli
¢ast Studie.

Binding Authority: IQVIA represents
that Sponsor has granted IQVIA written
authority to bind Sponsor to the Sponsor
obligations expressly included in this
Agreement and for no other purposes
whatsoever.

Pravné zavazné zmocnéni: Spolecnost
IQVIA prohlasuje, Ze Zadavatel udélil
spole€¢nosti IQVIA pisemné zmocnéni,
aby zavazovala Zadavatele
k povinnostem, které jsou jako povinnosti
Zadavatele vyslovné uvedeny v této
Smlouvé, a nikoli pro jakékoli jiné ucely.

Human Rights and Ethical Standards.

Lidska prava a etické zasady.

Institution represents, to the best of its
knowledge, that in connection with this
Study Work Order and Master
Agreement, it does not employ child
labour, forced labour, unsafe working
conditions, discrimination of protected
characteristic, cruel or abusive
disciplinary practices in the workplace;
and that it pays each employee at least
the minimum wage, provides each
employee with all legally mandated
benefits, and complies with the all
applicable laws, including laws related to
working hours and employment rights in
the country(ies) in which it operates.

Zdravotnické zarizeni prohlasuje
a zaruCuje se podle sveho nejlepsiho
védomi, Ze v souvislosti s touto Dohodou
o provadéni Studie a Hlavni smlouvou
nevyuziva détskou praci, nucenou praci,
nebezpecné pracovni podminky,
neuplatfiuje diskriminaci na zakladé
chranénych charakteristik, kruté nebo
hrubé disciplinarni postupy na pracovisti,
aze vyplaci kazdému zaméstnanci
alespori minimalni mzdu, poskytuje
kazdému zaméstnanci vSechny zdkonem
stanovené vyhody a dodrzuje vSechny
platné  zakony, napfiklad zakony
souvisejici s pracovni dobou,
a zameéstnanecka prava v zemich, kde
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plsobi.

Non-Discrimination in Employment:
Institution will comply with all Applicable
Laws related to discrimination against
qualified individuals on the basis of
protected veteran status or disability.

Nediskriminace v zaméstnani:
Zdravotnické zafizeni bude dodrzovat
vSechny Pfislusné pravni predpisy
tykajici se diskriminace kvalifikovanych
osob na zakladé statusu chranéného

veterana nebo zdravotniho postizeni.

5. Sponsor name shall be updated to

5. Nazev Zadavatele se aktualizuje

Amendment remain in full force and effect.

read: Bellus Health Inc., a wholly takto: Bellus Health Inc., dcefina

owned subsidiary of GSK plc spole¢nost piné vlastnéna
spole¢nosti GSK plc

All terms and conditions of the VS8echna ustanoveni a podminky

Agreement not expressly amended by this | Smlouvy, které nejsou timto Dodatkem

vyslovné zménény, zUstavaji platné a ucinné
v plném rozsahu.

IN  WITNESS WHEREOF, this
Amendment has been executed by the parties
hereto through their duly authorized officers on
the date(s) set forth below.

NA DUKAZ TOHO smluvni strany
uzavrely tento Dodatek prostfednictvim svych
fadné opravnénych zastupct k datu
uvedenému nize / k datim uvedenym nize.

ACKNOWLEDGED AND AGREED BY / POTVRZUJE A SOUHLASI

IQVIA RDS Czech Republic, s.r.o.,

By:/ Podepsal(a):

Name:/ Jméno:

Title:/ Funkce:

Date:/ Datum:

ACKNOWLEDGED AND AGREED BY INVESTIGATOR/ POTVRZUJE A SOUHLASI PUVODNI

ZKOUSEJicCi

By:/ Podepsal(a):

Date:/ Datum:

ACKNOWLEDGED AND AGREED BY
ZKOUSEJICI

By:/ Podepsal(a):

INVESTIGATOR/

POTVRZUJE A SOUHLASI

Date:/ Datum:
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ACKNOWLEDGED AND AGREED BY/ POTVRZUJE A SOUHLASI: Fakultni nemocnice
Brno

By:/ Podepsal(a):

Name:/ Jméno: MUDr. Ivo Rovny, MBA
Title:/ Funkce: Director / feditel

Date:/ Datum:

Signed by IQVIA RDS Czech Republic, s.r.o., under a Power of Attorney dated 22
Septembre 2022 in the name of BELLUS HEALTH COUGH INC./ Podepsano IQVIA

RDS Czech Republic, s.r.o., na zdkladé¢ PIné moci vystavené dne22.zati 2022, jménem
BELLUS HEALTH COUGH INC.

By:/ Podepsal(a):

Name:/ Jméno:

Title:/ Funkce:

Date:/ Datum:
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