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SMLOUVA O PROVEDENI ’KLINICKEHO
HODNOCENI

CLINICAL TRIAL AGREEMENT

Protokol ¢. INS1007-221

Protocol # INS1007-221

Tato smlouva o klinickém hodnoceni (déle jako
~smlouva®“) je datovand ke dni posledniho
podpisu a Gc¢innd ode dne uvefejnéni v registru
smluv (dale jen ,,datum G¢innosti*) mezi témito
subjekty:

This Clinical Trial Agreement (‘“Agreement”)
dated as of the date of last signature and is
effective from the date of publication in the
Register of Agreements (“Effective Date”) is
between

Insmed Incorporated, spole¢nost ze stitu
Virginie, se sidlem na adrese 700 US Highway
202/206, Bridgewater, NJ 08807-1704, USA
(dale jen ,,zadavatel*), kterého v Evropské unii
zastupuje spole¢nost Insmed Netherlands B.V.

Stadsplateau 7, 3521 AZ Utrecht, Nizozemsko
(dale jen ,,zakonny zastupce zadavatele v EU*)

Insmed Incorporated, a Virginia corporation
having offices at 700 US Highway 202/206,
Bridgewater, NJ 08807-1704, USA (“Sponsor”)
acting through its legal representative in the
European Union, Insmed Netherlands B.V.

Stadsplateau 7, 3521 AZ Utrecht Netherlands
(“Sponsor’s EU Legal Representative”)

a

and

Fakultni nemocnice Hradec Kralové, se sidlem
na adrese Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Kralové, Ceskd republika, IC:
00179906 (dile jen ,zdravotnické zarizeni
nebo ,,Poskytovatel ‘)

Fakultni nemocnice Hradec Kralove, with a
place of business at Sokolskd 581, 500 05 Hradec
Kralové — Novy Hradec Kralové, Czechia, IC:
00179906 (“Imnstitution” or “Provider”)

a

mistem vykonu pracovni ¢innosti na adrese
Klinika otorinolaryngologie a chirurgie hlavy a
krku Fakultni nemocnice Hradec Kralové,
Sokolska 581, 500 05 Hradec Kridlové — Novy
Hradec Kralové, Ceskd republika (déle jen
,.hlavni zkouSejici®).

I - | .

And

with a place of business at Department of
Otorhinolaryngology and Head and Neck
Surgery, Faculty Hospital Hradec Kralové,
Sokolskd 581, 500 05 Hradec Kridlové — Novy
Hradec Kralové, Czechia (“Principal
Investigator”™).

organizaci, se sidlem ve Spojenych stitech na
adrese 929 North Front Street, Wilmington,
Severni Karolina 28401, USA, prostiednictvim
své ptridruzené spolecnosti PPD Czech Republic,
s.r.o., Budéjovick4 alej, Antala Staska 2027/79,
140 00 Praha 4, Ceska republika, IC: 63671077
(dale spolecné jen ,,CRO*), kterd jednd jako
nezavisly dodavatel s cilem zastupovat jménem
zadavatele za dcelem pfevodu urcitych
povinnosti v souvislosti s touto smlouvou,
pficemZ uvedené povinnosti zahrnuji mimo jiné
shromazd’ovani zakladnich dokumentu,
monitorovani klinického hodnoceni a vedeni
evidence hodnoceného piipravku v souvislosti se
sluzbami provadénymi podle této smlouvy.

ZAKLADNI INFORMACE BACKGROUND

Na zdkladé¢ samostatné smlouvy zadavatel | By separate agreement, Sponsor has engaged
zapojil do  vyzkumu spolecnost PPD | PPD Development, LP, a contract research
Development, LP, smluvni vyzkumnou | organization, with a principal place of business in

the United States at 929 North Front Street,
Wilmington, North Carolina 28401 USA,
through its affiliate, PPD Czech Republic, s.r.o0.,
Bud¢&jovicka alej, Antala Staska 2027/79, 140 00
Praha 4, Czech Republic, IC: 63671077
(collectively “CRQO”) acting as an independent
contractor, to act on behalf of Sponsor for the
purposes of transferring certain obligations in
connection to this Agreement, said obligations
including but not limited to collection of essential
documents, study monitoring, and drug
accountability for services performed described
hereunder.

Zadavatel si preje podpofit klinické hodnoceni s

Sponsor wishes to support a clinical trial, with
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patentovanym lé¢ivym piipravkem zadavatele s
nizvem Brensocatib (INS1007) (déle jen
,pripravek zadavatele) S nazvem
,Randomizované, dvojit¢ zaslepené, placebem
kontrolované, multicentrické klinické hodnoceni
faze 2b, zkoumajici ucinnost a bezpecnost
ptipravku Brensocatib u tcastnikd s chronickou
rinosinusitidou bez nosnich polypt - klinické
hodnoceni BiRCh* (ddle jen ,,protokol) (déle
jen Kklinické hodnoceni), které ma byt
provadéno ve zdravotnickém zafizeni (déle jen
,misto provadéni klinického hodnoceni*), a
kterého se ziCastni pacienti zapojeni do
klinického hodnoceni (dile jen ,icastnici
klinického hodnoceni*).

Predpokladana doba trvani klinického
hodnoceni u Poskytovatele: ||

Predpokladana doba trvani klinického
hodnoceni globdlné: Posledni pacient venku

)] |

Sponsor’s  proprietary drug  Brensocatib
(INS1007) (“Sponsor Drug”), entitled “A Phase
2b, Randomized, Double-Blind, Placebo-
Controlled, Multicenter Study of the Efficacy
and Safety of Brensocatib in Participants with
Chronic Rhinosinusitis Without Nasal Polyps —
The BiRCh Study” (“Protocol”) (“Trial”) to be
conducted at Institution (“Trial Site””) to involve
patients participating in the Trial (“Trial
Subjects”).

Estimated duration of the clinical evaluation at
the Provider:

Estimated duration of the clinical trial globally:
Last Patient Out (LPO)

Smluvni strany se dohodly nasledovné:

The parties agree as follows:

1. Zkousejici a vyzkumni pracovnici.

1. Investigators and Research Staff.

1.1 Hlavni zkouSejici. Hlavni zkouSejici,
ktery je zaméstnancem zdravotnického
zatizeni, bude odpovédny =za vedeni
klinického hodnoceni v souladu s protokolem,
touto smlouvou, platnymi zakony
(definovanymi niZe), pisemnymi pokyny
zadavatele a  pfisluSnymi  zdsadami
zdravotnického zafizeni v souladu s platnymi
zakony. Klinické hodnoceni bude probihat
pod dohledem hlavniho zkousejictho v misté
provadéni klinického hodnoceni.

1.1 Principal Investigator. The Principal
Investigator, being an employee of the
Institution, will be responsible for the
direction of the Trial in accordance with the
Protocol, this Agreement, Applicable Law
(hereinafter defined), Sponsor’s written
instructions and applicable Institution policies
consistent with Applicable Law. The Trial
will be conducted under the supervision of the
Principal Investigator at Trial Site.

1.2 SpoluzkousSejici a vyzkumni pracovnici.
Zdravotnické zafizeni a hlavni zkouSejici
zajisti, Ze na provadéni klinického hodnoceni
na pozici spoluzkousejicich a vyzkumnych
pracovnikii budou spolupracovat pouze
osoby, které jsou piislusné vySkoleny a
k tomuto kvalifikovdny. Hlavni zkouSejici
miZe postoupit povinnosti a odpovédnosti na
spoluzkousejici nebo vyzkumné pracovniky
pouze v rozsahu povoleném platnymi zdkony
(definovanymi  nize), které  upravuji
provadéni klinického hodnoceni, jak je
popséano niZe.

1.2 Subinvestigators and Research Staff.
Institution and Principal Investigator will
ensure that only individuals who are
appropriately trained and qualified assist in
the conduct of the Trial as subinvestigators or
research staff. Principal Investigator may
delegate duties and responsibilities to
subinvestigators or research staff only to the
extent permitted by Applicable Law
(hereinafter defined) governing the Trial
conduct, as described below.

1.3 Povinnosti zdravotnického zafizeni a
hlavniho zkousSejiciho. Zdravotnické zafizeni

1.3 Obligations of Institution and Principal
Investigator.  Institution and  Principal

Hlavni zkousejici:
Fakultni nemocnice Hradec Kralove | Insmed Incorporated
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a hlavni zkousejici zajisti, aby vSechny osoby,
které jsou zapojeny do provadéni klinického
hodnoceni, provadély toto klinické hodnoceni
v souladu s touto smlouvou, byly
informovdny o vSech podminkich této
smlouvy vztahujicich se na cinnosti, které
vykondvaji, a  souhlasily s jejich
dodrzovanim, a pfed svym zapojenim do
provadéni  klinického hodnoceni byly
smluvné zavdzany pievést na zdravotnické
zatizeni vesSkera prdva, vlastnické pravo a
podily na ddajich a vynélezech z klinického
hodnoceni (kazdy z nich je definovédn niZe).
Zdravotnické zatizeni a hlavni zkouSejici
pfevezmou veskerou odpovédnost a zajisti
dodrzovéni podle vSech platnych pravidel a
zakonti Ceské republiky a viechny piislusné
zdkony, pravidla, predpisy, smérnice a
normy, mimo jiné vcetn¢: vSech platnych
zakonu,, smérnic a predpist tykajicich se
1é¢iv, ochrany ddaji / soukromi, boje proti
uplatkarstvi a korupci, antimonopolnich
zakont a zakond proti nezdkonnym provizim,
jakoZz 1 veSkerou nérodni legislativou,
evropskymi nafizenimi a ptedpisy ohledné
ochrany  osobnich  ddaji, jak byly
implementovdny na narodni drovni zdkonem
¢. 110/2019 Sb., o zpracovani osobnich udaji,
zejména Naiizenim Evropského parlamentu a
Rady (EU) 2016/679 ze dne 27. dubna 2016 o
ochrané fyzickych osob v souvislosti se
zpracovanim osobnich 1daji a o volném
pohybu téchto udaji (GDPR); veskerych
podminek uloZenych Ufadem pro kontrolu
potravin a 1é¢iv Spojenych statl americkych
(dale jen ,,FDA®); a vSech ptislusnych pokyni
Mezindrodni konference o harmonizaci
spravné klinické praxe (déle jen ,,JCH SKP*)
v rozsahu pfijatém tufadem FDA; vSech
platnych zdkond a pokynd tykajicich se
klinickych hodnoceni 1éCiv a vSech platnych
zakont tykajicich se lidskych prav, legislativy
o dodavkiach 1€éCiv, legislativy tykajici se
lidskych tkani a biologickych vzorkd,
zachovani davérnosti, soukromi a
bezpecnosti informaci o pacientech a vSech
podminek uloZenych pfislusnou NEK
(definovanou nize) , (vSe vySe uvedené bude
v dédle v tomto dokumentu oznacovdno
souhrnné¢  jako ,»platné zakony*).
Zdravotnické zafizeni bude Zadavateli
poskytovat soucinnost pfi plnéni povinnosti v
souladu se zdkonem USA Physician Payment
Sunshine Act, 42 U.S.C. 1320a-7h
(“Sunshine Act”).

Investigator will ensure that any persons who
assist in the conduct of the Trial conduct the
Trial in accordance with this Agreement, are
informed of and agree to abide by all terms of
this Agreement applicable to the activities
they perform, and, prior to their participation
in the conduct of the Trial, each is
contractually obliged to convey to Institution
all right, title and interest in and to Trial Data
and Inventions (each hereinafter defined).
Institution and Principal Investigator will
assume all those responsibilities and ensure
compliance assigned to it under all applicable
rules and laws of the Czech Republic and all
applicable laws, rules, regulations, guidelines
and standards including without limitation: all
applicable drug, data protection/privacy, anti-
bribery and anti-corruption, anti-competitive
and anti-kickback, laws, guidelines and
regulations, as well as all national legislation,
European regulations and regulations
regarding the protection of personal data, as
implemented at the national level by Act No.
110/2019 Coll., on the processing of personal
data, in particular Regulation (EU) 2016/679
of the European Parliament and of the Council
of 27 April 2016 on the protection of natural
persons in connection with the processing of
personal data and on the free movement of
such data (GDPR), any conditions imposed
by the United States Food and Drug
Administration (the “FDA”); and all relevant
International Conference on Harmonization
Good Clinical Practice Guidelines (“ICH
GCP”) to the extent adopted by the FDA; all
applicable laws and guidance relating to
clinical trials of medicines and all applicable
laws relating to human rights, supply of
medicines legislation, legislation relating to
human tissue and biological samples, the
confidentiality, privacy and security of patient
information, and any conditions imposed by a
competent IEC (defined herein below) (all
the foregoing being herein referred to as
“Applicable Law”). Institution shall assist
Sponsor in Sponsor’s compliance with the US
Physician Payment Sunshine Act, 42 U.S.C.
1320a-7h (“Sunshine Act”).

Hlavni zkousSejici: | Zdravotnické zafizeni: Fakultni nemocnice Hradec Kralove | Insmed Incorporated / PI:
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1.4 Zvetejnéni majetkového pfiznani. Pred
zapojenim  hlavniho  zkouSejictho  do
klinického hodnoceni bude muset hlavni
zkousejici vyplnit, podepsat a odevzdat CRO
a zadavateli (a zajisti, aby i kazdy jedinec
provadéjici klinické hodnoceni odevzdal)
podepsany formulédt majetkového ptiznéni, ve
kterém zvetejni svlj financni stav, ktery
odhali bud’ existenci nebo absenci jakychkoli
finan¢nich z4jml a ujednéni, aby zadavatel
mohl ptedlozit tiplnd a pfesnd osvédceni nebo
pfiznani, jak je vyzadovano platné zdkony. V
prabéhu smluvniho obdobf této smlouvy a po
dobu jednoho (1) roku po dokonceni nebo
vypovédi této smlouvy hlavni zkousejici
zajisti, aby vSichni jedinci ihned informovali
zadavatele, pokud dojde ke zméndm nebo
aktualizacim  ddaji = obsaZenych  na
podepsanych  formulafich  majetkového
pfiznani.

1.4 Financial Disclosures. Prior to the
commencement of his/her participation in the
Trial, Principal Investigator will complete,
sign and deliver to CRO and will provide, and
ensure that each individual performing the
Trial provides, to Sponsor a signed financial
disclosure form disclosing either the
existence or the absence of any and all
financial interests and arrangements so that
Sponsor is able to submit complete and
accurate  certifications or  disclosure
statements as required by Applicable Law.
During the term of this Agreement and for one
(1) year after the completion or termination of
the Trial, Principal Investigator shall ensure
that all such individuals promptly notify
Sponsor of any changes or updates to the
information contained in the signed financial
disclosure forms.

1.5 Zakaz vymény. Zdravotnické zafizeni a
hlavni zkousSejici nesmi bez piedchoziho
pisemného  souhlasu  zadavatele  pfevést
provadéni klinického hodnoceni na jiného
hlavniho zkousSejictho nebo jiné misto provadéni
klinického hodnoceni. Zdravotnické zafizeni
neprodlené informuje zadavatele a CRO, pokud
hlavni zkousSejici jiz nebude schopen nebo
ochoten provadét klinické hodnoceni. Jakykoli
ndhradni hlavni zkousSejici bude muset pisemné
samostatnou smlouvou souhlasit s podminkami a
ujednanimi této smlouvy. Ustanoveni této
smlouvy o pfetrvani platnosti se vztahuji na
nahrazeného hlavniho zkousejiciho, s vyjimkou
prav na publikovani. Pokud zadavatel neschvali
nahradntho  hlavniho  zkouSejictho, miZe
zadavatel tuto smlouvu vypoveédét v souladu s
ustanovenimi niZe. Schvaleni nového hlavniho
zkousejictho nebude ze strany spolecnosti
Janssen bezdiivodné odepirano.

1.5 No Substitution. Institution and Principal
Investigator may not reassign the conduct of
the Trial to a different Principal Investigator
or Trial Site without prior written
authorization from Sponsor. Institution will
promptly notify Sponsor and CRO if Principal
Investigator is no longer able or willing to
conduct the Trial. Any replacement Principal
Investigator will be required to agree to the
terms and conditions of this Agreement in a
separate writing. The survival provision of
this Agreement shall apply to the replaced
Principal Investigator, except regarding the
rights to publish. In the event Sponsor does
not approve a replacement Principal
Investigator, Sponsor may terminate this
Agreement in accordance with the
Termination provisions below. Approval of a
new Principal Investigator will not be
unreasonably withheld by Sponsor.

1.6 Dodrzovani zdkoni o bezpecnosti.
Zdravotnické zafizeni a hlavni zkouSejici
berou na védomi, Ze zadavatel je vefejné
obchodovand spoleCnost a Ze v pribéhu
plnéni této smlouvy se zdravotnické zafizeni
a hlavni zkouSejici mohou dozvédét podstatné
nevefejné informace tykajici se zadavatele.
Zdravotnické zatizeni a hlavni zkousSejici jsou
srozumeni s tim, Ze federdlni a stitni zakony
o cennych papirech zakazuji jakékoli osob¢
nakupovat nebo proddvat cenné papiry

1.6 Compliance  with  Securities Laws.
Institution and  Principal Investigator
acknowledge that Sponsor is a publicly traded
company and that, in the course of
performance  under this  Agreement,
Institution and Principal Investigator may
learn of material, non-public information
regarding Sponsor. Institution and Principal
Investigator understand that federal and state
securities laws prohibit any person from
purchasing or selling Sponsor securities while

Hlavni zkousejici:
Fakultni nemocnice Hradec Kralove | Insmed Incorporated

| Zdravotnické zafizeni: Fakultni nemocnice Hradec Kralove | Insmed Incorporated / PI:
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zadavatele, pokud md takové informace k
dispozici, a sdélovat takové informace jinym
osobam.

in possession of any such information and
from disclosing such information to others.

1.7 Zékaz Cinnosti, vylouceni, udéleni
koncese aodezva. Zdravotnické zafizeni a
hlavni zkouSejici prohlasuji, Ze podle jejich
nejlepsiho védomi a po provedeni pfiméfeného
Setfeni nejsou ani oni, ani Zddny z vyzkumnych
pracovnikd, véetné spoluzkousejicich,
vyfazeni, diskvalifikovéni, vylou¢eni, omezeni
nebo jim neni brdnéno v dcasti v ¢innostech
klinického vyzkumu podle jakéhokoli zdkona o
zdravotni péc¢i nebo 1é¢ivych piipravcich nebo
jakymkoli  regulaénim  orgdnem  nebo
oborovym rozhodujicim organem, a Ze
zdravotnické zafizeni ani hlavni zkouSejici
nebudou védomé& vyuZivat v jakékoli funkci
sluzeb zadné osoby, kterd je takto omezena
nebo ji je branéno podle jakychkoli takovych
zéakont, pokud jde o sluzby poskytované podle
této smlouvy. Béhem platnosti této smlouvy a
po dobu jednoho (1) roku po jejim skonceni
zdravotnické zatfizeni a hlavni zkouSejici
neprodleng, nejdéle vSak do sedmdesit dva
(72) hodin od okamZiku, kdy se o tom dozvédi,
ozndmi zadavateli, pokud se dozvédi o
jakémkoli takovém omezeni nebo branéni
uplatiiovaném vuc¢i zdravotnickému zafizeni,
hlavnim zkousSejicim, spoluzkousejicim nebo
kterémukoli z vyzkumnych pracovniki
klinického hodnoceni. Zdravotnické zatizeni a
hlavni zkousejici prohlasuji, Ze ani oni a po
pfiméteném Setfeni dle jejich nejlepsiho
védomi ani vyzkumni pracovnici nepodléhaji

uplynulému ¢i  aktudlnimu  vySetfovani
vladniho ¢i  kontrolntho orginu, jejich
dotazovani, varovani, sankcim nebo

vymahacim prostfedkim, véetné smlouvy o
bezthonnosti korporace vyZzadované vladou, a
7e neporusili Zadné platné zdkony Ci predpisy o
nezdkonnych provizich nebo nepravdivych
tvrzenich tykajicich se provadeéni vyzkumu, o
nichz zadavatel nebyl informovan.
Zdravotnické zafizeni a hlavni zkouSejici
budou bezodkladné informovat zadavatele,
jestlize obdrzi oznameni o krocich v souvislosti
s dodrZzovanim etickych, védeckych ¢i
regulacnich standardi pro provadéni vyzkumu,
jestlize se takovy krok bude tykat skutecnosti
nebo Cinnosti z doby pied provadénim
klinického hodnoceni nebo v priibéhu jeho
provadéni. Zadavatel muZe podle vlastniho
uvdZeni okamzité vypovédét tuto smlouvu v

1.7 Debarment, Exclusion, Licensure and
Response. Institution and Principal
Investigator represent that to the best of their
knowledge after reasonable inquiry that neither
it/he/she nor any Trial research staff, including
subinvestigators, is debarred, disqualified,
excluded, restricted or prevented under any
healthcare or medicines law or by any
regulatory authority or professional governing
body from taking part in clinical research
activities and the Institution and Principal
Investigator will not knowingly use in any
capacity the services of any person who is so
restricted or prevented under any such laws
with respect to the service being performed
under this Agreement. During the term of this
Agreement and for one (1) year thereafter, the
Institution and Principal Investigator will
promptly, but in no event more than seventy
two (72) hours upon becoming aware, notify
the Sponsor if they become aware of any such
restriction or prevention being applied to the
Institution, Principal Investigators,
subinvestigators or any of the Trial research
staff. Institution and Principal Investigator
represent that it/he/she and, to the best of
its/his/her knowledge after reasonable inquiry,
the Trial research staff are not the subject of
any past or pending governmental or regulatory
investigation, inquiry, warning, sanction or
enforcement action, including a government-
mandated corporate integrity agreement and
has not violated any applicable anti-kickback
or false claims laws or regulations related to the
conduct of research that has not been disclosed
to the Sponsor. Institution and Principal
Investigator will promptly notify Sponsor if
it/he/she becomes aware of any such action
regarding compliance with ethical, scientific or
regulatory standards for the conduct of
research if such action relates to events or
activities that occurred prior to or during the
period in which the Trial was conducted.
Sponsor, in its sole discretion, may
immediately terminate this Agreement in the
event that Institution and/or Investigator
breach any of the representations set forth in
this Section 1.7.

Hlavni zkousSejici: | Zdravotnické zafizeni: Fakultni nemocnice Hradec Kralove | Insmed Incorporated / PI:
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pfipadé, Ze zdravotnické zafizeni a/nebo
zkousejici porusi kterékoli z prohldSeni
uvedenych v tomto bod¢ 1.7.

1.8  Protidplatkéiské a protikorupéni zdkony.
Zdravotnické zafizeni a hlavni zkouSejici
berou na védomi, Ze zadavatel a CRO jsou
vazani zdkony proti uplatkdfstvi a korupci,
mimo jiné americkym zdkonem o zahrani¢nich
korup€nich praktikdch z roku 1977 v platném
znéni a jeho pravidly a pfedpisy (Foreign
Corrupt Practices Act, dile jen ,FCPA®),
Umluvou o boji proti podpldceni zahraniénich
vefejnych Ciniteld \% mezindrodnich
obchodnich transakcich pfijatou konferenci
Organizace pro hospodaiskou spolupraci a
rozvoj dne 21. listopadu 1997 a jejimi pravidly
a piedpisy (ddle jen ,Umluva OECD®),
britskym zdkonem proti dplatkafstvi z roku
2010 (dale jen ,zakon proti uplatkarstvi®)
nebo jakymikoli jinymi platnymi
protikorupnimi ~ zdkony, pravidly nebo
predpisy (spoleéné s FCPA, Umluvou OECD a
zédkonem  proti  Uplatkdfstvi ddle jen
,protikorupéni zakony“). Ztoho divodu
maji zaméstnanci, predstavitelé, zastupci
a/nebo smluvni dodavatelé zadavatele a CRO
zakdzdno piimo ¢i nepfimo provadét nebo
nabizet platbu (nebo cokoli hodnotného)
zaméstnanciim nebo ufednikiim zahrani¢nich
vladnich organizaci, vefejnych mezindrodnich
organizaci, zahrani¢nich politickych stran nebo
kandidatiim na zahrani¢ni politickou funkci za
tcelem wudrZzeni obchodu nebo zajiSténi
jakékoli nezdkonné vyhody. Zdravotnické
zafizeni a hlavni zkouSejici nepodnikli Zadné
kroky (a zajisti, Ze oni ani jejich vedouci
pracovnici, zaméstnanci, spolupracovnici,
feditelé, konzultanti, zastupci, predstavitelé
nebo subdodavatelé nepodniknou Zadné
kroky), které by mohly vést k odpové&dnosti
zadavatele nebo CRO podle protikorupénich
zéakonil.

1.8 Anti-Bribery and Anti-Corruption Laws.
Institution and Principal Investigator
acknowledge that Sponsor and CRO are
bound by anti-bribery and anti-corruption
laws, including without limit the U.S.
Foreign Corrupt Practices Act of 1977, as
amended, and the rules and regulations
thereunder (“FCPA”), the Convention on
Combating Bribery of Foreign Public
Officials in International Business
Transactions adopted by the Negotiating
Conference of the Organization for
Economic Co-operation and
Development on 21 November 1997 and
the rules and regulations thereunder
(“OECD Convention”), the UK.
Bribery Act of 2010 (“Bribery Act”), or
any other applicable anti-bribery or
anticorruption laws, rules or regulations
(collectively with the FCPA, the OECD
Convention and the Bribery Act, the
“Anticorruption Laws”). As such,
Sponsor and CRO employees, agents,
representatives, and/or their contractors
are prohibited from making or offering
payment (or anything of value), directly
or indirectly, to employees or officials of
any foreign  government, public
international ~ organization,  foreign
political party, or candidates for foreign
political office in order to retain any
business or secure any improper
advantage. Institution and Principal
Investigator have not and shall ensure that
neither they nor any of their officers,
employees, collaborators, directors,
consultants, agents, representatives or
sub-contractors will take any action
which could render Sponsor or CRO
liable under the Anticorruption Laws.

2. Protokol. Zdravotnické zafizeni a hlavni
zkouSejici budou provadét klinické hodnoceni v
souladu s protokolem, platnymi zdkony,
pisemnymi pokyny zadavatele/CRO a touto
smlouvou.

Protocol.  Institution and  Principal
Investigator will conduct the Trial in
accordance with the Protocol, Applicable
Law, the  written instructions of
Sponsor/CRO and this Agreement.

2.1 Dodatky a odchylky v pripadé naléhavé
situace. Protokol lze upravit pouze pisemnym

2.1 Amendments and Emergency Deviations.
The Protocol may be modified only by a

Hlavni zkousSejici: | Zdravotnické zafizeni: Fakultni nemocnice Hradec Kralove | Insmed Incorporated / PI:
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dodatkem podepsanym zadavatelem (déle jen
.dodatek k protokolu®). Smluvni strany
berou na védomi, Ze aby se dodatky k
protokolu vztahovaly na klinické hodnoceni
provadéné v misté provadéni klinického
hodnoceni, podléhaji rovnéZ schvdileni
hlavnim zkouS$ejicim a pfislu§nou nezdvislou
etickou komisi (dale jen ,,NEK*). Zadavatel
maze v pripadé¢ naléhavé situace pro
bezpecnost subjektd klinického hodnoceni
podpofit odchyleni od protokolu.
Zdravotnické  zafizeni a/nebo  hlavni
zkouSejici to ozndmi odpovédné NEK a
zadavateli co nejdiive, v kazdém ptipad¢ vSak
nejpozdéji dvacet Ctyii (24) hodin po
provedeni odchylky. Po odchyleni v naléhavé
situaci bude néasledovat pisemny dodatek.

written amendment, signed by Sponsor
(“Protocol Amendment”). The parties
acknowledge that in order for Protocol
Amendments to be applicable to the Trial
conducted at Trial Site, they are also subject
to approval by the Principal Investigator and
the  responsible  Independent  Ethics
Committee (“IEC”). Sponsor may support a
deviation from the Protocol on an emergency
basis for the safety of the Trial Subjects.
Institution and/or Principal Investigator will
notify the responsible IEC and Sponsor as
soon as practicable but, in any event, no later
than twenty-four (24) hours after the deviation
is implemented. Any emergency deviation
will be followed by written Amendment.

3. Souhlas NEK. Zdravotnické zafizeni a hlavni
zkousejici zajisti, aby bylo klinické hodnoceni
zahdjeno az poté, co budou klinické hodnoceni i
formular informovaného souhlasu (Informed
Consent Form, dale jen ,, JCF*) schvaleny komisi
NEK, kterd dodrzuje vSechny platné zédkony.
Zdravotnické zatizeni a hlavni zkousSejici déle
zajisti, aby byl nad klinickym hodnocenim po
celou dobu jeho provaddéni vykondvan trvaly
dohled ze strany NEK, a neprodlenég telefonicky
a do dvaceti ctyf (24) hodin pisemné budou
informovat zadavatele a CRO, pokud NEK zrusi
nebo zméni sviij souhlas ohledné klinického
hodnoceni. Zdravotnické zafizeni a hlavni
zkousejici zaSlou zadavateli a CRO kopii veskeré
korespondence s NEK, ktera souvisi s klinickym
hodnocenim a kterou je moZné podle zdkona
predavat, a to vCetné piipadné korespondence
tykajici se pokracujicich kontrol.

3. IEC Approval. Institution and Principal

Investigator will ensure that Trial is initiated
only after both the Trial and the informed
consent form (“ICF”) are approved by an
IEC that complies with all Applicable Law.
Institution and Principal Investigator will
further ensure that the Trial is subject to
continuing oversight by the IEC throughout
its conduct, and will promptly notify Sponsor
and CRO by telephone, and within twenty-
four (24) hours in writing, if the IEC
withdraws or alters its approval of the Trial.
Institution and Principal Investigator will
send Sponsor and CRO a copy of all
correspondence with the IEC related to the
Trial and legally permissible to be shared,
including any correspondence relating to
continuing review.

4. Pripravek zadavatele. Zadavatel poskytne
zdravotnickému zafizeni dostatecné mnoZstvi
ptipravku zadavatele, ktery je zkouman, k
provadéni klinického hodnoceni, a to pro
zdravotnické zatizeni a hlavniho zkousejiciho
bezplatné. Pokud to protokol vyZaduje a pokud
nebylo dohodnuto jinak, zadavatel dodad téz
placebo nebo srovndvaci piipravek (dale jen
»Ssrovnavaci piipravek®), a to pro zdravotnické
zafizeni a hlavniho zkousSejiciho bezplatné.

Hodnoceny piipravek zadavatele bude doddvan
do Zdravotnického zafizeni, vzdy v fadné
zabalenych obalech urcenych pro hodnoceny
1é¢ivy piipravek a oznaceny v souladu
s platnymi zékony.

4. Sponsor  Drug. Sponsor will provide
Institution with sufficient quantities of the
Sponsor product that is being studied to conduct
the Trial at no cost to the Institution and Principal
Investigator. If required by the Protocol and
unless otherwise agreed, Sponsor will also
provide placebo or comparator drug
(“Comparator Drug”) at no cost to the
Institution and Principal Investigator.

The Sponsor Drug will be delivered to the
Institution, always in properly packed packaging
intended for the Sponsor Drug and labelled in
accordance with Applicable Law.

Deliveries of the evaluated medicinal product

Hlavni zkousejici:
Fakultni nemocnice Hradec Kralove | Insmed Incorporated
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Dodéavky hodnoceného 1é¢ivého piipravku se
budou uskuteciiovat v Po-P4d od 7.00 h do 14.00 h
do budovy nemocniéni 1ékdrny Zdravotnického
zafizeni ¢. 20.

will be made on Mon-Fri from 7:00 a.m. to 2:00
p.m. to Institution pharmacy building No. 20.

4.1 Uschova a vydej piipravku. Zdravotnické
zafizeni a hlavni zkouSejici budou
dodrzovat platné zdkony vyzZadujici
pe€livou udschovu a vydej pfipravku
zadavatele a srovndvaciho piipravku i
piislusné dokumentace tykajici se téchto
¢innosti.

4.1 Custody and Dispensing. Institution and
Principal Investigator will adhere to
Applicable Law requiring careful custody
and dispensing of Sponsor Drug and
Comparator Drug, as well as appropriate
documentation of such activities.

4.2 Rizeni. Zdravotnické zafizeni a hlavni
zkousejici budou odpovidajicim
zpisobem fidit zasobovani piipravkem
zadavatele a srovndvacim piipravkem a
nebudou poddvat ¢i vydavat ptipravky
jiné osob€, kterd neni subjektem
klinického hodnoceni, ani neposkytnou
piistup jiné osobé s  vyjimkou
spoluzkousejicich a vyzkumnych
pracovniki.

4.2 Control. Institution and Principal
Investigator will maintain appropriate
control of supplies of Sponsor Drug and
Comparator Drug and will not administer
or dispense it to anyone who is not a Trial
Subject, or provide access to it to anyone
except subinvestigators or Trial research
staff.

4.3 Pouziti. Zdravotnické zafizeni a hlavni
zkouS$ejici budou pouzivat piipravek
zadavatele a srovndvaci piipravek
vyhradné k provddéni klinického
hodnoceni a pouze tak, jak je uvedeno v
protokolu. Jiné pouZziti hodnoceného
ptipravku zadavatele ¢i srovnavaciho
1éku predstavuje podstatné poruseni této
smlouvy. Zdravotnické zafizeni a hlavni
zkousejici budou nakladat, ukladat,
pfepravovat a likvidovat piipravek
zadavatele a srovndvaci piipravek dle
pokynl zadavatele nebo jim povérené
osoby a v souladu se vSemi platnymi

4.3 Use. Institution and Principal Investigator
will use Sponsor Drug and Comparator
Drug solely to conduct the Trial and only
as specified in the Protocol. Any other use
of Sponsor Drug or Comparator Drug
constitutes a material breach of this
Agreement. Institution and Principal
Investigator shall handle, store, ship and
dispose of the Sponsor Drug and
Comparator Drug as directed by Sponsor
or its designee and in compliance with all
Applicable Laws.

zékony.

4.4 Vlastnictvi piipravku zadavatele.
Ptipravek zadavatele je a zlstava
majetkem zadavatele. Zadavatel

neudéluje zdravotnickému zafizeni ani
hlavnimu zkouSejicimu Zadnd vyslovnd
ani implicitni prava duSevniho vlastnictvi
k ptipravku zadavatele ani jakymkoli
zpusobtm jeho vyroby nebo pouzivéni, s
vyjimkou toho, co je vyslovné uvedeno v
této smlouvée.

4.4 Ownership of Sponsor Drug. Sponsor
Drug is and remains the property of
Sponsor. Sponsor grants Institution and
Principal Investigator no express or
implied intellectual property rights in the
Sponsor Drug or in any methods of
making or using the Sponsor Drug except
as expressly set forth in this Agreement.

4.5 Uhrada _za  pripravek  zadavatele, 4.5 Payment for Sponsor Drug, Comparator
srovnavaci pripravek nebo sluzby. Drug or Services. Institution and
Hlavni zkousejici: | Zdravotnické zafizeni: Fakultni nemocnice Hradec Kralove | Insmed Incorporated / PI: | Institution:
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Zdravotnické zafizeni a hlavni zkousejici
nebudou udctovat subjektu klinického
hodnocen{ ani platci tieti strany pfipravek
zadavatele nebo srovndvaci pfipravek ani
za jiné sluzby hrazené zadavatelem podle
této smlouvy.

Principal Investigator will not charge a
Trial Subject or third-party payer for
Sponsor Drug or Comparator Drug or for
any services reimbursed by Sponsor
under this Agreement.

5. Finanéni ujedndni. Odména za sluZby
poskytované podle této smlouvy bude vyplacena
v souladu s ptilohou A (Platebni podminky) a
piilohou B (Tabulka finan¢nich ujednéni).

5. Financial Arrangements. Compensation for
services provided under this Agreement will be
made by way of payments in accordance with
Attachment A (Payment Terms) and Attachment
B (Financial Arrangements Worksheet).

5.1 VSechny strany potvrzuji, Ze Castky
uvedené v piiloze B (Tabulka finan¢nich

ujedndni) ptedstavuji spravedlivou trZni
hodnotu za sluzby poskytované
zdravotnickym  zafizenim a  hlavnim

zkouSejicim v rdmci provadéni klinického
hodnoceni dle jejich nejlepsiho védomi.
Z4dné &astky vyplacené podle této smlouvy
nejsou ureny ani nemaji byt chdpiny jako
nabidka ¢i platba ucinénd vymeénou za
otevieny nebo skryty souhlas s nakupem,
pfedepisovdnim,  doporucovanim  nebo
nabizenim vyhodného postaveni v souvislosti
s vyrobky ¢i sluzbami  zadavatele.
Zdravotnické zatfizeni a hlavni zkouSejici
budou provadét klinické hodnoceni plné v
souladu s platnymi zdkony, pfedpisy,
nafizenimi a pokyny k vyuctovani zdravotni
péce, kryti a ndhraddm, mimo jiné vcetné
zdkonnych orgdnit v  souvislosti s
fakturovanim programim Medicare,
Medicaid a jinym federdlnim programim
zdravotni péCe za polozky a sluzby
poskytnuté subjektiim klinického hodnoceni.
Zdravotnické zatizeni bere na védomi, Ze je
jeho vyhradni odpovédnosti rozhodnout, zda
je vhodné uctovat platcim za polozky a
sluzby poskytnuté subjektiim hodnocenti, a Ze
je jeho vyhradni odpovédnosti ziskat veskeré
nezbytné souhlasy od platct pied fakturaci
platcim za polozky a sluzby poskytnuté
subjektim hodnocenti.

5.1 All parties acknowledge that amounts set
forth in  Attachment B  (Financial
Arrangements Worksheet) represent fair
market value of the services provided by
Institution and Principal Investigator for
conducting the Trial to the best of their
knowledge. No amounts paid under this
Agreement are intended to be for, nor shall
they be construed as, an offer or payment
made in exchange for any explicit or implicit
agreement to purchase, prescribe,
recommend, or provide a favorable status for
any Sponsor product or service. Institution
and Principal Investigator will conduct the
Trial in full compliance with all applicable
healthcare billing, coverage and
reimbursement laws, rules, regulations, and
guidance, including, but not limited to, legal
authorities related to billing Medicare,
Medicaid, and other federal health care
programs for items and services provided to
Trial Subjects. Institution acknowledges that
it has the sole responsibility to determine
whether it is appropriate to bill payers for
items and services provided to Trial Subjects,
and that it is solely responsible for obtaining
any necessary prior approvals from payers
before billing payers for items and services
provided to Trial Subjects.

6. Povinnost podavat zpravy z duavodu

6. Transparency Reporting Obligations. To

transparentnosti. Aby byl dodrZen americky
zékon tykajici se plateb pro lékate, Physician
Payments Sunshine Act, ve Sbirce zdkont USA
(42 U.S.C. 1320a-7h) a také statni, mistni a

comply with U.S. Physician Payments Sunshine
Act, 42 U.S.C. 1320a-7h, state, local, and
international transparency laws, the Sponsor is
required to track and disclose certain payments
and transfers of value (hereinafter “Payment” or

mezindrodni zdkony o transparentnosti, je | .
. vy " .. | “Payments”) provided to healthcare
zadavatel povinen sledovat a zpfistupfiovat urcité . . w ”
. 9 . .. | professionals  (hereinafter HCPs”) and
uhrady a prevody hodnot (déle jen jako ,,platba
Hlavni zkousejici: | Zdravotnické zafizeni: Fakultni nemocnice Hradec Kralove | Insmed Incorporated / PI: | Institution:

Fakultni nemocnice Hradec Kralove | Insmed Incorporated

Nazev dokumentu: Trojstranna smlouva o provedeni klinického hodnoceni (zadavatel) v08032020T | Finalni verze dokumentu: INS1007-

221,CZE005 / Doc Name: Tripartite CTA (Sponsor) v08032020T | INS1007-221;CZE005

Strana / Page 9/76




Duvérné / Confidential

nebo ,platby”), které vyplaci zdravotnikiim
(healthcare professional, dile jen ,HCP*) a
zdravotnickym organizacim (healthcare
organization, dile jen ,HCO®). Tyto platby
zahrnuji platby provedené piimo zadavatelem
nebo nepiimo tfeti stranou jednajici jménem
zadavatele.

healthcare organizations (hereinafter “HCQOs”).
These payments include those made directly by
Sponsor or indirectly by a third party acting on
behalf of Sponsor.

6.1 Zadavatel nahlasi platby a pozadované
udaje piislusnym regulaénim organtim,
pficemz regulacni orgdny mohou nahlasené
informace zvefejnit.  Zprdvy zadavatele
budou obsahovat ndzev a adresu vykonu
priace zdravotnického pracovnika nebo
adresu podnikdni zdravotnické organizace,
dale hodnotu, povahu a tcel platby, piislusné
informace o licenci a narodni identifika¢ni
¢islo poskytovatele, dainové identifikacni
Cislo (u organizaci) a dal§i zdkonem
poZadované informace. U plateb tykajicich
se klinickych hodnoceni a vyzkumnych
klinickych hodnoceni bude rovnéZz uvadéno
jméno a dalsi identifika¢ni ddaje hlavniho
zkousejiciho (hlavnich zkousejicich).

6.1 Sponsor will report Payments and
required details to the appropriate regulating
authorities and regulating authorities may
make reported information  publicly
available. Sponsor reports will include the
name and business address of the HCP or
HCO, the value, nature, and purpose of the
Payment, applicable licensing and National
Provider Identifier information, Tax
Identifier (for organizations), and other
legally required information. For Payments
related to clinical trials and research studies,
the name and other identifying information
of the Principal Investigator(s) will also be
reported.

7. Nébor subjektt hodnoceni. Zdravotnické
zafizeni a hlavni zkouSejici se dohodli, Ze
vynalozi pfiméfené usili k ndboru subjekti
hodnoceni do klinického hodnoceni a zatradi
subjekty hodnoceni v souladu s protokolem a v
souladu se souhlasy NEK a regula¢niho dfadu.
Zadavatel muze subjekt hodnoceni vyradit z
naboru, pokud bylo dosaZeno celkového poctu
zatazenych subjektli v rdmci multicentrického
klinického hodnoceni, je-li to relevantni.

Piedpoklddany pocet subjekti hodnoceni: [}
subjektt

7. Trial Subject Enrollment. Institution and
Principal Investigator agree to use reasonable
efforts to enroll Trial Subjects in the Trial and
enroll Trial Subjects in accordance with the
Protocol and in accordance with IEC and
regulatory authority approval. Sponsor may
discontinue Trial Subject enrollment if the total
enrollment needed for a multi-center Trial has
been achieved, if applicable.

Estimated number of evaluation subjects: i
subjects.

8. Informovany souhlas a povoleni HIPAA.

8. Informed Consent and HIPAA Authorization.

Hlavni zkouSejici zajisti, Ze formuldfe ICF
schvélené zadavatelem, NEK a regulacnim
ufadem budou ftadn¢ podepsané kazdym
subjektem hodnoceni nebo jeho jménem, jesté
pfed provedenim prvniho postupu u subjektu

hodnoceni souvisejiciho S klinickym
hodnocenim. Zdravotnické zafizeni a hlavni
zkouSejici  ziskaji  pisemny souhlas se

zpracovanim osobnich udaji  od kaZdého
subjektu klinického hodnoceni, ktery bude

Principal Investigator shall ensure that the ICF
approved by Sponsor, IEC and regulatory
authority is properly signed by or on behalf of
each Trial Subject before the first Trial related
procedure starts for the Trial Subject. Institution
and Principal Investigator will obtain a written
privacy  authorization,  complying  with
Applicable Law, for each Trial Subject which
will enable Institution and Principal Investigator
to provide Sponsor and other persons and entities

Hlavni zkousejici:
Fakultni nemocnice Hradec Kralove | Insmed Incorporated
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spliiovat podminky platnych zdkont a ktery
umozni zdravotnickému zafizeni a hlavnimu
zkouSejicimu poskytnout zadavateli a jinym
osobdm a subjektim stanovenym zadavatelem
piistup k vyhotovenym formulaiim
individudlnich zdznami subjektu hodnoceni
(Case Report Form, dale jen ,,CRF*), zdrojové
dokumentaci a veskerym dal$im informacim
vyZadovanym protokolem. Zadavatel, ackoli
neni chrdnénym subjektem, si je védom toho, Ze
podle této smlouvy odpovidd za ochranu vsech
individudlné identifikovatelnych ddajii pacienta
a za to, ze omezi pouziti takovych tddajii na
fyzické a pravnické osoby, vcetné poradci,
smluvnich  dodavateli, subdodavateli a
zmocnénych osob, které musi mit k takovym
informacim piistup proto, aby mohly plnit své
pridélené tukoly v souvislosti s klinickym
hodnocenim. Takové pouziti bude rovnéz
omezeno na pouZiti povolené ve formulafich
souhlasu a ani zadavatel ani Zadn4 jin4 strana, jiz
mize zadavatel sdelit individudlné
identifikovatelné zdravotni informace, nesmi
takové informace pouZivat pro nabor subjektil
vyzkamu do Zadnych dalSich klinickych
hodnoceni, pro inzerci dalSich klinickych
hodnoceni nebo piipravkil ani pro provadéni
marketingu nebo marketingového vyzkumu.
Pokud je takové opravnéni nezavislé na formulati
ICF, zdravotnické zatizeni a hlavni zkouSejici

pouziji pouze takové opravnéni, které je
schvidleno zadavatelem a NEK (e-li to
relevantni).

designated by Sponsor access to completed case
report forms (“CRFs”), source documents and all
other information required by the Protocol.
Sponsor, though not a covered entity, recognizes
that, pursuant to this Agreement, it has the
responsibility to protect all individually
identifiable patient information and to restrict the
use of such information to those persons and
entities, including consultants, contractors,
subcontractors and agents, who must have access
to such information in order to fulfill their
assigned duties with respect to the Trial. Such use
also will be restricted to those permitted in the
authorization forms and neither Sponsor nor any
party to whom Sponsor may disclose
individually identifiable health information may
use such information to recruit research subjects
to additional studies, to advertise additional
studies or products, or to perform marketing or
marketing research. If such an authorization is
separate from the ICF, Institution and Principal
Investigator will only use such authorization that
is approved by Sponsor, and the IEC (if
applicable).

9. Hlaseni nezadoucich pfihod a poruSeni zasad

9. Reporting Adverse Events and ICH GCP

ICH SKP. Zdravotnické =zafizeni a hlavni
zkousejici budou shromazd’ovat dokumentovat a
hlasit neZzadouci pifthody, které kdykoli
zaznamenaji subjekty hodnoceni, v souladu s
pokyny v protokolu a podle platnych zakont. V
prabéhu klinického hodnoceni a nejméné dva (2)
roky po jeho skonéeni musi zadavatel neprodleng
hlasit zdravotnickému zafizeni a hlavnimu
zkousejicimu veskeré informace, které by mohly
pfimo ovlivnit zdravi nebo bezpecnost minulych
nebo soucCasnych subjektd hodnoceni nebo
ovlivnit prub¢h klinického hodnoceni, mimo jiné
véetn¢ vysledkt klinického hodnoceni a
informaci ve zprdvich z monitorovani
zdravotnického zafizeni a zprivach vyboru pro
monitorovani bezpe¢nosti udaji, v souladu s
pozadavky protokolu. V kazdém piipadé budou
moci zdravotnické zafizeni a hlavni zkousejici
sdélovat  tyto ndlezy kaZdému subjektu

Breaches. Institution and Principal Investigator
will collect, document and report all adverse
events experienced by Trial Subjects at any time
in accordance with instructions in the Protocol
and Applicable Law. During and for at least two
(2) years after the completion of the Trial,
Sponsor shall promptly report to the Institution
and Principal Investigator any information that
could directly affect the health or safety of past
or current Trial Subjects or influence the conduct
of the Trial, including but not limited to the Trial
results and information in site monitoring reports
and data safety monitoring committee reports as
required by the Protocol. In each case, the
Institution and Principal Investigator shall be free
to communicate these findings to each Trial
Subject and the IEC.

Hlavni zkousejici:
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hodnoceni a NEK.

10. Soukromi a ochrana uddaju subjektu

10. Subject Privacy and Data Protection. In the

hodnoceni. V piipadé, Ze CRO, zadavatel nebo
jim poveéfend osoba prfijdou do styku s
individudlné identifikovatelnymi tdaji subjektu
hodnoceni, CRO nebo zadavatel nepouZiji tyto
udaje k jinému tcelu neZ k naplnéni védeckych a
etickych cild klinického hodnoceni, jak to
umoZziuje pisemny souhlas subjektu hodnoceni,
a zakazi neopravneéné zpiistupnéni téchto udaji a
informaci. Zadavatel nepouzije identifikovatelné
udaje subjektu hodnoceni ke kontaktovani téchto
subjektti hodnoceni nebo jejich rodin, s vyjimkou
piipadd, kdy to vyZaduji platné zdkony.

event that CRO, Sponsor, or Sponsor’s designee,
comes into contact with any Trial Subject’s
individually identifiable information, CRO or
Sponsor shall not use such information for any
purpose other than to fulfill the scientific and
ethical objectives of the Trial as allowed by the
Trial Subject’s written authorization, and will
prohibit the unauthorized disclosure of such data
and information. Sponsor shall not use
identifiable data about Trial Subject to contact
those Trial Subjects or their families except as
may be required by Applicable Law.

10.1 Pted zahajenim klinického hodnoceni a
v jeho pribéhu budou CRO a/nebo zadavatel
pozadovat, shromazdovat, zpracovavat,
predavat, sdilet a uchovavat osobni udaje
(jak jsou definovany v platnych zakonech o
ochran¢ udajit) hlavniho zkouSejiciho a
dalsich vyzkumnych pracovnikii klinického
hodnoceni (dile jen ,subjekty uddaja*),
které mohou mimo jiné zahrnovat jejich
jméno, kontaktni ddaje a dalSi osobni tidaje,
jako jsou pracovni zkuSenosti a odborna
kvalifikace, publikace, Zivotopisy a vzdélani.
Krom¢ toho mohou byt tyto osobni ddaje
pfeddvany dal§im strandm spojenym se
zadavatelem a/nebo klinickym hodnocenim
v zemich celého svéta. Tyto informace budou
uloZeny v zabezpefené databizi a nebudou
exportovany do jinych zemi bez odpovidajici
ochrany udajid. Pokud subjekty udaji
pozadaji o zménu téchto osobnich udaju,
zadavatel/CRO vynalozi pfimétené usili, aby
zajistili nahlaseni téchto zmén piisluSnym
drZitelim databazi.

10.1 Prior to and during the Trial, CRO
and/or Sponsor will request, collect, process,
transfer, share and retain personal
information (as defined in applicable data
protection laws) of Principal Investigator and
other Trial research staff (“Data Subjects”),
which may include but not be limited to their
name, contact details and other personally
identifiable information, such as work
experience and professional qualifications,
publications, resumes, and educational
background. In addition, this personal
information may be transferred to other
parties associated with Sponsor and/or the
Trial in countries throughout the world. Such
information shall be stored in a secure
database and shall not be exported to other
countries without adequate data protection. If
Data Subjects request changes to such
personal information, Sponsor/CRO shall
use reasonable efforts to ensure reporting of
such changes are made to the appropriate
database holders.

10.2 Osobni ddaje subjektu idaji mohou byt
uchovavany, zpracovaviany a predavany
organizaci CRO a témito dalSimi stranami
pro vyzkumné tcely na pokyn CRO nebo
zadavatele, mimo jiné pro ucely:

(a) posouzeni vhodnosti subjektil
udaji pro toto  klinické
hodnoceni a/nebo jind klinicka
hodnocent;
fizeni, monitorovani, inspekce a
audit klinického hodnocent;
analyza, kontrola a ovéfeni
vysledkt klinického hodnocent;

(b)
(©

10.2 The Data Subject’s personal
information may be retained, processed and
transferred by CRO and these other parties
for research purposes at the direction of CRO
or Sponsor, including, but not limited to, the
following:
(a) assessment of the suitability of
the Data Subjects for the Trial
and/or other clinical trials;

(b) management, monitoring,
inspection and audit of the Trial;
(c) analysis, review and verification

of the Trial results;

Hlavni zkousejici:
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(d) hlaseni o  bezpeCnosti a
farmakovigilanci v souvislosti s
klinickym hodnocenim;

(e) piiprava a predkladan{
regulacnich dokumentu,
finan¢nich informaci,

korespondence a komunikace s
regulacnimi orgdny v souvislosti
s klinickym hodnocenim;

(f) piiprava a predkladani
regulacnich podani,
korespondence a komunikace s
regulaénimi orgdny tykajici se
jinych 1€kt pouzivanych v
jinych klinickych hodnocenich,
které mohou obsahovat stejnou

chemickou slouCeninu jako
ptipravek zadavatele;
(2) inspekce a Setfeni ze strany

regulacnich organt v souvislosti
s klinickym hodnocenim;

(h) vlastni kontroly a interni audit v
ramci CRO a jejich
pfidruZenych spolecnosti a v
rdmci spoleCnosti zadavatele,
jeho pridruZenych spolecnosti a
licen¢nich partnert;

@) archivace a audit zdznami z
klinického hodnoceni;

() publikovan{ na webu
www.clinicaltrials.gov ana
webovych strankach

a v databazich, které slouZi
obdobnému ucelu;

(k) dodrzeni zékonnych a
regulacnich pozadavki; a

Q) (pouze v piipadé hlavniho
zkousejictho)  ukladani do
databdzi pro usnadnéni vybéru
zkousSejicich 1€kafdi a mist
provadéni budoucich klinickych
hodnoceni.

(d) safety reporting and
pharmacovigilance relating to
the Trial;

e preparation and submission of
regulatory filings, financial

disclosures, correspondence and
communications to regulatory
agencies relating to the Trial;

() preparation and submission of
regulatory filings,
correspondence and

communications to regulatory
agencies relating to other
medications used in other
clinical trials that may contain
the same chemical compound
present in the Sponsor Drug;

(2) inspections and investigations
by regulatory authorities relating
to the Trial;

(h) self-inspection and internal
audit within the CRO and its
affiliates and within Sponsor, its
affiliates and licensing partners;

1) archiving and audit of Trial
records;

() publication on
www.clinicaltrials.gov and

websites and databases that
serve a comparable purpose;

k) compliance with legal and
regulatory requirements; and
Q) (in the case of the Principal

Investigator only) storage in
databases to facilitate the
selection of investigators and
sites for future clinical trials.

10.3 Hlavni zkouSejici a zdravotnické
zafizeni timto ud€luji sviij souhlas a zavazuji
se ziskat veSkeré nezbytné souhlasy od
ostatnich  vyzkumnych pracovnikii v
klinickém hodnoceni se shromazd'ovanim,
pouzivanim, zpracovdnim a pfenosem
osobnich udaji pro vySe uvedené tcely.

10.4 Zpracovani osobnich udaji smluvnimi
stranami podle této smlouvy bude probihat
pouze v souladu s obecnym nafizenim EU o

10.3 Principal Investigator and Institution
hereby give their consent, and agree to obtain
any necessary consents from other Trial
research staff, for the collection, use,
processing and transfer of personal data for
the above purposes.

10.4 The processing of personal data by the
Parties under this Agreement will only be in
accordance with the EU General Data
Protection Regulation, Regulation (EU)
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ochran¢ osobnich udaji, nafizenim (EU)
2016/679 (,,GDPR"), standardnimi
smluvnimi ustanovenimi pfipojenymi k této
smlouvé jako piilohou C a vSemi ostatnimi

2016/679  (“GDPR”), the  Standard
Contractual Clauses attached hereto as
Attachment C, and all other applicable data
protection laws.

platné zakony na ochranu tdaja.

11. Duvérné informace. Behem klinického | 11. Confidential Information. During the course
hodnoceni mohou zdravotnické zatfizeni a hlavni | of the Trial, Institution and Principal Investigator
zkousejici obdrZet ¢i vytvofit informace, které | may receive or generate information that is
jsou diivérné pro zadavatele ¢i pridruzenou osobu | confidential to Sponsor or a Sponsor affiliate.

zadavatele.

11.1 Definice. Kromé toho, co je uvedeno
niZe, zahrnuje pojem ,,divérné informace*
veSkeré informace poskytnuté zadavatelem
nebo CRO nebo vyvinuté pro zadavatele
nebo CRO, vyndlezy (definovdny niZe)
aveskeré ddaje shromdZzdéné bchem
klinického hodnoceni, mimo jiné vcetné

vysledk, Zprav, technickych
a ekonomickych informaci, strategi{
komercializace a klinického hodnoceni,

obchodnich tajemstvi a know-how sdélenych
zadavatelem nebo CRO zdravotnickému
zatizeni nebo hlavnimu zkouSejicimu piimo
¢i nepiimo, v libovolné podobé¢, mimo jiné
pisemné, elektronicky, dstn€ ¢i vizualnim
pfenosem, nebo téch, které jsou vyvinuty
podle této smlouvy.

11.1 Definition. Except as specified below,
the term “Confidential Information”
includes all information provided by Sponsor
or CRO, or developed for Sponsor or CRO,
Inventions (hereinafter defined) and all data
collected during the Trial, including without
limitation results, reports, technical and
economic information, commercialization
and Trial strategies, trade secrets and know-
how disclosed by Sponsor or CRO to
Institution or Principal Investigator directly
or indirectly, in any format, including
without limit in writing, electronic, oral or
visual transmission, or which is developed
under this Agreement.

11.2  Vyjimky. Divérné  informace
nezahrnuji informace, které (a) jsou vetejné
dostupné predtim, neZ jsou sdéleny
zadavatelem a/nebo CRO, (b) se stanou
vefejné zndmymi jakymkoli jinym zplsobem
neZ porusenim této smlouvy ze strany
zdravotnického zafizeni nebo hlavniho
zkousejicitho, (c) jsou jiz zdravotnickému
zafizeni nebo hlavnimu zkouSejicimu zndmy
v okamZiku sdéleni a nevdZzi se na n¢ zadné
zavazky zachovani ddvérnosti, a (d) jsou
zdravotnickym  zafizenim ¢i  hlavnim
zkousSejicim ziskdny od tieti strany, kterd ma
zakonné pravo jim je sdélit, a nevztahuji se
na n€ zavazky zachovani dvérnosti.

11.2 Exclusions. Confidential Information
does not include information that (a) is in the
public domain prior to disclosure by Sponsor
or CRO; (b) becomes part of the public
domain by any means other than breach of
this Agreement by Institution or Principal
Investigator; (c) is already known to
Institution or Principal Investigator at the
time of disclosure and is free of any
obligations of confidentiality; or (d) is
obtained by Institution or Principal
Investigator, free of any obligations of
confidentiality from a third party who has a
lawful right to disclose it.

11.3 Zavazky zachovani divérnosti ddaju a
jejich pouziti. Zdravotnické zatizeni a hlavni
zkousejici  jsou  povinni  zachovavat
divérnost diveérnych informaci a pouZzivat
divérné informace pouze pro ucely této

11.3 Obligations of Confidentiality and Use.
Institution and Principal Investigator shall
maintain Confidential Information in strict
confidence and shall use Confidential
Information only for the purposes of this
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smlouvy, nikoliv pro jiné ucely, a divérné
informace sdé€lovat pouze svym zdstupctim,
pravnim zdstupctum, feditelim, vedoucim
pracovnikiim, zaméstnancum nebo
predstavitelim (déle jen ,,zastupci®), ktefi
potfebuji  znat ddvérné informace Vv
souvislosti s klinickym hodnocenim a ktef{
jsou véazani podminkami pfinejmensim
stejné piisnymi, jako jsou podminky uvedené
v této smlouveé, pricemZz nesmi divérné
informace sdélovat 7Zadné tfeti strané s
vyjimkou pfipadd povolenych touto
smlouvou nebo vyZadovanych platnymi
zdkony. PoZadované zpfiistupnéni divérnych
informaci komisi NEK nebo piislusnému
regulaénimu orgdnu je vyslovné povoleno.
Zdravotnické zatfizeni a hlavni zkouSejici
budou neprodlené informovat zadavatele o
jakémkoli neopravnéném zvetejnéni
divérnych informaci, pfistupu k nim nebo
jejich pouZiti.

Agreement, and not for any other purpose,
and shall disclose Confidential Information
only to their representatives, counsel,
directors, officers, employees or agents
(“Representatives””) who have a need to
know the Confidential Information in
connection with the Trial, and who are
obligated under terms at least as strict as
those in this Agreement and may not disclose
Confidential Information to any third party
except as authorized in this Agreement or as
required by Applicable Law. Required
disclosure of Confidential Information to the
IEC or to an applicable regulatory authority
is specifically authorized. Institution and
Principal Investigator shall promptly notify
Sponsor of any unauthorized release of,
access to or use of Confidential Information.

11.4 Zvefejnéni vyZzadované zdkonem.
Pokud platné zdkony vyZaduji sdéleni
davérnych informaci nad ramec toho, co je
vyslovné povoleno v této smlouve, takové
sdéleni informaci nezaklddd porusSeni této
smlouvy, jestlize zdravotnické zafizeni a
hlavni zkouSejici v zdkonném rozsahu
pisemné oznami sdéleni informaci zadavateli
s maximdalnim predstihem, aby zadavateli
umoznil podniknout pravn{ kroky na ochranu
davérnych informaci, sdéli pouze ty diveérné
informace, jez jsou nutné pro splnéni
zékonného pozadavku, a naddle zachova
davérnost téchto diveérnych informaci viici
ostatnim tfetim strandm.

11.4 Disclosure Required by Law. If
disclosure of Confidential Information
beyond that expressly authorized in this
Agreement is required by Applicable Law,
that disclosure does not constitute a breach of
this Agreement so long as Institution and
Principal Investigator notify, to the extent
legally permissible, Sponsor in writing as far
as possible in advance of the disclosure so as
to allow Sponsor to take legal action to
protect its Confidential Information, disclose
only that Confidential Information required
to comply with the legal requirement, and
continue to maintain the confidentiality of
this Confidential Information with respect to
all other third parties.

11.5 Pretrvavani zdvazkd. S vyjimkami
uvedenymi niZe, tykajicimi se udaji z
klinického hodnoceni (definované nize) a
udaji  z analyzy biologickych vzorki
(definovanych nize), plati tyto zavazky
tykajici se davérnosti a pouZivani i po
skonceni této smlouvy a trvaji po dobu deseti
(10) let po jejim skonceni. Povolené pouZiti
a sdileni udaji z klinického hodnoceni je
popsano v bod¢ 15 této smlouvy (Publikace).

11.5 Survival of Obligations. With the
exceptions noted below for Trial Data
(hereinafter defined) and Biological Sample
(hereinafter defined) analysis data, these
obligations of confidentiality and use survive
termination of this Agreement and continue
for a period of ten (10) years after
termination. Permitted uses and disclosures
of Trial Data are described in Section 15
(Publications) of this Agreement.

11.6 Navraceni duvérnych informaci. Pokud
o to zadavatel pisemné pozddd, vrati mu
zdravotnické zafizeni a hlavni zkouSejici na
ndklady zadavatele vSechny divérné

11.6 Return of Confidential Information. If
requested by Sponsor in writing, Institution
and Principal Investigator will return all
Confidential Information, at Sponsor’s
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informace s vyjimkou téch, jejichZ uchovani
je v misté provadeéni klinického hodnoceni
vyZadovéno platnym zdkonem. Zdravotnické
zatizeni a hlavni zkousSejici si v§ak mohou
ponechat jednu archivni kopii davérnych
informaci na bezpe¢ném misté, a to vyhradné
pro ucely stanoveni rozsahu povinnosti
vyplyvajicich z této smlouvy a pro zadné jiné
Ucely, priCemZ tato kopie bude podléhat
povinnostem  zachovani divérnosti a
pouZzivani po celou dobu uchovavani.

expense, except that required to be retained
at the Trial Site by Applicable Law.
However, Institution and  Principal
Investigator may retain a single archival
copy of the Confidential Information in a
secure location for the sole purpose of
determining the scope of obligations
incurred under this Agreement and for no
other purpose, and such copy shall remain
subject to the confidentiality and use
obligations for the entire retention period.

11.7 PorusSeni bezpecnosti. Poté, co dojde k
jakékoli wudalosti, o niZ Ize ddvodne
pfedpokldadat, Ze by mohla ohrozit
bezpecnost divérnych informaci, nebo po
zjisténi  jakéhokoli  podezieni  nebo
skute€ného neopravnéného zpiistupnéni,
ztraty nebo kradeze diivérnych informaci
(dale jen ,,poruSeni zabezpeceni udaji*), je
zdravotnické  zafizeni  povinno  bez
zbytecného odkladu poté, co se o takovém
poruseni dozvi, informovat zadavatele a
CRO e-mailem s elektronickym potvrzenim
o prijeti.

11.7 Security Breach. Upon the occurrence
of any event that could reasonably be
expected to compromise the security of
Confidential  Information  or  upon
discovering any suspected or actual
unauthorized disclosure, loss or theft of
Confidential Information (“Data Security
Breach”), Institution shall, without undue
delay, of becoming aware of such breach,
notify Sponsor and CRO by email with
electronic return receipt requested.

Neprodlen¢ po zjisténi poruseni zabezpeceni
udaji, nejpozdeji vsak do tif (3) pracovnich
dnti od odeslani e-mailového ozndmeni,
zaSle zdravotnické zatfizeni dal$i pisemné
ozndmeni o poruseni zabezpeceni udaji
doporu¢enou  postou nebo  komercni
pfepravni spolecnosti organizaci CRO a
zadavateli na adresy uvedené v bod¢ 30 této
smlouvy.

Promptly upon discovery of the Data
Security Breach, but in no event later than
three (3) business days after sending the
email notice, Institution shall provide
additional written notice of the Data Security
Breach by registered post or commercial
courier, to CRO and Sponsor at the addresses
set forth under the Notices Section 30 of this
Agreement.

Zdravotnické zatizeni bude spolupracovat se
zadavatelem a CRO pii vyfizovani (a) reakci na
jakékoli poruseni zabezpeCeni tudaji a (b)
jakychkoli zadosti od subjektt udaju, jak je
popséno vyse, které budou zadavateli pfiméiené
adresovany s ohledem na jakékoli zpracovani
osobnich udaji ze strany zdravotnického
zafizeni. Zdravotnické zafizeni bude rovnéz
spolupracovat se zadavatelem zavedenim
vhodnych technickych a organiza¢nich opatieni s
ohledem na jakékoli zpracovani osobnich udaji
ze strany zdravotnického zafizeni, a to v rozsahu
poZadovaném a povoleném platnymi zdkony, za
ucelem splnéni povinnosti zadavatele reagovat
na takové Zadosti.

Institution will cooperate with Sponsor and CRO
with the handling of (a) responses to any Data
Security Breach and (b) any requests from Data
Subjects as described above, as reasonably
directed to Sponsor with respect to any
processing by the Institution of personal
information. Institution will also cooperate with
Sponsor by implementing appropriate technical
and organizational measures with respect to any
processing by the Institution of personal
information, to the extent required and allowed
by Applicable Law, for the fulfilment of
Sponsor's obligation to respond to such requests.
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12. Udaje z klinického hodnoceni, biologické
vzorky a zdznamy.

12. Trial Data, Biological Samples, and Records.

12.1 Udaje z klinického hodnoceni. V
pribéhu  klinického hodnoceni budou
zdravotnické zafizeni a hlavni zkousSejici
shromazdovat a odesilat ur¢ité udaje
zadavateli nebo jim povéfené osobé, jak je
uvedeno v protokolu. Tyto zahrnuji mimo
jiné formulafe CRF (¢i jejich ekvivalent)
nebo elektronické zdznamy dat, jakoZ i
veskeré dal$i dokumenty ¢i materidly
vytvorené pro klinické hodnoceni, u nichz je
poZadovéno, aby byly ptedloZeny zadavateli
nebo jim povéfené osobg, jako jsou
rentgenové snimky, snimky magnetické
rezonance nebo jiné typy lékaiskych snimka,
EKG, EEG ¢i jiné typy sledovani Ci vytiski
nebo souhrny dat (souhrnné déle jen ,,idaje
z Kklinického hodnoceni). Zdravotnické
zafizeni a hlavni zkouSejici zajisti piesné
a véasné shromazdéni, zaznamenani
a predloZeni udaju z klinického hodnoceni.

(a) Vlastnictvi ddaju z klinického
hodnoceni. Podle prava
zdravotnického zafizeni a/nebo
hlavniho zkousejictho
publikovat jakékoli tdaje z
klinického hodnoceni a
nevyhradni licence vyslovné
uvedené v této smlouvé, kterd
povoluje urcita pouziti, je
zadavatel vyhradnim vlastnikem
vSech ddaji  z klinického
hodnoceni. Aby se piedeslo
pochybnostem,  zdravotnické
zafizeni si  vidy ponechd
vlastnictvi vSech zdrojovych
dokumentt, jak jsou definovany
v ICH E6, které zdravotnické
zafizeni vytvofilo pro klinické
hodnoceni, s vyjimkou tdaji z
klinického hodnocenf
obsazenych ve  zdrojovych
dokumentech, které jsou ve
vlastnictvi zadavatele.

(b) Nevvyhradni licence. Zadavatel
udé€luje zdravotnickému zatizeni
a  hlavnimu  zkouSejicimu
bezplatnou, nevyhradni a
nepfenosnou licenci bez prdva
na sublicenci k pouZiti tdaji z
klinického hodnoceni vyhradné
pro interni, nekomer¢ni vyzkum,

12.1 Trial Data. During the course of the
Trial, Institution and Principal Investigator
will collect and submit certain data to
Sponsor or its designee, as specified in the
Protocol. This includes CRFs (or their
equivalent) or electronic data records, as well
as any other documents or materials created
for the Trial and required to be submitted to
Sponsor or its designee, such as X-ray, MRI,
CT scan or other types of medical images,
ECG, EEG, or other types of tracings or
printouts, or data summaries (collectively,
“Trial Data”). Institution and Principal
Investigator will ensure accurate and timely
collection, recording, and submission of
Trial Data.

(a) Ownership of Trial Data.
Subject to Institution’s and/or
Principal Investigator’s right to
publish any Trial Data and the
non-exclusive license expressly
set forth in this Agreement that
permits certain uses, Sponsor is
the exclusive owner of all Trial
Data. For the avoidance of
doubt, Institution shall at all
times retain ownership of all
Source Documents, as defined
per ICH E6, generated by the
Institution for the Trial, except
for the Trial Data contained
within  Source  Documents,
which shall be owned by
Sponsor.

(b) Non-Exclusive License.
Sponsor grants Institution and
Principal Investigator a royalty-
free non-exclusive, non-
transferable, license, with no
right to sublicense, to use Trial
Data solely for internal, non-
commercial research, Trial
Subject care or educational
purposes.

(c) Medical Records. Medical
records relating to Trial Subjects
that are not submitted to Sponsor
may include some of the same
information as is included in
Trial Data; however, Sponsor
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péci o subjekty hodnoceni nebo
vzdelavaci ucely.

makes no claim of ownership to
those documents.

() Lékaiské zaznamy. Lékarské (d) Personal Information Protection.
zdznamy tykajici se subjektil Each party represents and
hodnoceni, které nebyly warrants that  procedures
piedloZeny zadavateli, mohou compatible ~ with  relevant
obsahovat  nékteré stejné personal information and data
informace, které jsou obsaZeny v protection laws and regulations
udajich z klinického hodnocent; will be employed so that
zadavatel si vSak na tyto processing and transfer of such
dokumenty necini Zddny nérok. information and data identifiers

will not be impeded.

(d) Ochrana osobnich ddaji. Kazda

smluvni  strana  prohlaSuje
a zaruCuje, Ze budou pouZity
postupy slucitelné s piisluSnymi
zdkony a nafizenimi na ochranu
osobnich udaji  tak, aby
zpracovani a pfenos takovych
udajii a datovych identifikacnich
udaji nebyl znemoZnén.

12.2 Biologické vzorky. Pokud je to uvedeno

v protokolu, mohou zdravotnické zatizeni a

hlavni

zkouSejici odebirat od subjektl

hodnoceni biologické vzorky (dile jen
,biologické vzorky“) a poskytovat je
zadavateli nebo jim povétené osobeg.

12.2 Biological Samples. If so specified in
the Protocol, Institution and Principal
Investigator may collect from Trial Subjects
and provide to Sponsor or its designee
biological samples (“Biological Samples™).

(a) Use. Institution and Principal
(a) Pouziti. Zdravotnické zarizeni Investigator will use Biological
a hlavni zkouSejici pouziji Samples collected under the
biologické vzorky odebrané Protocol only in the manner and
podle protokolu pouze for the purpose described in the
zpusobem a k ti¢elu popsanému Protocol and ICF, and shall not
v protokolu a formulafi ICF a use Biological Samples in any
nepouZiji biologické vzorky other manner or for any other
Zadnym jinym zptisobem ani k purpose.
Zadnému jinému ucelu.
) (b) Sample Data. Sponsor or its
(b) Udaje ze vzorkl. Biologické designees will test Biological
vzorky budou testovany Samples as described in the
zadavatelem nebo jim Protocol. Unless otherwise
povéfenou osobou, jak je specified in the Protocol,

popsano v protokolu. Neni-li
v protokolu  uvedeno jinak,
nebude zadavatel poskytovat
vysledky takovych vySetieni
(déle jen ,udaje ze vzorku‘)
zdravotnickému zarizeni,
hlavnimu  zkouSejicimu  ani
subjektu hodnoceni. S tdaji ze
vzorkli se musi zachdzet jako
s udaji z klinického hodnoceni.

Sponsor will not provide the
results of such tests (“Sample
Data”) to the Institution or
Principal Investigator or Trial
Subject. Sample Data will be
treated as Trial Data; therefore,
if Sponsor provides Sample
Data to the Institution or
Principal Investigator, that data
will be subject to the permitted
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JestliZe tedy zadavatel poskytne
zdravotnickému zatfizeni nebo
hlavnimu zkouSejicimu ddaje ze
vzorkli, budou dané tdaje
podléhat povolenému pouZiti
udajii z klinického hodnoceni,
jak je popsédno v této smlouvé.

use of Trial Data as outlined in
this Agreement.

12.3 Zaznamy. Zdravotnické zafizeni a hlavni
zkousejici budou uchovévat vSechny zdznamy a
dokumenty tykajici se klinického hodnoceni za
podminek umoziujicich jejich stabilitu a ochranu
po dobu: (i) dvacetipéti (25) let po skonceni nebo
pfedcasném ukonceni klinického hodnoceni ve
vSech  zicastnénych  mistech  provadéni
klinického hodnoceni nebo (ii) jak jinak vyZaduji
platné zdkony. Zadavatel uhradi Zdravotnickému
zatizeni ndklady na uchovavani zdznamti mimo
pracovisté, at’ uz v tisténé nebo digitalni podobé,
po dobu, po kterou je zdravotnické zafizeni
povinno uchovdvat takové zdznamy po obdobi
uchovavéni popsaném v ¢4asti 12.3 (i) a (ii).

Zdravotnické zatizeni a hlavni zkousejici déle
souhlasi s tim, Ze povoli zadavateli, aby zajistil,
pokud to bude zadavatel vyZadovat, uchovavani
zaznami del$i dobu na ndklady zadavatele
pomoci opatfeni, které ochrdni davernost
zdznamd (napf. bezpecné uchovdvani mimo
misto provadeni klinického hodnoceni).

12.3__Records. Institution and Principal
Investigator will retain all records and
documents pertaining to the Trial under
storage conditions conducive to their
stability and protection, for the longest of: (i)
twenty five (25) years after completion or
earlier termination of the Trial at all
participating sites, or (ii) as otherwise
required by Applicable Law. Institution and
Principal Investigator further agree to permit
Sponsor to ensure that the records are
retained for a longer period if Sponsor so
requests, and at Sponsor’s expense, under an
arrangement that protects the confidentiality
of the records (e.g., secure off-site storage).
Sponsor shall reimburse Institution for the
costs of off-site records storage, whether in
hard copy or digital format, for the period of
time Institution is required to store such
records after retention period described in
Section 12.3 (i) and (ii).

13. Inspekce a audity.

13.Inspections and Audits.

13.1 Priistup. Zadavatel a jeho opravnéni
zastupci  a/nebo  opravnéni  zastupci
piislusného regula¢niho orgdnu mohou v
prabéhu a po skonceni klinického hodnoceni
ve vzijemné¢ dohodnutych terminech a
¢asech a v béZné pracovni dob¢: (i) zkoumat
a kopirovat (s vyjimkou osobnich udaja):
vSechny formulate CRF a dalsi zdznamy z
klinického hodnoceni (vCetné zaznamu a
lékatrskych karet subjektl hodnocent,
formulaid informovaného souhlasu subjektil
hodnoceni a zdznaml o pifjmu a vydeji
piipravku  zadavatele a srovndvaciho
ptipravku); (ii) zkoumat a kontrolovat
prostory a dalSi cinnosti souvisejici s
klinickym hodnocenim; a (iii) sledovat
prabéh klinického hodnoceni.

13.1 Access. Sponsor and its authorized
representatives and/or authorized
representatives of the applicable regulatory
authority may, during and after the Trial,
during mutually agreeable dates and times
and during regular business hours: (i)
examine and copy (except for personal
information): all CRFs and other Trial
records (including Trial Subject records and
medical charts, Trial Subject ICF documents,
and Sponsor Drug and Comparator Drug
receipt and disposition logs); (ii) examine
and inspect the facilities and other activities
relating to the Trial; and (iii) observe the
conduct of the Trial.

13.2 Oznamovéni. Zdravotnické zatizeni
a/nebo hlavni zkouSejici v rozsahu, ktery

13.2 Notice. Institution and/or Principal
Investigator shall, to the extent not prohibited
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neni zakdzdn platnymi zdkony, maji tyto
povinnosti: (i) co nejdiive informovat
zadavatele a CRO o jakémkoli dsili nebo
Zadosti ze strany vlady, pfislusného
regulacniho organu nebo jinych osob o
kontrolu nebo kontaktovani zdravotnického
zafizeni, mista provadéni klinického
hodnoceni, hlavniho zkouSejictho nebo
vyzkumnych pracovnikli v souvislosti s
klinickym hodnocenim; (ii) poskytnout
zadavateli a CRO kopii veSkerych sdéleni
zaslanych témito subjekty; a (iii) umoznit
zadavateli  zapojeni do  jakychkoli
navrhovanych nebo skute¢nych reakci
hlavniho zkousSejiciho nebo zdravotnického
zafizeni na takovd sdéleni a vyvinout
pfiméfené dusili k zajiSténi toho, aby
zadavatel mohl byt pfitomen nebo zastoupen
pti jakékoli takové navsteve.

by Applicable Law: (i) inform Sponsor and
CRO as soon as practicable of any effort or
request by the government, applicable
regulatory authority or other persons to
inspect or contact the Institution, Trial Site,
Principal Investigator or research staff with
regard to the Trial; (ii) provide Sponsor and
CRO with a copy of any communications
sent by such persons; and (iii) provide
Sponsor the opportunity to participate in any
proposed or actual responses by Principal
Investigator or Institution to such
communications and to make reasonable
efforts to ensure that Sponsor may be present
or represented during any such visit.

13.3 Spoluprice. Zdravotnické zafizeni a
hlavni zkousSejici zajisti plnou soucinnost
vyzkumnych pracovnikli s ¢leny NEK pii
jakékoli takové inspekci a zajisti vcasny
piistup k odpovidajicim zdznamim
audajim. Zdravotnické zafizeni a/nebo
hlavni zkouSejici bezodkladné vytesi veskeré
nesrovnalosti, které budou zjiSt€ény mezi
udaji z klinického hodnoceni a zdravotnimi
zdznamy subjekti hodnoceni.

13.3 Cooperation. Institution and Principal
Investigator will ensure the full cooperation
of the research staff and IEC members with
any such inspection or audit and will ensure
timely access to applicable records and data.
Institution and/or Principal Investigator will
promptly resolve any discrepancies that are
identified between the Trial Data and the
Trial Subject’s medical records.

14. Vyndlezy. Pokud pfi provddeni klinického
hodnoceni dojde k jakémukoli vyndlezu nebo
objevu, at’ uz patentovatelnému ¢i nikoli (déle jen
,vynalez), zdravotnické zafizeni a hlavni
zkousejici o tom budou neprodlené informovat
zadavatele. Zdravotnické zafizeni a hlavni
zkousejici souhlasi s postoupenim a timto
pfevadéji vesSkerd prdva, vlastnické privo a
podily na jakémkoli takovém vynédlezu na
zadavatele, a to bez jakychkoli zdvazkli nebo
protiplnéni nad rdmec stanoveny v této smlouvé.
Zdravotnické zafizeni a hlavni zkouSejici
pfijmou a zajisti, aby vyzkumni pracovnici
klinického hodnoceni pfijali veSkerda dals{
opatfeni nezbytnd nebo uzitecnd pro zdokonaleni
zajmu zadavatele nebo jim povefené osoby o
vynélezy, mimo jiné v¢etn¢ uzavieni dokumentt
0 postoupeni. Zdravotnické zafizeni a hlavni
zkouSejici poskytnou zadavateli pfiméfenou
soucinnost pii podavani jakychkoli patentovych
prihlaSek souvisejicich s vynélezy i pfi soudnich
sporech s nimi souvisejicich, a to na ndklady
zadavatele. Zdravotnické zatizeni a hlavni

14. Inventions. If the conduct of the Trial results
in any invention or discovery whether patentable
or not (“Invention”), Institution and Principal
Investigator will promptly inform Sponsor.
Institution and Principal Investigator agree to
assign and hereby assign all right, title and
interest in and to any such Invention to Sponsor,
free of any obligation or consideration beyond
that provided for in this Agreement. Institution
and Principal Investigator shall take, and shall
cause Trial research staff to take, all additional
actions necessary or useful to perfect the interest
of Sponsor or its designee in Inventions,
including without limit to execute assignment
documents. Institution and Principal Investigator
will provide reasonable assistance to Sponsor in
filing and prosecuting any patent applications
relating to Invention, at Sponsor’s expense.
Institution and Principal Investigator represent
and warrant that all Trial research staff are or will
be, prior to their participation in the performance
of the Trial, obliged to convey to Institution all
right, title and interest in and to any Invention.
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zkousejici prohlasuji a zarucuji, Ze vSichni
vyzkumni pracovnici, ktefi jsou zapojeni do
klinického hodnoceni, jsou nebo budou pied
svou ucasti v provadéni klinického hodnoceni
povinni pievést na zdravotnické zatizeni veskera
prava, vlastnické prdvo a podily na jakémkoli
vyndlezu. Zadavatel udéluje zdravotnickému
zafizeni a hlavnimu zkousSejicimu bezplatnou,
nevyhradni, nepfenosnou licenci bez priva na
sublicenci k pouZiti vyndlezi pro interni,
nekomeréni vyzkum, pro ucely predmétu
klinického hodnoceni nebo pro vzdélavaci dcely,
avsak za predpokladu, 7e tato licence neudéluje
7Zddné pravo na pouziti jakéhokoli jiného
duSevniho  vlastnictvi zadavatele, vcetné
neomezeného prava, které miize byt nezbytné pro
pouziti vynalez.

Sponsor grants Institution and Principal
Investigator a royalty-free, non-exclusive, non-
transferable license, with no right to sublicense,
to use Inventions for internal, non-commercial
research, Trial Subject or educational purposes,
provided however that this license does not grant
any right to use any other Sponsor intellectual
property, including without limit that which may
be necessary to use Inventions.

15. Publikovani.

15. Publications.

15.1 Zdravotnické zafizeni nebo hlavni
zkouSejici mohou zvefejnit vysledky
klinického hodnoceni na zdkladé informaci
shroméazdénych nebo vytvorenych
zdravotnickym  zafizenim a hlavnim
zkousejicim, at’ uz jsou vysledky piiznivé
pro piipravek zadavatele nebo nikoli, s
vyhradou omezeni uvedenych v tomto
dokumentu. Aby se vSak zabréanilo
nedmyslnému  zvefejnéni  divérnych
informaci nebo nechrdnénych vynélezi,
zdravotnické zafizeni a hlavni zkouSejici
daji zadavateli moZnost pfezkoumat a
vyjadrit se ke kazdé navrhované publikaci
nebo jinému typu zvefejnéni nejméné
Sedesdt (60) dni pted jejich predloZenim ke
zvetejnéni. Zdravotnické zafizeni a hlavni
zkousejici souhlasi s tim, Ze v dobré vite
zvazi ptripominky zadavatele a odstrani
odkazy na davérné informace (jiné nez
vysledky klinického hodnoceni) a na zadost
zadavatele odlozi zvefejnéni o dalSich
devadesit (90) dni, aby zadavatel mohl
ziskat odpovidajici ochranu duSevniho

vlastnictvi  informaci obsaZenych v
publikaci. Toto klinické hodnoceni je
souCasti  multicentrického  klinického

hodnoceni. Zdravotnické zafizeni a hlavni
zkousSejici se dohodli, zZe prvni publikace
bude spole¢nd publikace zahrnujici vS§echna
mista provadéni klinického hodnoceni.
Hlavni zkousSejici miize odmitnout podil
nebo uvedeni jako autor této spolecné
publikace. Pokud nebyl spolecny rukopis
predloZen k publikaci do osmnécti (18)

15.1 Institution or Principal Investigator
may publish the results of the Trial based on
information collected or generated by
Institution and Principal Investigator,
whether or not the results are favorable to
the Sponsor Drug, subject to the limitations
set forth herein. However, to ensure against
inadvertent disclosure of Confidential
Information or unprotected Inventions,
Institution and Principal Investigator will
provide Sponsor an opportunity to review
and comment on any proposed publication
or other type of disclosure at least sixty (60)
days before it is submitted for publication.
Institution and Principal Investigator agree
to consider Sponsor’s comments in good
faith and to remove references to
Confidential Information (other than Trial
results) and, at Sponsor’s request, to delay
publication for an additional ninety (90)
days in order to permit Sponsor to obtain
appropriate intellectual property protection
of information contained in the publication.
This Trial is part of a multi-center trial.
Institution and Principal Investigator agree
that the first publication is to be a joint
publication involving all Trial sites.
Principal Investigator is free to decline to
participate or be listed as an author in the
joint publication. If a joint manuscript has
not been submitted for publication within
eighteen (18) months of Trial completion or
termination of the Trial at all participating
sites and all data has been received, or if
Sponsor earlier informs Institution and
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mésict od skonceni klinického hodnoceni
nebo predcasného ukonceni klinického
hodnoceni na vSech zucastnénych mistech
provadéni klinického hodnoceni a pokud
byly obdrzeny vSechny udaje, piipadné

pokud  zadavatel  dffive  informuje
zdravotnické  zafizeni a  hlavniho
zkousejictho, Ze  publikace nebude
multicentrickd,  zdravotnické  zafizeni

a/nebo hlavni zkouSejici mohou publikovat
samostatne, S vyhradou ostatnich
pozadavki této smlouvy.

Principal Investigator that there will be no
multi-site publication, Institution and/or
Principal Investigator are free to publish
separately, subject to the other requirements
of this Agreement.

V piipadé, Ze zkouSejici zvefejni vysledky
klinického hodnoceni, napiiklad
prostfednictvim rukopisu, prezentace na
kongresu nebo prezentace na zasedani, a
zkousejici nepievede autorskd prdva na
Casopis nebo kongres jako podminku
zvetejnéni, md zadavatel pridvo ndsledné
distribuovat kopie publikace v souladu s
pozadavky této smlouvy.

In the event Investigator publishes results of
the Trial, for example, via a manuscript,
Congress  presentation or  meeting
presentation, and copyright is not
transferred to the journal or congress by
Investigator as a condition of publication,
subject to the requirements of this
Agreement, Sponsor shall have the right to
subsequently distribute copies of the
publication.

16. Propagace. Zadna strana nepouZije jméno
druhé strany nebo nékterého z jejich
zaméstnancli nebo jakoukoli jeji ochrannou
zndmku v reklamé, prodejnich propagacnich
materidlech nebo tiskovych zpravach bez
pisemného souhlasu druhé strany, s vyjimkou
ptipadl, kdy je takové zvefejnéni nezbytné k
dodrzeni platnych pravnich predpist, ke zpravam
zdravotnického zafizeni, k povinnému zvefejnéni
stfetu zajmu, potvrzeni sponzorstvi
vyZadovaného pokyny k védecké publikaci nebo
organizaci, ptipadné k Zadostem o financovani.
Zadavatel nebo jim povéefend osoba si vSak navic
vyhrazuje prdvo uvést jméno hlavniho
zkousejicitho nebo nazev zdravotnického zafizeni
pfi zaddvani protokolu a klinického hodnoceni do
databdze clinicaltrials.gov, do jinych vefejné
dostupnych registrd probihajicich klinickych
hodnoceni nebo do jinych systémil a
mechanismtl  zajiStujicich ndbor pacientd.
Zadavatel bere na védomi, Ze zdravotnické
zatizeni udrzuje své webové stranky, na nichZ
jsou zvefejilovany probihajici a aktivni klinicka
hodnoceni, do nichZ pravé probihd ndbor, aby
potencidlnim zdjemciim o tcast ve vyzkumnych
klinickych hodnocenich poskytla minimaln{
informace v souladu s informacemi na webovych
strankdach clinicaltrials.gov.

16. Publicity. No party will use the name of
another party or any of its employees or any of
its trademarks in any advertising, sales
promotional material, or press release without
written permission from the other party, except to
the extent such disclosure is necessary for
complying with Applicable Law, institutional
reports, mandatory conflict of interest
disclosures, acknowledgement of sponsorship
required by guidelines of a scientific publication
or organizations, or applications for funding. In
addition, Sponsor reserves the right to identify
the Principal Investigator and Institution in
association with a listing of the Protocol and the
Trial at clinicaltrials.gov, other publicly available
listings of ongoing clinical trials, or other patient
recruitment services or mechanisms. Sponsor
acknowledges that Institution maintains an
institutional website posting of on-going and
actively recruiting clinical trials to provide
minimal information, consistent with
information on the clinicaltrials.gov website, to
prospective clinical trial subjects interested in
participating in research studies.

17. Odskodnéni, omezeni odpovédnosti a Gjma

17. Indemnification, Limitation of Liability, and
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na zdravi subjektu hodnoceni.

Trial Subject Injury.

17. 1. Zadavatel se zavazuje odskodnit, hajit
nebo uhradit pfiméfené ndklady na obhajobu
a ochréanit (dale jen ,,odSkodnit*) hlavniho
zkousejiciho, misto provadéni klinického
hodnoceni a zdravotnické zafizeni a jejich
zmocnénce, vedouci pracovniky, z4stupce a
zameéstnance (spole¢né dale jen
,,odSkodnovana osoba zdravotnického
zafizeni) pred jakymkoli  ndrokem
vznesenym tfeti stranou na ndhradu Skody,
ndkladd, zavazki a vydaju (didle jen
Lharok“) v rozsahu vyplyvajicim z
provadéni hodnoceni ze strany
zdravotnického zafizeni v souladu s
protokolem, touto smlouvou, pisemnymi
pokyny zadavatele a platnymi zdkony.

17.1 Sponsor agrees to indemnify, defend or
cover reasonable costs of defense for, and
hold harmless (“Indemnify”) the Principal
Investigator, the Trial Site and Institution,
and their trustees, officers, agents, and
employees,  (collectively,  “Institution
Indemnitee”) against any claim filed by a
third party for damages, costs, liabilities, and
expenses (“Claim”) to the extent arising out
of the Institution Indemnitees conduct of the
Trial in compliance with the Protocol, this
Agreement, written instructions of Sponsor
and Applicable Law.

17.2 Vyjimky. Ze souhlasu zadavatele s
odskodnénim jsou vylouceny jakékoli
naroky, pokud vyplyvaji z: (a) nedodrZeni
protokolu (s vyjimkou pfipadi, kdy je
odchylka nutnd k ochrané prav, bezpecnosti
a blaha subjektti hodnoceni) nebo pisemnych
pokynt zadavatele; (b) nedodrzeni platnych
zdkonti nebo této smlouvy ze strany

odskodinované osoby zdravotnického
zafizeni; nebo (¢) nedbalosti nebo
umyslného pochybeni ze strany
odskodinované osoby zdravotnického
zatizeni.

17.2 Exclusions. Excluded from Sponsor’s
agreement to Indemnify are any Claims to
the extent arising out of: (a) failure by an
Institution Indemnitee to comply with the
Protocol (except to the extent a deviation is
required to protect the rights, safety and
welfare of Trial Subjects) or written
instructions from Sponsor; (b) failure of an
Institution Indemnitee to comply with
Applicable Law or this Agreement; or
(c) negligence or willful misconduct by an
Institution Indemnitee.

17.3 Zdravotnické zafizeni a zkouSejici
odskodni zadavatele a CRO a jejich ptislusné
feditele, vedouci pracovniky, zdstupce a
zaméstnance (dale jen ,,odSkodiiovana
osoba zadavatele a CRO*) pred jakymkoli
narokem tfeti strany v rozsahu vyplyvajicim
z (a) nedodrzeni protokolu nebo pisemnych
pokynl zadavatele ze strany odSkodiiované
osoby zdravotnického zafizeni  (b)
nedodrzeni platnych zdkonii nebo této
smlouvy ze strany odSkodiiované osoby
zdravotnického zarizeni, nebo (b) nedbalosti
nebo uUmysiného pochybeni odskodnované
osoby zdravotnického zafizeni.

17.3 Institution and Investigator shall
Indemnify Sponsor and CRO, and their
respective directors, officers, agents and
employees (“Sponsor and CRO
Indemnitees”) from and against any third
party Claim to the extent arising out of (a)
failure of an Institution Indemnitee to
comply with the Protocol or written
instructions from Sponsor (b) failure of an
Institution Indemnitee to comply with
Applicable Law or this Agreement, or (b) the
negligence or willful misconduct of an
Institution Indemnitee.

17.4 Oznamovani a spolupréce.
Odskodiiované osoby musi odSkodnujici
stran¢ ozndmit jakykoli ndrok, ktery je
predmétem odSkodnéni, a poskytnout ji
plnou soucinnost pfi jeho feSeni. Pokud o to
odskodnujici strana pozddd, souhlasi
odskodnované osoby s tim, Ze odSkodiujici

174 Notice and Cooperation. The
indemnitees must provide the indemnifying
party with prompt notice of, and full
cooperation in handling, any claim that is
subject to indemnification. If so requested by
the indemnifying party, the indemnitees
agree to authorize the indemnifying party to
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vy s

stranu povéfi vyhradnim fizenim obhajoby
odSkodiiovaného néroku.

carry out the sole management of defense of
an indemnified claim.

17.5 Urovnéni nebo kompromis. Zadné
urovnani nebo kompromis v piipade naroku,
na ktery se vztahuje toto ustanoveni o
odskodnéni, nebude pro odskodilované
osoby zavazné bez pfedchoziho pisemného
souhlasu odSkodiiovanych osob, pfic¢emz
tento souhlas nesmi byt bezdivodne
odepien. Zadna ze smluvnich stran neptizna
pochybeni jménem druhé strany bez
pisemného souhlasu této strany.

17.5 Settlement or Compromise. No
settlement or compromise of a claim subject
to this indemnification provision will be
binding on the indemnitees without the
indemnitees prior written consent, such
consent not to be unreasonably withheld.
Neither party will admit fault on behalf of the
other party without the written approval of
that party.

17.6 S VYJIMKOU VYDAJU
VYPLYVAJICICH Z PORUSENTI
ODSKODNENI A DUVERNOSTI
ZADAVATEL V ZADNEM PRIPADE
NENI ODPOVEDNY VvUCI
ZDRAVOTNICKEMU ZARIZENI NEBO
HLAVNIMU ZKOUSEJICIMU A
ZDRAVOTNICKE  ZARIZENI  ANI
HLAVNI ZKOUSEJICI NEJSOU
ODPOVEDNI VUCI ZADAVATELI ZA
USLY ZISK NEBO ZVLASTNI,
NAHODNE NEBO NASLEDNE SKODY
VYPLYVAJICI Z TETO SMLOUVY
NEBO SPOJENE S TOUTO SMLOUVOU
NEBO JEJIM PREDMETEM, AT UZJSOU
ZPUSOBENY JAKOUKOLI PRICINOU A
AT UZ SE TAKOVY NAROK ZAKLADA
NA SMLOUVE, DELIKTU (VCETNE
NEDBALOSTI) NEBO JINE
SKUTECNOSTI, A TO ANI V PRIPADE,
ZE JE OPRAVNENY ZASTUPCE
ZADAVATELE, ZDRAVOTNICKEHO
ZARIZENI NEBO HLAVNIHO
ZKOUSEJICIHO UPOZORNEN  NA
MOZNOST TAKOVE SKODY.

17.6 EXCEPT FOR EXPENSES ARISING
OuT OF BREACH OF
INDEMNIFICATION, AND
CONFIDENTIALITY, IN NO EVENT
SHALL SPONSOR BE LIABLE TO THE

INSTITUTION OR PRINCIPAL
INVESTIGATOR, NOR SHALL
INSTITUTION NOR PRINCIPAL

INVESTIGATOR BE LIABLE TO
SPONSOR, FOR ANY LOST PROFITS OR
SPECIAL, INCIDENTAL OR
CONSEQUENTIAL DAMAGES ARISING
OUT OF OR RELATING TO THIS
AGREEMENT, OR THE SUBJECT
MATTER HEREOF, HOWEVER CAUSED
AND WHETHER SUCH CLAIM IS

BASED IN  CONTRACT, TORT
(INCLUDING NEGLIGENCE) OR
OTHERWISE, EVEN IF AN

AUTHORIZED REPRESENTATIVE OF
SPONSOR, INSTITUTION OR
PRINCIPAL INVESTIGATOR IS
ADVISED OF THE POSSIBILITY OF
SUCH DAMAGES.

17.7 ZDRAVOTNICKE ZARIZENI A
HLAVNI ZKOUSEJICI JSOU
SROZUMENI, BEROU NA VEDOMI A
SOUHLASI S TIM, ZE PRIPRAVEK
ZADAVATELE MA VYZKUMNOU
POVAHU A ZE NA NEJ NENI
POSKYTOVANA ZADNA VYSLOVNA
ANI IMPLICITNI ZARUKA. BEZ
OMEZENI VYSE UVEDENEHO SE
ZADAVATEL VYSLOVNE  ZRIiKA
JAKYCHKOLI ZARUK PRODEJNOSTI
NEBO VHODNOSTI PRO URCITY UCEL,
S VYJIMKOU TOHO, ZE ZADAVATEL
PROHLASUJE, 7E PRIPRAVEK

17.7 INSTITUTION AND PRINCIPAL
INVESTIGATOR UNDERSTAND,
ACKNOWLEDGE AND AGREE THAT
THE SPONSOR DRUG IS
INVESTIGATIONAL IN NATURE AND
THAT NO WARRANTY, EITHER
EXPRESS OR IMPLIED, IS MADE
REGARDING THE SPONSOR DRUG.
WITHOUT LIMITING THE FOREGOING,
SPONSOR EXPRESSLY DISCLAIMS
ANY WARRANTIES OF
MERCHANTABILITY OR FITNESS FOR
A PARTICULAR PURPOSE, EXCEPT
THAT SPONSOR REPRESENTS THAT
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ZADAVATELE JE VYROBEN V
SOULADU SE VSEMI PLATNYMI
ZAKONY A SPRAVNOU VYROBNI
PRAXI.

THE SPONSOR DRUG IS
MANUFACTURED IN ACCORDANCE
WITH ALL APPLICABLE LAWS AND
GOOD MANUFACTURING PRACTICES.

17.8 S VYJIMKOU  PRIPADU
VYSLOVNE UVEDENYCH V TETO
SMLOUVE NEPOSKYTUJI
ZDRAVOTNICKE ZARIZENI A HLAVNI
ZKOUSEJICI ZADNE ZARUKY,
VYSLOVNE ANI PREDPOKLADANE,
TYKAIJICI SE PRODEJNOSTI UDAJU Z

KLINICKEHO HODNOCENI NEBO
JAKYCHKOLI VYNALEZU
VYPLYVAJICICH Z KLINICKEHO
HODNOCENI NEBO JEJICH

VHODNOSTI PRO URCITY UCEL.

17.8 EXCEPT AS SPECIFICALLY SET

FORTH IN THIS AGREEMENT,
INSTITUTION AND PRINCIPAL
INVESTIGATOR MAKE NO

WARRANTIES, EXPRESS OR IMPLIED,
AS TO THE MERCHANTABILITY OR
FITNESS FOR A  PARTICULAR
PURPOSE OF THE TRIAL DATA OR
ANY INVENTIONS ARISING FROM THE
TRIAL.

17.9 Omezeni odpovédnosti CRO. CRO
vyslovné odmitd veSkerou odpovédnost
tykajici se pfipravku zadavatele nebo
protokolu, s vyjimkou situaci, kdy tato
odpovédnost  vyplyvd z  pochybeni,
opomenuti nebo imyslného jednani CRO.

17.9 Limit of Liability of CRO. CRO
expressly disclaims any and all liability
whatsoever in connection with the Sponsor
Drug or the Protocol except to the extent that
such liability arises from CRO’s negligent
act, omission or willful misconduct.

17.10 Ujma na zdravi subjektu hodnoceni.
Ujma na zdravi subjektu klinického
hodnoceni predstavuje fyzickou djmu
(v€etn€ umrti) nebo psychiatrickou ptihodu
piimo zplsobenou podanim ¢i  uZitim
ptipravku  zadavatele dle pozadavki
protokolu, nebo podini srovndvaciho
piipravku  nebo  provddéni  postupu
vyZadovaného protokolem, ktery by subjekt
klinického hodnoceni pravdépodobné neuzil
nebo nepodstoupil, pokud by se nedcastnil
klinického hodnoceni. Ujma  subjektu
hodnoceni nezahrnuje pfirozeny vyvoj
jakéhokoli zakladniho onemocnéni nebo jiz
existujictho stavu. Zadavatel se zavazuje
uhradit zdravotnickému zafizeni a/nebo
hlavnimu zkousSejicimu skute¢né ndklady na
diagnostické postupy a lékaiské oSetfeni
nezbytné ke stanoveni diagndzy a 1€¢bé 4jmy
subjektu hodnoceni, s vyjimkou djmy
subjektu hodnoceni zptisobené nedbalosti
nebo uUmyslnym jedndnim zdravotnického
zafizeni nebo hlavniho  zkousSejiciho.
Zdravotnické zatfizeni a hlavni zkouSejici
souhlasi s tim, Ze poskytnou nebo zajisti
rychlé stanoveni diagnézy a Iékarské
oSetfeni jakékoli 4jmy subjektu hodnocend,
ke které dojde v disledku ucasti subjektu
hodnoceni v klinickém  hodnoceni.

17.10 Trial Subject Injury. Trial Subject
injury means a physical injury (including
death) or drug-related psychiatric event
directly caused by administration or use of
the Sponsor Drug as required by the
Protocol, or administration of a Comparator
Drug or performance of a Protocol-required
procedure that the Trial Subject would likely
not have received if the Trial Subject had not
participated in the Trial. Trial Subject injury
does not include the natural progression of
any underlying disease or pre-existing
condition. Sponsor agrees to reimburse
Institution and/or Principal Investigator for
the actual cost of diagnostic procedures and
medical treatment necessary to diagnose and
treat a Trial Subject injury, except for any
Trial Subject Injury caused by Institution or
Principal Investigator’s negligence or willful
misconduct. Institution and Principal
Investigator agree to provide or arrange for
prompt diagnosis and medical treatment of
any Trial Subject injury experienced by a
Trial Subject as a result of the Trial Subject’s
participation in the Trial. Institution and
Principal Investigator shall promptly notify
Sponsor of any such Trial Subject injury.
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Zdravotnické zatizeni a hlavni zkouSejici
neprodlené¢ oznami zadavateli jakoukoli
takovou djmu na zdravi subjektu hodnoceni.

18. Ukonceni.

18. Termination.

18.1 Podminky ukonceni. Platnost této
smlouvy ukonéi kterdkoli z ndsledujicich
udélosti, jez nastane diive:

18.1Termination Conditions. This
Agreement terminates upon the earlier of
any of the following events:

18.2 Nesouhlas nebo odvoldni schvdleni
NEK. Pokud bez zavinéni zdravotnického
zatizeni nebo hlavniho zkousejictho nebude
klinické hodnoceni nikdy zahdjeno z divodu
neschvaleni ze strany NEK nebo pokud NEK
odvola schvaleni klinického hodnoceni,
miZe byt tato smlouva kteroukoli stranou
okamZité vypovézena.

18.2 IEC Disapproval or Withdrawal. If,
through no fault of Institution or Principal
Investigator, the Trial is never initiated
because of IEC disapproval, or the IEC
withdraws approval of the Trial, this
Agreement can be terminated by any party
immediately.

18.3 Skonceni klinického hodnoceni. Pro
ucely této smlouvy se klinické hodnoceni
povazuje za skoncené (déle jen ,,skonceni
klinického hodnoceni*) (i) po dokonceni
vSech cCinnosti poZadovanych protokolem
pro vSechny zatazené subjekty hodnoceni
nebo po pred¢asném ukonceni ucasti vSech
zatazenych subjektd hodnoceni, nebo pokud
bylo dosazeno celkového poctu zatazenych
subjektli potfebného pro multicentrické
klinické hodnoceni a =zadavatel ukonci
zatazovani subjekt hodnoceni a v misté
provadéni klinického hodnoceni nejsou v
souCasné dob¢ zatfazeni Zadni pacienti; (ii)
poté, co zadavatel obdrZel vSechny tadné
vyplnéné formulare CRF a v§echny piislusné
udaje pozadované protokolem, dokumenty
ke klinickému hodnoceni a biologické
vzorky; (iii) poté, co byly vyfeSeny vSechny
dotazy tykajici se udaji; (iv) poté, co byly
dokonceny vSechny uzaviraci cinnosti a
vyfeSeny problémy; (v) poté, co vesSkery
piipravek zadavatele a srovndvaci piipravek
byly zaevidovdny a vriceny nebo zniCeny
podle pokynti zadavatele; a (vi) poté, co byly
obdrzeny vSechny platby dluzné vuci
kterékoli smluvni strang. Této smlouvé
uplyne platnost, jakmile bude klinické
hodnoceni skonceno. Zadavatel je povinen
pisemnég informovat zdravotnické zafizeni o
ukoncenfi klinického hodnoceni celosvetove.

18.3Trial Completion. For purposes of this
Agreement, the Trial is considered complete
(“Trial Completion”) after (i) conclusion of
all Protocol-required activities for, or earlier
discontinuation of, all enrolled Trial
Subjects, or if the total enrollment needed for
the multi-center trial has been achieved and
Sponsor  discontinues  Trial ~ Subject
enrollment and there are no currently
enrolled patients at the Trial Site; (ii) receipt
by Sponsor of all properly completed CRFs
and all relevant Protocol-required data, Trial
documents and Biological Samples; (iii) all
data queries have been resolved; (iv) all
closeout activities have been completed and
issues resolved;(v) all Sponsor Drug and
Comparator Drug have been accounted for
and returned or destroyed per Sponsor
instructions; and (vi) all payments due to any
party have been received. This Agreement
will terminate upon Trial Completion.
Sponsor will notify Institution in writing if
the Trial is terminated at all participating
sites.

18.4  PfedCasné ukonceni klinického
hodnoceni. Pokud je klinické hodnoceni
ukonceno predcasné, jak je popsdno niZe,
bude smlouva ukoncena poté, co zadavatel

18.4Early Termination of Trial. If the Trial is
terminated early as described below, the
Agreement will terminate after receipt by
Sponsor of all properly completed CRFs and
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obdrzi vSechny fadné€ vyplnéné formuléie
CRF a vSechny pfislusné idaje pozadované
protokolem, dokumenty ke klinickému
hodnoceni a biologické vzorky, budou
vyfeSeny vSechny dotazy tykajici se udaji,
budou dokon¢eny vSechny uzaviraci ¢innosti
a vyfeSeny vSechny problémy, veskery
piipravek zadavatele a srovnavaci piipravek
bude vracen podle pokynti zadavatele a
budou obdrzeny vSechny platby dluzné vici
kterékoli smluvni strané.

all relevant Protocol-required data, Trial
documents and Biological Samples; all data
queries have been resolved; all closeout
activities have been completed and issues
resolved; all Sponsor Drug and Comparator
Drug have been returned per Sponsor
instructions; and all payments due to any
party have been received.

18.5 Ukonceni klinického hodnoceni na
zékladé vypovédi. Zadavatel si vyhrazuje
pravo  klinické  hodnoceni  ukoncit
z jakéhokoli diivodu na zdklad¢ tticetidenni
(30 kalenddinich dni) pisemné vypovédi

18.5Termination of Trial Upon Notice.
Sponsor reserves the right to terminate the
Trial for any reason upon thirty (30) calendar
days written notice to Institution and
Principal Investigator.

zdravotnickému zafizeni a hlavnimu
zkousejicimu.
18.6 Okamzité  ukonéeni  klinického 18.6Immediate Termination of Trial by

hodnoceni ze strany zadavatele. Zadavatel si
dadle vyhrazuje pravo ukoncit klinické
hodnoceni okamzité na zaklad¢ pisemného
ozndmeni zdravotnickému zafizeni a
hlavnimu  zkouSejicimu z davodd, jez
zahrnuji: nezafazeni dostate¢ného poctu
subjektll hodnoceni potfebného k dosazeni
cila provadéného hodnoceni, podstatné
nepovolené odchylky od protokolu nebo
pozadavku tykajicich se podavani hlaseni,
okolnosti, které podle zadavatele predstavuji
riziko pro zdravi ¢i kvalitu Zivota subjektil
hodnoceni, nebo  podniknuti  kroku
regulacnitho ufadu ohledn¢ klinického
hodnoceni nebo hodnoceného piipravku
zadavatele ¢i srovndvaciho pfipravku.

Sponsor. Sponsor further reserves the right to
terminate the Trial immediately upon written
notification to Institution and Principal
Investigator for causes that include failure to
enroll Trial Subjects at a rate sufficient to
achieve Trial performance goals; material
unauthorized deviations from the Protocol or
reporting requirements; circumstances that in
Sponsor’s opinion pose risks to the health or
wellbeing of Trial Subjects; or regulatory
agency actions relating to the Trial or the
Sponsor Drug or Comparator Drug.

18.7 Okamzité ukonceni  klinického
hodnoceni ze strany zadavatele a/nebo
hlavniho zkousejiciho. Zdravotnické zatizeni
a/nebo hlavni zkousSejici si vyhrazuji pravo
ukoncit klinické hodnoceni okamzité na
zéklad¢ ozndmeni zadavateli a/nebo CRO,
jestlize je od n¢ odpovédnou NEK
pozadovano, aby tak ucinilo, ¢i je-li takovéto
ukonéeni vyZadovano z divodl ochrany
zdravi subjektt klinického hodnoceni.

18.7Immediate Termination of Trial by
Institution and/or Principal Investigator.
Institution and/or Principal Investigator
reserve the right to terminate the Trial
immediately upon notification to Sponsor
and/ or CRO if requested to do so by the
responsible IEC or if such termination is
required to protect the health of Trial
Subjects.

18.8 Platba pri predé¢asném ukonceni. Je-li
klinické hodnoceni v souladu s touto
smlouvou predCasné ukonceno,
zadavatel/CRO provede konecnou platbu
rovnajici se ¢astce dluzné za jiZ vykonanou

18.8Payment upon Termination. If the Trial
is terminated early in accordance with this
Agreement, Sponsor/CRO will provide a
termination payment equal to the amount
owed for work already performed up to and
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praci, ato do dne ucinnosti ukonceni
v souladu s pfilohou A (Platebni podminky),
s odectenim plateb, které jiz byly provedeny.
Kone¢nd platba bude zahrnovat veskeré
nezrusitelné vydaje kromé€ budoucich
persondlnich nakladii, pokud vznikly fddnym
zplisobem abyly vyhledové schvaleny
zadavatelem, a pouze v rozsahu, v jakém je
neni mozné pfiméfenym zplsobem sniZit.
Jestlize nebylo klinické hodnoceni nikdy
zahdjeno z divodu zamitnuti ze strany
nezavislé EK, uhradi zadavatel
zdravotnickému zafizeni poplatky NEK
a veskeré dalsi vydaje, které byly vyhledove
zadavatelem pisemné schvéleny.

including the effective date of termination, in
accordance with Attachment A (Payment
Terms), less payments already made. The
termination payment will include any non-
cancelable expenses, other than future
personnel costs, so long as they were
properly  incurred and  prospectively
approved by Sponsor, and, only to the extent
such costs cannot reasonably be mitigated. If
the Trial was never initiated because of
disapproval by the IEC, Sponsor will
reimburse Institution for IEC fees and for any
other expenses that were prospectively
approved, in writing, by Sponsor.

18.9 Vriceni materidld. Pokud zadavatel
nebo CRO nedaji jiny pisemny pokyn,
zdravotnické zafizeni a hlavni zkousSejici
neprodlené vriti na ndklady zadavatele
veskeré materidly dodané zadavatelem pro
ucely provadéni klinického hodnoceni,
véetn€ formulaia CRF a veskerého vybaveni
dodaného zadavatelem (definovano niZe).
Zdravotnické zafizeni vrati a/nebo znici
veskery nepouzity piipravek zadavatele,
piipadné srovndvaci piipravek, a to na
naklady zadavatele a podle jeho pokynd.

18.9Return of Materials. Unless Sponsor or
CRO instructs otherwise in writing,
Institution and Principal Investigator will
promptly return all materials supplied by
Sponsor, at Sponsor’s expense, for Trial
conduct, including CRFs and any Sponsor-
supplied Equipment (hereinafter defined).
Institution will return and/or destroy any
unused Sponsor Drug or Comparator Drug,
as applicable, at Sponsor’s expense and
according to Sponsor’s instructions.

19. Pojisténi.

19.

Insurance.

19.1 Zdravotnické zafizeni a hlavni
zkousejici zajisti a budou udrzovat v plné
platnosti a G¢innosti po celou dobu provadéni
klinického hodnoceni (a po skonceni
klinického hodnoceni) pojisténi nebo
samopojisténi odpovédnosti za  Skodu
zplisobenou pri vykonu povolani
lékatepti¢emz limity budou v souladu s
platnymi pravnimi piedpisy pro vSechny
zdravotnické pracovniky provadéjici
klinické hodnoceni a dostatecné vysoké ke
splnéni zavazkd vyplyvajicich z povinnosti
uvedenych v této smlouve.

19.1 Institution and Principal Investigator
will secure and maintain in full force and
effect throughout the performance of the
Trial (and following termination of the Trial)
insurance or self-insurance coverage for
medical professional liability with limits in
accordance with Applicable Law for all
medical professionals conducting the Trial
sufficient to meet its liability obligations
expressed in this Agreement herein.

19.2 Zadavatel zajisti a bude udrzovat v plné
platnosti a i¢innosti pojistné kryti, aby splnil
své zavazky tykajici se odSkodnéni a
odpovédnosti uvedené v této smlouvé v
souladu s platnymi zdkony.

19.2 Sponsor will secure and maintain in full
force and effect insurance coverage to fulfill
its indemnification and liability obligations
expressed in this Agreement herein in
accordance with Applicable Law.

19.3 Pojisténd strana je povinna pisemné
ozndmit ostatnim strandm zruSeni nebo
omezeni tohoto pojisténi tficet (30) dni
pfedem. Na vyZidédni smluvni strany

19.3 The insured party shall provide the other
parties with thirty (30) days’ prior written
notice of cancellation or reduction of such
insurance. Upon request of a party, the

Hlavni zkousSejici: | Zdravotnické zafizeni: Fakultni nemocnice Hradec Kralove | Insmed Incorporated / PI:
Fakultni nemocnice Hradec Kralove | Insmed Incorporated

Nazev dokumentu: Trojstranna smlouva o provedeni klinického hodnoceni (zadavatel) v08032020T | Finalni verze dokumentu: INS1007-
221,CZE005 / Doc Name: Tripartite CTA (Sponsor) v08032020T | INS1007-221;CZE005 Strana / Page 28 /76

| Institution:



Duvérné / Confidential

pfedlozi pojisténd strana potvrzeni o
pojisténi, které doklada toto pojisténi nebo
samopojisténi.

insured party shall provide a certificate of
insurance evidencing such insurance or self-
insurance.

20. Vzajemna prohlaSeni a zaruky. Kazda
smluvn{ strana timto prohlasuje a zarucuje, Ze ma
plné pravo a oprdavnéni uzaviit tuto smlouvu a
plnit vSechny zdvazky v ni uvedené a Ze tato
smlouva a jeji podminky a zdvazky nejsou v
rozporu s Zadnym jinym smluvnim nebo jinym
zévazkem, ktery by mohla mit, ani jej neporusuji.

Smluvni strany berou na védomti, Ze do uvefejnéni
kone¢né smlouvy zdravotnickym zafizenim v
Ceském registru smluv nedojde k Z4dné zahajovaci
navstévé a dodani hodnoceného piipravku
zadavatelem.

20. Mutual Representations and Warranties.
Each party hereby represents and warrants that it
has full right and authority to enter into this
Agreement and perform all of the obligations
contemplated herein, and that this Agreement
and its terms and obligations are not inconsistent
with, or in violation of, any other obligation,
contractual or otherwise, which it may have.

The contracting parties acknowledge that the
initiation visit and delivery of the Sponsor Drug
will not take place until the final Agreement is
published in the Czech Register of Agreements
by Institution.

21. Postoupeni a pfidéleni. Zadavatel téz muizZe
kdykoli a na zdkladé¢ pisemného ozndmeni
zdravotnickému zafizen{ a hlavnimu
zkousejicimu prevzit zavazky a pradva CRO nebo
nahradit CRO jinym nezavislym dodavatelem.
Zdravotnické zatfizeni ani hlavni zkouSejici
nepostoupi Zadné z prav ¢i zdvazki podle této
smlouvy jakékoli tfeti strané ani je
subdodavatelsky nezajisti pomoci jakékoli tieti
strany bez predchoziho pisemného souhlasu
zadavatele a vyslovné dohody zdravotnického
zatizeni, hlavniho zkousSejictho, CRO a
piislusného nového nabyvatele ¢i subdodavatele.
Hlavni zkousSejici a/nebo zdravotnické zatizeni
musi zadavatele predem informovat pred
pfesunutim hlavniho zkousSejictho nebo mista
provadéni klinického hodnoceni na jiné misto.
Zadavatel miZe tuto smlouvu postoupit na
pridruzenou spolecnost nebo na jakykoli subjekt,
se kterym se slou¢i nebo ktery ziskd veskery
majetek nebo podstatnou ¢ast majetku zadavatele
souvisejictho s touto smlouvou, postoupeni
nasledné ozndmi Zdravotnickému zafizeni a
Hlavnimu zkouSejici. Tato smlouva bude
zdvaznd pro ndstupce a povolené nabyvatele
zadavatele a nabude G¢innosti v jejich prospéch.

21. Assignment and Delegation. Sponsor may at
any time and upon written notice to Institution
and Principal Investigator assume the obligations
and rights of CRO or substitute CRO with
another independent contractor. None of the
rights or obligations under this Agreement will
be assigned or subcontracted by Institution or
Principal Investigator to another without the
prior written consent of Sponsor, and the express
agreement of Institution, Principal Investigator,
CRO, and the requisite new assignee or
subcontractor. Principal Investigator and/or
Institution must notify Sponsor, in advance, prior
to the moving of Principal Investigator or the
Trial Site to another location. Sponsor may
assign this Agreement to an affiliate or to any
entity with whom it merges, or which acquires all
or substantially all of Sponsor’s assets related to
this Agreement, with notice to the Institution and
Principal Investigator. This Agreement will bind
and inure to the benefit of the successors and
permitted assigns of the Sponsor.

22. Vybaveni. Zadavatel mize poskytnout ¢i u
jiného dodavatele zajistit urcité vybaveni, které
budou zdravotnické zafizeni a hlavni zkouSejici
pouzivat pii provadéni klinického hodnoceni
(ddle jen ,vybaveni®). flprava pouZiti,
vlastnictvi a nakldddni s vybavenim je bliZe
popsdna v samostatné dohod¢ mezi stranami,

22. Equipment. Sponsor may provide, or arrange
for a vendor to provide, certain equipment for use
by Institution and Principal Investigator during
the conduct of the Trial (“Equipment”).
Equipment use, ownership and disposition terms
are further outlined in a separate agreement
between the parties, entitled MEDICAL
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SMLOUVA 0 VYPUJCCE
ZDRAVOTNICKEHO PROSTREDKU.

DEVICE LOAN AGREEMENT.

23. Pretrvavani zdvazkd. Zavazky tykajici se
majetkovych  pfiznani, zdkazi  Cinnosti,
finanCnich ujedndni, davérnych informaci,
vynalezil, zdznamt, auditu, publikaci, propagace,
zdkazu cinnosti, vylouceni, udé€leni licenci a
odpovédi, odSkodnéni, omezeni odpovédnosti a
Ujmy subjektii hodnoceni, pojisténi a ukonceni
smlouvy pfetrvaji i po ukonceni platnosti této
smlouvy, stejné tak jako dalsi ustanoveni v této
smlouvé ¢i jejich piilohach, které svou povahou
a zamérem zustdvaji platnymi po skonceni doby
platnosti této smlouvy.

23. Survival of Obligations. Obligations relating
to Financial Disclosures, Debarment, Financial

Arrangements, Confidential Information,
Inventions, Records, Audit, Publications,
Publicity, Debarment, Exclusion, Licensure and
Response, Indemnification, Limitation of

Liability, and Trial Subject Injury, Insurance,
and Termination survive termination of this
Agreement, as do any other provision in this
Agreement or its Attachments that by its nature
and intent remains valid after the term of the
Agreement.

24. Uplné ujedndni. Tato smlouva obsahuje
uplnou dohodu stran a nahradi ke dni Gc¢innosti
veSkeré dalsi dohody mezi stranami tykajici se
tohoto klinického hodnoceni. Tato smlouva
mize byt prodlouZena, obnovena ¢i jinak
zménéna pouze pisemné na zdkladé vzajemného
souhlasu stran formou pisemného dodatku.
Z4dné upusténi od jakékoli Ihdty, ujednani &i
podminky této smlouvy nebo jejich poruseni bez
ohledu na to, zda k nému doslo v jednom nebo
vice piipadech jednanim ¢&i jinak, nebude
povazovano ani vykldddno jako dalsi nebo
pokracujici upusténi od jakékoli takové lhuty,
ujednani ¢i podminky, ani jako jejich pfedchozi,
souCasné ¢i nasledné poruseni, resp. poruSeni
jakékoli jiné lhity, ujednani nebo podminky této
smlouvy stejného ¢i jiného charakteru.

Smluvni strany berou na védomi, Ze tato
Smlouva bude uvefejnéna v registru smluv v
souladu se zdkonem ¢. 340/2015 Sb., o registru
smluv a uvefejnéni smlouvy provede
Zdravotnické zafizeni.

Ucinnost Smlouvy nabude uvefejnénim v
registru smluv.

Zdravotnické zafizeni vyzaduje pfed podpisem
Smlouvy zaslat odsouhlasenou findlni verzi
Smlouvy ve strojové Citelném formétu s
podbarvenym textem, ktery zadavatel povaZuje
za obchodni tajemstvi. Zdravotnické zatizeni je
povinno ziskat souhlas zadavatele pied tim, nez
bude kone¢nou verzi Smlouvy dédle ménit nad
rdmec podbarveného textu ze strany zadavatele.

Tato Smlouva je sepsdna v Ceském a anglickém
jazyce a smluvni strany povazuji ob¢ jazykové

24. Entire Agreement. This Agreement contains
the complete understanding of the parties and
will, as of the Effective Date, supersede all other
agreements between the parties concerning the
specific Trial. This Agreement may only be
extended, renewed or otherwise amended in
writing, by the mutual consent of the parties, in
the form of a written amendment. No waiver of
any term, provision or condition of this
Agreement, or breach thereof, whether by
conduct or otherwise, in any one or more
instances will be deemed to be or construed as a
further or continuing waiver of any such term,
provision or condition, or any prior,
contemporaneous or subsequent breach thereof,
of any other term, provision or condition of this
Agreement whether of a same or different nature.

The contracting parties acknowledge that this
Agreement will be published in the register of
contracts in accordance with Act No. 340/2015
Coll., on the register of contracts and publication
of the contract will be carried out by the
Institution.

The Agreement will become effective upon
publication in the register of contracts.

Before signing the Agreement, the Institution
requires sending the agreed final version of the
Agreement in a machine-readable format with
colored text, which the Sponsor considers to be a
trade secret. The Institution is obliged to obtain
the consent of the Sponsor before further
changing the final version of the Agreement
beyond the framework of the colored text by the
Sponsor.
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verze za rovnocenné, avSak pro piipad
vykladovych nesrovnalosti mezi jednotlivymi
verzemi se smluvni strany dohodly, Ze pfednost
m4 Ceska verze Smlouvy.

This Agreement is written in Czech and English,
and the contracting parties consider both
language versions to be equivalent, but in case of
interpretation  discrepancies  between the
individual versions, the contracting parties have
agreed that the Czech version of the Agreement
takes precedence.

25. Rozpor s ptilohami. Pokud jsou podminky
nebo ustanoveni této smlouvy v rozporu s
podminkami a ustanovenimi protokolu, budou
podminky a ustanoveni této smlouvy nadfazené,
pokud se jedna o pravni a obchodni zalezitosti, a
podminky a wustanoveni protokolu budou
rozhodujici, pokud jde o technicky vyzkum a
védecké zdleZitosti, pokud se strany pisemné
nedohodnou jinak.

25. Conflict with Attachments. To the extent that
terms or provisions of this Agreement conflict
with the terms and provisions of the Protocol, the
terms and provisions of this Agreement will
control as to legal and business matters, and the
terms and provisions of the Protocol will control
as to technical research and scientific matters
unless expressly agreed in writing between the
parties.

26. Vztah mezi  smluvnimi  stranami.

26. Relationship of the Parties. The relationship

Vztah zdravotnického zafizeni a hlavniho
zkousejiciho k zadavateli je vztahem nezavislého
dodavatele, anikoli  vztahem  partnerd,
zmocnénce a zmocnitele, zaméstnance
a zaméstnavatele, spolecnym podnikem ani
jinym podobnym vztahem.

Zadavatel a CRO se timto zavazuji, Ze
v souvislosti s timto klinickym hodnocenim
neuzaviou Z4dnou jinou smlouvu s Zadnym
zaméstnancem zdravotnického zafizeni.

of Institution and Principal Investigator to
Sponsor is one of independent contractor and not
one of partnership, agent and principal, employee
and employer, joint venture, or otherwise.

The Sponsor and the CRO hereby agree not to
enter into any other contract with any employee
of the Institution in connection with the Trial.

27. Vy&si moc. Z4adn4 ze stran nebude odpovédn4
za opozdéné plnéni nebo nesplnéni zavazkl
plynoucich z této smlouvy, jestlize takové
zpozdéni ¢i nesplnéni vzniklo dusledkem
okolnosti, které se vymykaji jejich pfiméfené
kontrole (mimo jiné vcetné jakékoli vyssi moci,
vladniho opatieni, nehody, stdvky, terorismu,
bioterorismu, vyluky ¢i jiné formy protestnich
akci zaméstnanci) a které byly bezodkladné
oznameny druhé stran¢ (dale jen ,,vy$$i moc®).
Jakykoli piipad vysS$i moci nezaklddd poruseni
této smlouvy a doba na plnéni bude
odpovidajicim zplsobem prodlouZena, avsak za
predpokladu, Ze postizend strana vynaloZi
pfiméfené usili, aby se takové pfic¢iné neplnéni
vyhnula nebo ji odstranila, a bude pokracovat v
plnéni, kdykoli bude takova pti¢ina odstranéna, a
déle za predpokladu, Ze tento piipad trva déle nez
tficet (30) dni, strany mohou zalit jednat o
zmirnéni nésledkl vyss$i moci, a pokud je to
mozné, mohou se dohodnout na jinych
opatienich pfiméfenych danym okolnostem.

27. Force Majeure. Neither party will be liable
for delay in performing or failure to perform
obligations under this Agreement if such delay or
failure results from circumstances outside its
reasonable control (including, without limitation,
any act of God, governmental action, accident,
strike, terrorism, bioterrorism, lock-out or other
form of industrial action) promptly notified to the
other party (“Force Majeure”). Any incident of
Force Majeure will not constitute a breach of this
Agreement and the time for performance will be
extended accordingly; provided however, the
affected party will use reasonable efforts to avoid
or remove such cause of non-performance and
will continue its performance whenever such
cause is removed, and provided further that if it
persists for more than thirty (30) calendar days,
then the parties may enter into discussions with a
view to alleviating its effects and, if possible,
agreeing on such alternative arrangements as
may be reasonable in all of the circumstances.

28. Rozhodné pravo a feSeni sporu. Na zdkladé

28. Governing Law and Dispute Resolution.
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podminek provadéni klinického hodnoceni tak,
jak jsou popsany vyse, se bude tato smlouva fidit
abude vykldddna v souladu se zdkony Ceské
republiky, aniZ by se uplatiiovaly kolizni normy.
V piipadé jakychkoli sport, neshod, rozporii
nebo ndroku (dale jen ,.spor®) vyplyvajicich z
této smlouvy strana, kterd spor vyvolala,
neprodlené pisemné ozndmi ostatnim stranim
povahu sporu a jeho skutkové okolnosti. Do
patnacti (15) kalendainich dnii od takového
ozndmeni se smluvni strany v dobré vite pokusi
dosdhnout rozumného feSeni sporu, vcetné
eskalace na nadfizené osoby kaZzdé smluvni
strany zapojené do pifedmétu sporu. Smluvni
strany berou na védomi a souhlasi, Ze projednani
a rozhodovan{ ptipadnych Sport, které nebudou

Subject to the terms of the Trial conduct as
outlined above, this Agreement shall be governed
by and construed in accordance with the laws of
the Czech Republic without giving effect to
conflict of law provisions. In the event of any
disputes, differences, controversies, or claims
(“Dispute”) arising under this Agreement, the
party raising the Dispute will promptly notify the
other parties in writing of the nature of the
Dispute and the factual background. Within
fifteen (15) calendar days following such notice,
the Parties will attempt in good faith to reach a
reasonable solution to the Dispute, including
escalation to senior level persons of each party
involved in the subject matter of the Dispute.
The contracting parties acknowledge and agree

nékteré ustanoveni této smlouvy oznaceno za
nezdkonné nebo nevymahatelné, bude toto
ustanoveni od smlouvy odde€leno a zbyvajici ¢ast
zustane platnd, zdkonnd a vymahatelnd za
predpokladu, Ze zachovania Cast bude vécné
odpovidat piivodnimu zaméru smluvnich stran.

vyfeSeny smirem, bude feSeno s pomoci | that the discussion and decision of any Disputes

ptislusného soudu v Ceské republice. that are not resolved amicably will be resolved
with the help of a competent court in the Czech
Republic.

29. Ustanoveni o odd¢litelnosti. Pokud bude | 29. Severability. If any provision of this

Agreement is determined to be illegal or
unenforceable, that provision will be severed
from the Agreement and the remainder will
remain valid, legal, and enforceable, provided
that the surviving portion materially comports
with the original intent of the parties.

30. Oznamovani. VeSkerd ozndmeni vyZadovand
podle této smlouvy budou vyhotovena pisemné
a budou povaZovana za dorucen4, jestlize budou
doru¢ena osobné nebo zasldna kuryrem
s doru¢enim do druhého dne nebo doporucenou
postou za predpokladu, Ze veskeré urgentni
zalezitosti, jako jsou zpravy tykajici se
bezpecnosti, budou bezodkladn¢ sdéleny
telefonicky a potvrzeny pisemné:

30. Notices. All notices required under this
Agreement will be in writing and be deemed to
have been given when hand delivered or when
sent by overnight courier or certified mail, as
follows, provided that all urgent matters, such as
safety reports, will be promptly communicated
via telephone, and confirmed in writing:

Zadavatel:

Insmed Incorporated

700 US Highway 202/206
Bridgewater, NJ 08807-1704 USA
K rukdm:

Telefon: 908 977 9900

E-mail: |

Sponsor:

Insmed Incorporated

700 US Highway 202/206
Bridgewater, NJ 08807-1704 USA
Attention:

Telephone: 908-977-9900

Email: I

V kopii na adresu: CRO

PPD Czech Republic, s.r.o.,
Budéjovicka alej, Antala Staska 2027/79
140 00 Praha 4

Ceska republika Czech Republic
K rukdm: PPD INS1007-221 Project Attn: PPD INS1007-221 Project Manager
Manager

With a copy to: CRO

PPD Czech Republic, s.r.o.,
Budéjovicka alej, Antala Staska 2027/79
140 00 Praha 4

Hlavni zkousejici:
Fakultni nemocnice Hradec Kralove | Insmed Incorporated
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Zdravotnické zatizeni:

Fakultni nemocnice Hradec Krélové
Prévni odbor

Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Krélové, Ceskd republika

K rukdm: Dasa Prokiipkova

Telefon: +420 495 832 881

E-mail: dasa.prokupkova@fnhk.cz

Institution:

Fakultni nemocnice Hradec Kralove
Legal Department

Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Kralové, Czech Republic

Attention: Dasa Proklipkova
Telephone: +420 495 832 881

Email: dasa.prokupkova@fnhk.cz

Hlavni zkousejici:

Klinika otorinolaryngologie a chirurgie
hlavy a krku Fakultni nemocnice Hradec
Kralové, Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Krilové, Ceskd republika

Telefon:

E-mail: [

Principal Investigator:

Department of Otorhinolaryngology and
Head and Neck Surgery, Hradec Krélové
University Hospital, Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Kralové, Czech Republic

Telephone:

Email: [

[NASLEDUJE PODPISOVA STRANA]

[SIGNATURE PAGE FOLLOWS]

Hlavni zkousSejici: | Zdravotnické zafizeni: Fakultni nemocnice Hradec Kralove | Insmed Incorporated / PI: | Institution:
Fakultni nemocnice Hradec Kralove | Insmed Incorporated
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V piipadé, Ze smluvni strany tuto smlouvu
podepisi zaslanim elektronicky podepsanych
kopii elektronicky nebo faxem, strany se
dohodly, Ze smlouva vstoupi v platnost a bude
zdvaznd po podpisu vSemi stranami, pfi¢emz
dikazem o jeji zavaznosti budou elektronické
podpisy nebo kopie faxii. Pozdé&ji se v dobré vite
ocekdvd  vzdjemné preddni  origindlnich
dokumentt.

In the event that the parties execute this
Agreement by exchange of electronically signed
copies, or electronic or facsimile copies or
signatures, the parties agree that, upon being
signed by all parties, this Agreement will become
effective and binding and that electronic
signatures and/or electronic or facsimile copies
will constitute evidence of a binding Agreement,
with the expectation that original documents may
later be exchanged in good faith.

Souhlasil/a a piijal/a:

Agreed to and accepted:

PPD Global Limited
executing this
Agreement for and on
behalf of Insmed
Incorporated under a
limited agency
agreement:

Podepsdn(a) / By:

ZDRAVOTNICKE ZARIZENI
/INSTITUTION

Podepsin(a) / By:

Podpis / Signature

Podpis / Signature

MUDr. Ales Herman, Ph.D.

Jméno hilkovym pismem / Printed Name

Jméno hilkovym pismem / Printed Name

Reditel
Titul / Title Titul / Title
12.6.2024 17.6.2024
Datum / Date Datum / Date

Hlavni zkousejici:
Fakultni nemocnice Hradec Kralove | Insmed Incorporated

| Zdravotnické zafizeni: Fakultni nemocnice Hradec Kralove | Insmed Incorporated / PI:

HLAVNI ZKOUSEJICI / PRINCIPAL
INVESTIGATOR

Podpis / Signature

Jméno hilkovym pismem / Printed Name

Titul / Title
17.6.2024

Datum / Date

| Institution:

Nazev dokumentu: Trojstranna smlouva o provedeni klinického hodnoceni (zadavatel) v08032020T | Finalni verze dokumentu: INS1007-

221,CZE005 / Doc Name: Tripartite CTA (Sponsor) v08032020T | INS1007-221;CZE005

Strana / Page 34 /76



Duvérné / Confidential

PRILOHA A

ATTACHMENT A

PLATEBNi PODMIiNKY

PAYMENT TERMS

A-1. VSeobecné podminky. Pfijemce platby (zde
definovany) bude odménovan tak, jak je uvedeno v

Pfiloze B (Pracovni vykaz s finanénimi podminkami),
za Qubjekty klinického hodnoceni, které byly radné
zafazeny do Klinického hodnoceni._Tato ¢&astka
predstavuje plnou odménu za préci, ktera ma byt
Poskytovatelem a Hlavnim zkou$ejicim odvedena,
véetné veskeré prace a péce uvedené v Protokolu
Klinického hodnoceni, spolu se vSemi rezjnimi
néklady a administrativnimi sluzbami. J na
odpovédnosti Prijemce platby, nikoliv Zadavatele
ani CRO, platit odmény pfislusSnym jednotlivelm a
subjektam, které jsou do Klinického hodnoceni
zapojeny. Z4dna odména nebude vyplacena za
Subjekty  klinického hodnoceni zapojené do
Klinického hodnoceni, u nichz dojde k poruseni
Protokolu.

A-1. General Terms. Payee (hereinafter defined)
will be compensated as outlined on Attachment B
(Financial Arrangements Worksheet) for Trial
Qubjects properly enrolled in the Trial._This amount
constitutesthe full compensation for the work to be
completed by the Institution and Principal
Investigator, including all work and care specified in
the Protocol for the Trial, along with all overhead
and administrative services. It is Payee’s
responsibility, not Soonsor or CRO, to compensate
the appropriate individuals and entities involved in
the Trial. No compensation will be available for Trial
Qubjects enrolled in the Trial in violation of the
Protocol.

A-2. Platebni podminky. Platby za kazdy Subjekt
klinického hodnoceni se budou vyplacet ¢tvrtletné
a na zékladé Udaju z formulard CRF, vyplnénych
Poskytovatelem a Hlavnim  zkouSejicim a
dokladajicich  navstévy zapojenych  Subjektl
klinického hodnoceni. Platby budou poukazovany
za dokoncené navstévy a néklady souvisejici s
|éCbou v souladu s Pfilohou B (Pracovni vykaz s
finanénimi podminkami), pokud neni ve Smlouvé
uvedeno jinak. Pro kazdou platbu plati, véetné
veSkerych plateb za Osoby s nelspéSnymi
vstupnimi vySetfenimi (jak je definovano nize)
splatnych dle podminek této Smlouvy, ze bude
Pfijemci platby zaplacena celkové ¢astka, kterd mu
nalezi, snizena o 10 %, pro Ucely Konecné platby
(definované dale). Sedovani bude probihat
priblizné kazdych Sest (6) mésict na zakladé naboru
na pracovisti a provadéni ziznamu dat.

A-2. Payment Terms. Payments for each Trial
Qubject will be made quarterly and based on CRF
data entered by Institution and Principal
Investigator supporting enrolled Trial Subject
visitation. Payments will be made for completed
visits and treatment related costs in accordance
with Attachment B (Financial Arrangements
Worksheet), unless otherwise noted in the
Agreement. For each payment, including any
Screen Failures (as defined below) that may be
payable under the terms of this Agreement, Payee
will be paid the total amount earned, less 10%, for
the Fnal Payment (hereinafter defined).
Monitoring will occur approximately every six (6)
monthsbased on site enrollment and completion of
dataentry.

A-3. Zprostiedkované platby od Zadavatele. Solatné
platby dle této Smlouvy jsou zprostiedkovanymi
platbami od Zadavatele, které budou odesilany
poté, co tyto platby CRO obdrzi od Zadavatele. CRO
nebude nést odpovédnost za zadné neprovedené
platby, pokud CRO pfedem neobrZi pozadované
financovani ze strany Zadavatele.

A-3. Pass-through payments from Sponsor.
Payments due under this Agreement are pass-
through payments from Sponsor that will be sent
after such payments are received by CRO from
Sonsor. CRO shall have no liability for any failure
to make payments if required funding is not
provided to CROin advance by Soonsor.

A-4. Neproceduralni naklady. Prijemci plateb budou
proplaceny dalsi -neproceduralni naklady, které
jsou predem-schvaleny Zadavatelem, dle sazeb
uvedenych v Pfiloze B (Pracovni vykaz s finanénimi
podminkami) nebo tak, jak to Zadavatel pisemné
schvalil. Pro vyzadani si platby za tyto naklady
Prijemce platby odeSle Zadavateli nebo jim

A-4. Non-Procedural Costs. Payee will be paid for
additional non-procedural costs that are
pre-approved by Soonsor, at the rates set forth in
Attachment B (Financial Arrangements Worksheet)
or as approved by Sponsor in writing. To request
payment for such costs, Payee will remit a correct
and itemized invoice to Soonsor or itsdesignee with

Hlavni zkousejici:
Fakultni nemocnice Hradec Kralove | Insmed Incorporated
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uréenému subjektu spravnou fakturu sjednotlivymi
poloZzkami a s podpurnou dokumentaci a uctenky
dokladajici  -dohodnuté  -prGbézné  vydaje.
Veskeré -neproceduralni -pribézné vydaje budou
fakturovany pouze v ¢astce skutecné zaplacené, bez
dalSi pfirazky-, azdo maximalnich ¢astek uvedenych
v prfiloze B (Pracovni vykaz s finan¢nimi
podminkami) nebo  pisemné  schvéalenych
zadavatelem.

supporting documentation and receipts
substantiating agreed-upon pass-through
expenses. Any non-procedural pass-through

expenses will be invoiced only in the amount
actually incurred with no mark-up, up to the
maximum amounts shown in Attachment B
(Financial Arrangements Worksheet) or approved
by Soonsor in writing.

A-5. Aby mohla byt faktura proplacena,
fakturovatelné postupy vyzaduji Uplnou fakturu s
uvedenim jednotlivych poloZek.

A-5. Invoiceable proceduresrequire acomplete and
itemized invoice in order to be paid.

A-6. Uvodni poplatek pro centrum: Jednorazova
nevratna platba se sazbou uvedenou v Priloze B
bude splatna prijemci do ctyticetipéti (45) dni od
obdrzeni faktury po podpisu Smlouvy. V pfipadé, ze
Ucast v Kinickém hodnoceni ze strany
Poskytovatele je ukoncéena pisemné pred
dokoncenim ¢innosti stanovenych v bodech a) azc),
Poskytovatel vrati Zadavateli cast platby, ktera
predstavuje nedokonéené ¢innosti.

A-6. Trial Sart-up Fee: A one-time non-refundable
payment at the rate set forth in Attachment B will
be payable to the payee within forty-five (45) days
of the receipt of an invoice after the full execution
of the Agreement. In the event the Trial
participation by the Institution is terminated in
writing by Institution before completion of the
activities set forth in (a) through (c), Institution will
reimburse Soonsor for the portion of the payment
that representsthe uncompleted activities.

A-7. Vstupni poplatek |ékarné: Jednorazova
nevratna platba se sazbou uvedenou v Pfiloze B
bude splatna pfijemci po obdrZzeni faktury po
podpisu  Smlouvy. V pripadé, Ze (cast
Poskytovatele v Klinickém hodnoceni je ukonéena
pisemné pfed dokoncenim U(vodnich ¢innosti
Iékarny, Prijemce platby vréti Zadavateli cast
platby, ktera predstavuje nedokoncené ¢innosti.

A-7. Pharmacy Sart-up Fee: A one-time non-
refundable payment at the rate set forth in
Attachment B (will be payable to the payee upon
receipt of an invoice after full execution of the
Agreement. In the event the Trial participation by
the Institution isterminated in writing by Institution
before completion of the pharmacy start-up
activities, Payee will reimburse Sonsor for the
portion of the payment that represents the
uncompleted activities.

A-8. Uchovéavani a archivace zdznamut. Jednorazovy
poplatek za uchovavani a archivaci zaznami se
sazbou stanovenou v Priloze B. Pfijemci platby
bude tento poplatek zaplacen po obdrzeni spravné
faktury po podpisu smlouvy.

Sazba uvedend v priloze B pro uchovavani a
archivaci zaznam( mé pokryt 25 let archivace po
ukonéeni Klinického hodnoceni.

Zadavatel vpredstihu 6 mésicd od konce
zpoplatnéné archivace oznami Poskytovateli, ze
trva na dal§i archivaci a uhradi naklady stim
spojené.

V pfipadé, Ze ve shora uvedené Ihiité Zadavatel
nesdéli pozadavek na dalsi archivaci ¢i neuhradi
poplatek na dalsi archivaci, je Poskytovatel
opravnén  klikvidaci  v8ech  archivovanych
dokumentt Sudie.

A-8. Record Sorage and Archiving. A one-time
record storage and archiving fee at the rate set
forth in Attachment B will be paid to the payee
upon receipt of correct and itemized invoice after
full execution of the Agreement.

The rate set forth in attachment B for Record
Sorage and Archiving is to cover 25 years of
archiving after study completion.

6 months in advance from the end of the paid
archiving, the Soonsor will notify the Institution
that it insists on further archiving and will pay the
costs associated with it.

In the event that, within the above-mentioned
period, the Soonsor does not communicate the
request for further archiving or doesnot pay the fee
for further archiving, the Institution is entitled to
dispose all archived documents of the Sudy.

Hlavni zkousejici:
Fakultni nemocnice Hradec Kralove | Insmed Incorporated
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A-9. Poplatek za projednani smlouvy ke klinickému
hodnoceni se sazbou stanovenou v Piiloze B.
Poplatek bude uctovdn i v piipad¢, Ze i pies
ptedchozi jednani o smlouvé nedojde k uzavieni této
smlouvy.

A-9. Fee for the negotiation of a contract in the
amount set forth in Attachment B. The fee will be
charged even if, despite previous negotiations on
the contract, this contract is not concluded.

A-10. Jednordzovy nevratny poplatek za projedndni
dodatku ke smlouvé iniciovaného Zadavatelem se
sazbou stanovenou v Pi{loze B bude uhrazen po
obdrZeni faktury po podpisu dodatku.

A-10. One-time, non-refundable fee for the
negotiation of a sponsor initiated amendment to a
contract shall be paid upon receipt of an invoice
after the amendment is fully executed.

A-11. Pfijemce plateb musi zaslat veskeré kone¢né
faktury do ctyricetipéti (45) kalendarnich dnl po
zavérecné navstéveé na pracovisti. Faktury obdrzené
poté nebudou zaplaceny. Prijemce plateb bude mit
Sedesat (60) kalendarnich dnd po datu zavérecné
navstévy na to, aby podal namitky vaci veskerym
nesrovnalostem v platbach nebo viaci chybéjicim
platbam.

A-11. Payee must submit any final invoices within
forty-five (45) calendar days after the site close-out
visit. Any invoices received thereafter will not be
paid. Payee will have sixty (60) calendar days after
the date of the site close-out visit to dispute any
payment discrepancies or missing payments.

A-12. Zavéretna platba. Pfi ukonceni Klinického
hodnoceni budou veskeré formulafe CRF a
dokumenty vztahujici se ke-Klinickému hodnoceni
neprodlené zpfistupnény Zadavateli k jeho
kontrole. Zavérecna platba bude vyplacena,
jakmile: byly vyplnény a obdrzeny vSechny
formulare CRF, veskeré dotazy k uUdajdm byly
uspokojivé  vyreSeny; veSkeré Pripravky od
Zadavatele byly vraceny; a veSkeré problémy k
vyreSeni byly vyreSeny a postupy dokonceny,
véetné kone¢ného oznameni EK Konecnd platba
bude zahrnovat zminénou desetiprocentni (10%)
srazku. Veskeré dotazy musi byt vyreSeny do
péti (5) pracovnich dnl ode dne, kdy Poskytovatel
a/nebo Hlavni zkouSejici dané dotazy obdrzeli, ato
kdykoliv béhem Klinického hodnoceni. Zadavatel
nebo jim uréena osoba provede konecné sladéni
v8ech dosud poukazanych plateb s celkovou
dluznou castkou a neprodlené zaplati Prijemci
plateb zbyvajici nedoplatek, pokud néjaky existuje.
Pfijemce plateb neprodlené proplati Zadavateli
nebo jim uréenému subjektu veskeré castky
zaplacené navic, a to béhem ftficeti (30)
kalendarnich dnl od vyrozuméni ze strany
Zadavatele nebo jim uréeného subjektu.

A-12. Final Payment. At the conclusion of the Trial,
all CRFs and Trial-related documents will be
promptly made available for Soonsor review. The
Final Payment will be paid once: all CRFs have been
completed and received; all data queries have been
satisfied; all Soonsor Drug isreturned; and all close
out issues are resolved and procedures completed,
including final EC notification. The final payment to
include the ten percent (10%) withholding. All
queries must be resolved within five (5) business
days of receipt by Institution and/or Principal
Investigator any time during the Trial. Soonsor or its
designee will perform final reconciliation of all
payments made to date against total amount due
and will promptly pay Payee amounts remaining
unpaid, if any. Payee will promptly reimburse
Soonsor or it’s designee any amounts overpaid
within thirty (30) calendar days of notification by
Soonsor or it’s designee.

DPH a dalsi dané: Spolecnost PPD bude kromé
plateb hradit i DPH podle pozadavki vnitrostatnich
zakonu. V pripadech, kdy je vyZzadovana faktura
suvedenim DPH, budou platby provedeny teprve
poté, co spole¢nost PPD obdrzi platnou fakturu s
DPH. V situacich, kdy se DPH neuplatiiuje, bude
pfed provedenim platby podle této smlouvy i

VAT and Other Taxes: PPD will pay VAT in addition
to the payments as required by national laws.
Where a VAT invoice isrequired, paymentswill only
be made once PPD has received the valid VAT
invoice. In situations where VAT is not applicable,
an invoice will still be required before any payment
is made under this Agreement.

Hlavni zkousejici:
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nadale vyzadovana faktura.

Zadavatel bere na védomi, Ze pokud neuhradi fadné
vystavenou fakturu vc€as, mad piijemce platby ze
zékona ndrok na zdkonné droky z prodleni v souladu
s § 1970 zédkona ¢. 89/2012 Sb., ob¢ansky zakonik,
v platném znéni.

Soonsor acknowledges that if it does not pay the
properly issued invoice on time, the Payee is legally
entitled to statutory interest for late payment in
accordance with § 1970 of Act No. 89/2012 Coll.,
Givil Code, as amended.

A-13. Osoby s neuspéSnym vstupnim vySetienim.
Osoba s neulspésnym vstupnim vySetienim je
takovy Subjekt klinického hodnoceni, ktery poskytl
informovany souhlas, ale nesplnil kritéria vstupni
navstévy, aproto nenitento zplisobily k zapojeni do
Klinického hodnoceni. Platné Osoby s nelispésnym
vstupnim vySetifenim budou proplaceny, pokud
vibec, ¢astkou I i2k je uvedeno v Priloze B
(Pracovnivykaz sfinan¢nimi podminkami). Pfijemce
plateb dostane proplaceny prvni dvé (2) osoby s
neuspésnym vstupnim vySetfenim. Poté bude
kazda osoba s nelspédnym vstupnim vySetfenim
propléacena v poméru dva (2) ku jedné (1). Dvé (2)
osoby s nedspéSnym vstupnim vySetfenim
proplacené na kazdy jeden (1) subjekt, ktery byl
randomizovan/ zarazen.

A-13. Screen Failures. A Screen Failure is a
consented Trial Subject who fails to meet the
screening visit criteria and is thus not eligible for
enroliment into the Trial. Valid Screen Failures will
be reimbursed, if at all, in the amount of ||l
. 2s outlined in Attachment B (Financial
Arrangements Worksheet). Payee will be
reimbursed the first two (2) screen failures. Each
screen failure thereafter will be paid at a ratio of
two (2) to one (1). Two (2) screen failures paid for
every one (1) subject randomized/ enrolled.

A-14. Nezbytné postupy. Prijemci plateb budou
proplaceny opravnéné nezbytné navstévy a
postupy nekryté dle Prilohy B (Pracovni vykaz s
finan¢nimi podminkami), které dle divodného
nazoru Hlavniho zkousejiciho vyzaduje bezpecnost
pacienta. Prijemci plateb budou proplaceny
jednotkové néklady dohodnuté v Pfiloze B
(Pracovni vykaz s finanénimi podminkami), pokud
néjaké jsou, nebo pokud nejsou takové jednotkové
naklady v Pfiloze B (Pracovni vykaz s financnimi
podminkami), obdrZi Pfijemce plateb kompenzace
na zakladé primérenych skute¢nych nakladd, které
vznikly Poskytovateli a Hlavnimu zkouS$ejicimu,
pficemz bude nutnd samostatnd faktura s
dokumentaci k nezbytnosti Iécby u tohoto postupu.
Kde je to mozné, bude ziskan pfedchozi pisemny
souhlas Zadavatele, pokud to nenarusi integritu
Klinického hodnoceni nebo neovlivni bezpeénost
Subjektu klinického hodnoceni, pficemz v tomto
pfipadé bude Zadavatel uvédomén co nejdfive,
jakmile to bude po vzniku dané skutecnosti mozné.

A-14. Necessary Procedures. Payee will be
reimbursed for valid necessary visits and
procedures not covered under Attachment B
(Financial Arrangements Worksheet) which, in the
reasonable opinion of the Principal Investigator, are
required for patient safety. Payee will be
reimbursed at the agreed upon unit cost in
Attachment B (Financial Arrangements Worksheet),
if available, or if there is no such unit cost in
Attachment B (Financial Arrangements Worksheet),
Payee will be compensated based on reasonable
actual costs incurred by Institution and Principal
Investigator, and will require a separate invoice
with documentation for the medical necessity of
the procedure. Where practicable, Soonsor’s prior
written consent will be obtained, unless it will
compromise the integrity of the Trial or affect Trial
Qubject safety, in which case Sponsor will be
notified as soon as practicable after the fact.

A-15. Faktury: Veskeré faktury maji byt uvedeny s
adresou Insmed Incorporated, 700 US Highway
202/206, Bridgewater, NJ08807-1704, USA.

A-15. Invoices: All invoices should be addressed to
Insmed Incorporated, 700 US Highway 202/206,
Bridgewater, NJ08807-1704, USA.

Zasilejte prosim origindlni a sprivné faktury s
rozepsanymi polozkami, a to na adresu:

Please send original, correct and itemized invoices
to the following:

PPD US/PPD US
Faktury maji byt uvedeny s adresou:
Insmed Incorporated

PPD US/PPD US
Invoices should be addressed to:
Insmed Incorporated
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700 US Highway 202/ 208,
Bridgewater, NJ08807-1704, USA

DIC: 298 2823 55

Faktury maji byt odesilany k platbé na adresu:
PPD Investigator Services LLC e-mailem na adresu
InvestigatorPayments@ppd.com s kopii zaslanou

na e-mailovou adresu
fakturyPPDCZsm@ppd.com, nebo postou na
adresu 929 North Front Sreet, Wilmington, NC
28401, USA.

700 USHighway 202/206,
Bridgewater, NJ08807-1704, USA

VAT: 298 2823 55

Invoices should be sent for payment to:
PPD Investigator Services LLCby email at
InvestigatorPayments@ppd.com with a copy to
fakturyPPDCZsm@ppd.com, or via mail at 929
North Front Sreet, Wilmington, NC28401, USA

P¥i zméné fakturacnich dajd nebo DIC je zadavatel
povinen neprodlené informovat Poskytovatele
(Dé%a Proklpkova — pravni odbor, e-mail:
dasa.prokupkova@fnhk.cz, Ing. Jtka HaleSova —
Odbor financi a analyz, jitka.halesova@fnhk.cz).

In the event of a change in billing data or VAT
number, the Sponsor is obliged to inform the
Institution immediately (D4sa Prokipkova — legal
department, e-mail: dasa.prokupkova@fnhk.cz, Ing.
Jitka HaleSova — department of finance and analysis,
jitka.halesova@fnhk.cz).

Aby byla zajis$téna dhrada za odvedenou praci, mély
by byt vSechny faktury souvisejici s platbami za
Klinické hodnoceni, jak je uvedeno v rozpoctu a
rozpisu plateb, predkladany CRO
Ctvrtletné. Faktury zaslané k platbé musi byt
sprdvné a musi mj. obsahovat:

All invoices for Trial payments, as outlined in the
budget and payment schedule, should be submitted
to CRO on a quarterly basis to ensure reimbursement
for work performed. Invoices submitted for
payment must be correct and include but not limited
to:

- Cislo protokolu

- Protocol Number

- Nazev zdravotnického zafizeni

- Institution Name

- Jméno Hlavniho zkousejiciho

- PI Name

- Cislo faktury pracovi§té (je-li relevantni)

- Site Invoice Number (if applicable)

- Podrobné informace o nédkladech, rozepsané do
polozek

- Itemized detail of costs

- Datum ptedlozeni faktury

- Date of Invoice submission

Splatnost faktur je Ctyficetpet (45) dni od data, kdy
je faktura pfijata PPD.

Invoice due date is forty five (45) days from the day
the invoice is received by PPD.

Piijemce plateb nebude dostidvat Zadné platby za
prabézné vydaje, jestliZe nedodal aktudlni kopii
faktur nebo jinou dokumentaci, kterd jasn¢ doklada,
Ze vydaje byly skutecné, pfiméfené a ovéfitelné v
Castce odeslané k proplaceni.

Payee will not receive any payments for pass
through expenses whereby Payee has failed to
produce actual copy of invoices or other
documentation clearly substantiating that the
expenditures were actual, reasonable, and verifiable
in the amount submitted for compensation.

Platby: Platby budou provadény témto subjektim:

Payments: Payments will be made to the following:

Prijemce plateb

Payee

Jnéno prijemce plateb: Fakultni nemocnice Hradec
Kralové

Adresa prijemce plateb: Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Kralové, Ceska
republika

Bankovni spojeni: Ceska narodni banka
Cislo u¢tu: 24639511/0710

Payee Name: Fakultni nemocnice Hradec Kralové
Payee Address: Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kralové, Czech Republic

Bank Information: Ceska narodni banka
Account number: 24639511/0710

Hlavni zkousejici:
Fakultni nemocnice Hradec Kralove | Insmed Incorporated

| Zdravotnické zafizeni: Fakultni nemocnice Hradec Kralove | Insmed Incorporated / PI:

| Institution:

Nazev dokumentu: Trojstranna smlouva o provedeni klinického hodnoceni (zadavatel) v08032020T | Finalni verze dokumentu: INS1007-

221,CZE005 / Doc Name: Tripartite CTA (Sponsor) v08032020T | INS1007-221;CZE005

Strana / Page 39 /76




Duvérné / Confidential

IBAN: G723 0710 0000 0000 2463 9511
SWIFT: CNBACZPP

Variabilni symbol: ¢islo faktury

DIC: CZ00179906

IBAN: GZ23 0710 0000 0000 2463 9511
SWIFT: CNBAGZPP

Variable symbol: invoice number

Tax ID Number: GZ00179906

Smluvni strany prohladuji, ze predpokladana vyse
odmeény €ini 527 334 Kc.

The Parties hereto represent that the anticipated
remuneration amount is CZK 527 334.

A-16. Uhrada vydajt subjekti klinického hodnoceni
(plati Scout — dodavatel cestovnich sluzeb). Vydaje
subjekt klinického hodnoceni ve vysi pausalnich
sazeb uvedenych v informovaném souhlasu ke
Klinickému hodnoceni, na jeden subjekt klinického
hodnoceni se ziskanym souhlasem a na Protokolem
definovanou  planovanou a  neplanovanou
navstévu, budou subjektdim klinického hodnoceni
vyplaceny schvélenym dodavatelem, spolecnosti
Scout. Neni-li k Uhradé vydajd subjektu klinického
hodnoceni vyuZit dodavatel treti strany, tedy
spolecnost Scout, CRO uhradi prislusnou pausalni
sazbu na jeden subjekt klinického hodnoceni se
ziskanym souhlasem a na Protokolem definovanou
planovanou a neplanovanou navstévu
Poskytovateli k Uhradé vydaji subjektu klinického
hodnoceni po pfijeti spravné faktury v CRO s
uvedenim jednotlivych poloZek. Céstka za navétévy
azdo 4 hodin bude]lll. Castka za navétévy delsi
nez 4 hodiny bude | De!$i navstévy se
predpokladaji u 4 FK navstév: Navstévac. 2, 3,5 a
7.

A-16. Patient Reimbursement (paid by Scout —
travel vendor). Patient expenses at the flat rates set
forth in the Trial ICF per consented patient per
Protocol defined scheduled and unscheduled visit
will be paid to patients by the approved vendor,
Scout. If the third-party vendor, Scout, is not used to
pay the patient reimbursement, CRO will reimburse
the relevant flat rate per consented patient per
Protocol defined scheduled and unscheduled visit to
Institution for patient reimbursement upon receipt of
correct and itemized invoice by CRO. The amount
for visits up to 4 hours will be || | The
amount for visits longer than 4 hours will be [}
B Longer visits are assumed for 4 PK visits:
Visit 2, 3, 5, and 7.

Platba vyse uvedenych castek mize byt provedena
v hotovosti pres pracovisté nebo bankovnim
prevodem z bankovniho Uctu pracovisté na
bankovni Gcty subjektl klinického hodnoceni. V
tomto pripadé, Poskytovatel je opravnén pozadat o
pausalni castku ve vysi |2 Ohradu
nakladG subjektd klinického hodnoceni (dale jen
»pacientské naklady“). Pausalni ¢astka na uhradu
pacientskych nakladd (dale jen ,pau8al“) bude
Zadavatelem vyplacena na zdkladé faktury
vystavené Poskytovatelem po uzavieni této
smlouvy. Pausal se v souladu s § 36 odst. 13 zakona
¢. 235/2004 Sbo., o dani z pridané hodnoty, ve znéni
pozdéjSich predpisll, nezahrnuje do zakladu dané z
pfidané hodnoty. Kdyz dojde k vycerpani tfi ctvrtin
pausalu je Poskytovatel opravnén vystavit dalsi
fakturu, ato ve stejné vysi jako predchozi. Na konci
studie budou veskeré Poskytovatelem nevyuzité
pausalni ¢astky vraceny Zadavateli.

U jakékoli nahrady nakladl subjektu klinického

Payment of above-mentioned amounts may be
performed by cash via site or by bank transfer from
site bank account to patients’ bank accounts. In such
case, the Center is entitled to request a flat sum in
the amount of || I to cover the costs of the
Study participants (hereinafter referred to as "Patient
Costs"). The flat sum amount for the reimbursement
of Subject Costs (hereinafter referred to as the "Flat
Sum") will be paid by SPONSOR on the basis of an
invoice issued by Center after the full execution of
this Agreement. In accordance with § 36 paragraph
13 of Act No. 235/2004 Coll., on value added tax, as
amended, the flat sum is not included in the value
added tax base. When three-quarters of the Flat Sum
is used up, the Center is entitled to issue another
invoice, in the same amount as the previous one. At
the end of the Study any unused Flat Sums will be
returned to SPONSOR by the Center.

Any patient reimbursement exceeding the above-
mentioned amounts must have received prior written
approval from Sponsor in order to be eligible for
payment.
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hodnoceni, ktera presahne vySe uvedenou ¢astku,

musi byt ziskan predchozi pisemny souhlas

Zadavatele, aby byla zplisobila k platbé.

PRILOHA B ATTACHMENT B
PRACOVNI VYKAZ SFINANCNIMI PODM INKAM | FINANCIAL ARRANGEMENTS WORKSHEET
RAM ECEK SFINANCNIM SHRNUTIM FINANCE SUMMARY BOX
Ména faktury: Invoice Currency:

K¢ CZK

Zaklad pro platby: Payment Base:

Na zakladé navstév Visit Based

Datum platnosti: Effective Date:

Tak, jak je definovano ve Smlouvé As defined in the Agreement

Sandardni poloZky za pacienta/ Sandard ltems Per Patient
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Fakturovatelné polozky / Invoiceables
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ATTACHMENT C
STANDARD CONTRACTUAL CLAUSES
CONTROLLER TO CONTROLLER
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Priloha [] — Standardni smluvni dolozky

Appendix [] - Standard Contractual Clauses

Spravce spravci

Controller to Controller

ODDIL I

SECTION I

Dolozka 1

Clause 1

Ukel a oblast piisobnosti

Purpose and scope

osoby, orgdn Ci orgdny vefejné
moci, agentura ¢i agentury nebo
jiny subjekt ¢i jiné subjekty (dale
jen ,subjekt“ ¢i ,subjekty®)
predavajici osobni tdaje, uvedené
v piiloze 1 casti A (ddle jen

»vyvozce udaju‘), a

(a) Utelem t&chto standardnich smluvnich (@) The purpose of these standard
dolozek je zajistit dodrzovani pozadavkl contractual ~ clauses is to ensure
uvedenych v nafizeni Evropského compliapce with the requirements of
parlamentu a Rady (EU) 2016/679 ze dne Regulation (EU) 2016/679 ~of th.e

D European Parliament and of the Council
27. dubna 2016 o ochrané fyzickych osob of 27 April 2016 on the protection of
v souvislosti se zpracovianim osobnich natural persons with regard to the
udajii a o volném pohybu téchto udaji processing of personal data and on the
(obecné nafizeni o ochrané tdaji)’, free movement of such data (General
pokud jde o pteddvani osobnich tdajt do Data Protection Regulation) () for the
tietf zems. transfer of personal data to a third

country.

(b) Strany: (b)  The Parties:

() fyzickd nebo pravnickd osoba &i (1) the natural or legal person(s), public
authority/ies, agency/ies or other body/ies

(hereinafter ‘entity/ies’) transferring the personal
data, as listed in Annex I.A (hereinafter each ‘data
exporter’), and

(i)  subjekt ¢i subjekty ve tfeti zemi,
pfijimajici pfimo nebo nepiimo
prostfednictvim jiného subjektu,
jenZz je rovnéz stranou téchto
dolozZek, osobni tidaje od vyvozce
udajii, uvedené v piiloze I ¢asti A
(dale jen ,,dovozce udaju‘),

(ii) the entity/ies in a third country receiving
the personal data from the data exporter, directly or
indirectly via another entity also Party to these
Clauses, as listed in Annex LA (hereinafter each
‘data importer’)

se dohodly na téchto standardnich smluvnich
dolozkach (dale jen ,,dolozky*).

have agreed to these standard contractual clauses
(hereinafter: ‘Clauses’).

() Tyto dolozky se pouZiji s ohledem na
predavani osobnich tdaji podle piilohy I

casti B.

©) These Clauses apply with respect to the
transfer of personal data as specified in Annex L.B.
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tfeti strany ve vztahu k vyvozci a/nebo
dovozci udajt dovolédvat téchto dolozek a
vymdhat je, a to s nésledujicimi
vyjimkami:

(d) Dodatek k témto dolozkdm obsahujici | (d) The Appendix to these Clauses containing
piilohy, na n&Z se v téchto dolozkach | the Annexes referred to therein forms an integral
odkazuje, tvoif nedilnou souédst téchto | Part of these Clauses.
doloZek.

Dolozka 2 Clause 2
Ukinek a neménnost dolozek Effect and invariability of the Clauses

(a) Tyto dolozky stanovi vhodné zaruky, | (a) These Clauses set out
véetné vymahatelnych prav subjektu | appropriate safeguards, including enforceable data
tdajti a G¢inné pravni ochrany, podle &l. subject rights and effective legal remedies,
46 odst. 1 a &l. 46 odst. 2 pism. ¢) naf{zeni pursuant to Article 46(1) and Article 46(2)(c) of

: 6/6 ' 1 q T davand Regulation (EU) 2016/679 and, with respect to data
(EU) 2016/ 7,9 aos ohledem naopre avanl | transfers from controllers to processors and/or
Udajii od spravcll zpracovatelim a/nebo | processors to processors, standard contractual
od zpracovateld zpracovatellim, | clauses pursuant to Article 28(7) of Regulation
standardni smluvni dolozky podle ¢l. 28 | (EU) 2016/679, provided they are not modified,
odst. 7 nafizeni (EU) 2016/679, pokud | except to select the appropriate Module(s) or to add
nebudou zménény, s vyjimkou vybéru | OF update information in the Appendix. This does

( ’ . .. | not prevent the Parties from including the standard
vhodného modulu (vhodnych modulil) . . .

. o . contractual clauses laid down in these Clauses in a
pebo za 1{celem pfidani nebo aktuahza,ce wider contract and/or to add other clauses or
informaci v dodatku. To smluvnim | additional safeguards, provided that they do not
strandim nebrdni v tom, aby zahrnuly | contradict, directly or indirectly, these Clauses or
standardni smluvni dolozky stanovené v | prejudice the fundamental rights or freedoms of
téchto dolozkéch do 3irsf smlouvy a/nebo | data subjects.
pfidaly dal8i doloZky nebo dodate¢né
zaruky, pokud nebudou piimo nebo
nepiimo v rozporu s témito doloZkami
nebo nebudou dotéena zdkladni prava
nebo svobody subjektt udajii.

(b) Témito dolozkami nejsou dotéeny | (b) These Clauses are without
povinnosti, které se vztahuji na vyvozce | prejudice to obligations to which the data exporter
Gdaji na zdkladé nafizeni (EU) is subject by virtue of Regulation (EU) 2016/679.
2016/679.

Dolozka 3 Clause 3
Opravnéné treti strany Third-party beneficiaries
@) Subjekty tdajti se mohou jako opravnéné (a) Data subjects may invoke and enforce

these Clauses, as third-party beneficiaries, against
the data exporter and/or data importer, with the
following exceptions:
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(i)  doloZka 1, dolozka 2, doloZka 3,
dolozka 6, dolozka 7;

(1) Clause 1, Clause 2, Clause 3,
Clause 6, Clause 7;

(ii) dolozka 8 pism. e) a dolozka 8.9 (i1))  Clause 8.5 (e) and Clause 8.9(b);
pism. b

(iii)) N/A (iii)) N/A

(iv) dolozka 12 pism. a) a d); (iv) Clause 12(a) and (d);

(v) dolozka 13; (v)  Clause 13;

(vi) doloZka 15.1 pism. c), d) ae); (vi) Clause 15.1(¢c), (d) and (e);

(vii) doloZka 16 pism. e); (vii) Clause 16(e);

(viii) doloZka 18 pism. a) a b); (viii) Clause 18(a) and (b).

Zadnym zpusobem, ktery by byl v
rozporu S pravy a  povinnostmi
stanovenymi v natizeni (EU) 2016/679.

(b) Pismenem a) nejsou dotcena prava | (b) Paragraph (a) is without prejudice to rights
subjekti ddaji podle nafizeni (EU) of data subjects under Regulation (EU) 2016/679.
2016/679.

DoloZka 4 Clause 4
Vyklad Interpretation

(c) Pokud tyto dolozky pouZivaji pojmy, | (a) Where these Clauses use terms that are
které jsou vymezeny v nafizeni (EU) | defined in Regulation (EU) 2016/679, those terms
2016/679, maji tyto pojmy stejny shall have the same meaning as in that Regulation.
vyznam jako v uvedeném nafizeni.

(d) Tyto doloZky je tfeba ¢ist a vykladat s | (b) These Clauses shall be read and interpreted
ohledem na ustanoveni nafizeni (EU) in the llght of the pI'OViSiOHS of Regulation (EU)

(e) Tyto doloZzky nebudou vyklddany | (c) These Clauses shall not be interpreted in a

way that conflicts with rights and obligations
provided for in Regulation (EU) 2016/679.

DolozZka 5

Clause 5

Hierarchie

Hierarchy

V pripadé¢ rozporu mezi témito dolozkami a
ustanovenimi souvisejicich dohod mezi stranami,
které existovaly v dob¢ sjedndni téchto dolozek,

In the event of a contradiction between these
Clauses and the provisions of related agreements
between the Parties, existing at the time these
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nebo které byly uzavieny az po jejich sjednéni,
maji tyto dolozky pfednost.

Clauses are agreed or entered into thereafter, these
Clauses shall prevail.

Dolozka 6

Clause 6

Popis predavani

Description of the transfer(s)

Podrobnosti tykajici se pfeddvdni, zejména
kategorie osobnich udaji, které jsou predavany, a
ucel nebo ucely, pro které jsou ptfedavany, jsou
uvedeny v piiloze I ¢asti B.

The details of the transfer(s), and in particular the
categories of personal data that are transferred and
the purpose(s) for which they are transferred, are
specified in Annex 1.B.

DoloZka 7 — volitelnd

Clause 7 — Optional

Dolozka o pristoupeni

Docking clause

® Subjekt, téchto
doloZzek, muze se souhlasem stran k

ktery neni stranou
témto dolozkdm kdykoli pristoupit, bud’
jako vyvozce udajt, nebo jako dovozce
udaji, a to vyplnénim dodatku a
podepsdnim piilohy I ¢asti A.

(a) An entity that is not a Party to these
Clauses may, with the agreement of the Parties,
accede to these Clauses at any time, either as a data
exporter or as a data importer, by completing the
Appendix and signing Annex LA.

povinnosti na zdkladé téchto doloZek
plynouci z obdobi pifed tim, neZ se stal
stranou.

(2) Poté, co pristupujici subjekt vyplni | (b) Once it has completed the Appendix and
dodatek a podepise piilohu I &4st A, stane | signed Annex LA, the acceding entity shall become
se stranou téchto dolozek a md priva a | @ Party to these Clauses and have the rights and

. - P obligations of a data exporter or data importer in
povinnosti vyvozce tdaji nebo dovozce oy . .
. j . accordance with its designation in Annex LA.
udaji v souladu se svym uréenim v
piiloze I ¢asti A.
(h) Pfistupujici subjekt nema Zadna prava ani ©) The acceding entity shall have no rights

or obligations arising under these Clauses from
the period prior to becoming a Party.

ODDIL II - POVINNOSTI STRAN

SECTION II - OBLIGATIONS OF THE
PARTIES

Dolozka 8

Clause 8

Zaruky ochrany udaji

Data protection safeguards

Vyvozce udaji zaruCuje, Ze vynalozil pfiméfené
sili, aby mohl stanovit, zda je dovozce udaji

The data exporter warrants that it has used
reasonable efforts to determine that the data
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schopen — zavedenim vhodnych technickych a
organizacnich opatfeni — plnit své povinnosti podle
téchto dolozek.

importer is able, through the implementation of
appropriate technical and organisational measures,
to satisfy its obligations under these Clauses.

8.1 Ucelové omezeni

8.1 Purpose limitation

Dovozce tidajt zpracovava osobni idaje pouze pro
konkrétni dcel nebo ucely pfeddani v souladu s
ptilohou I ¢asti B. Osobni udaje mtiZe zpracovavat
pro jiny ucel pouze tehdy, pokud:

The data importer shall process the personal data
only for the specific purpose(s) of the transfer, as
set out in Annex I.B. It may only process the
personal data for another purpose:

vykondvat sva prava podle dolozky 10,
dovozce udaju je informuje pfimo nebo
prostfednictvim vyvozce tdaju:

(i)  ziskal pfedchozi souhlas subjektu | (i) where it has obtained the data subject’s
tidaji; prior consent;

@) je to nezbytné pro urdeni, vykon (i1) where necessary for the establishment,
nebo obhajobu prévnich n’eirokﬁ v exercise or defence of legal claims in the context of
dmci  zvidSmich  sprévnich specific administrative, regulatory or judicial
regulac¢nich nebo soudnich fizeni, proceedings; or
nebo

(iii) je to nezbytné pro ochranu Zivotné | (iii) =~ where necessary in order to protect the
dileZitych z4jma subjektu tdaj | vital interests of the data subject or of another
nebo jiné fyzické osoby. natural person.

8.2 Transparentnost 8.2 Transparency
(1) Aby subjekty udaji mohly ucinné | (a) In order to enable data subjects to

effectively exercise their rights pursuant to Clause
10, the data importer shall inform them, either
directly or through the data exporter:

dale ptedat jakékoli tfeti stran¢
nebo strandm, o piijemci nebo
kategoriich  pifjemctt  (podle
potfeby za Ttcelem poskytnuti
smysluplnych informaci), o tGcelu
takového dalSiho preddvani a o

(i) o své totoznosti a kontaktnich | (i) of its identity and contact details;
udajich;

(il) o kategoriich zpracovavanych | (ii) of the categories of personal data
osobnich ddaji; processed;

(iii) o pravu ziskat kopii téchto | (iii)  of the right to obtain a copy of these
dolozek; Clauses;

(iv) pokud ma v dmyslu osobni ddaje | (iv) where it intends to onward transfer the

personal data to any third party/ies, of the recipient
or categories of recipients (as appropriate with a
view to providing meaningful information), the
purpose of such onward transfer and the ground
therefore pursuant to Clause 8.7.
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divodu pro dalsi predavani podle
dolozky 8.7.

)] Pismeno a) se nepouZije, pokud subjekt
udaji jiz tyto informace md, a to i v
piipadé, Ze tyto informace jiz poskytl
vyvozce udajii, nebo pokud je poskytnuti
téchto informaci nemoZné nebo by to pro
dovozce udaji znamenalo nepfimérené
usili. V druhém piipadé dovozce tdaju
informace v maximalni mozné mife

(b) Paragraph (a) shall not apply where the
data subject already has the information, including
when such information has already been provided
by the data exporter, or providing the information
proves impossible or would involve a
disproportionate effort for the data importer. In the
latter case, the data importer shall, to the extent
possible, make the information publicly available.

byly ptesné a v piipadé potieby
aktualizovany. Dovozce udaji pfijme
veskera smysluplnd opatfeni, aby zajistil,
7Ze osobni udaje, které jsou nepiesné,
budou s ohledem na tcel nebo ucely
zpracovani bezodkladné vymazany nebo

opraveny.

zvetejni.

(k) Strany poskytnou subjektu udaji na | (c) On request, the Parties shall make a copy
pozadani a bezplatng kopii téchto | of these Clauses, including the Appendix as
dolozek, véetnd dodatku, ktery tyto completed by them, available to the data subject

. p free of charge. To the extent necessary to protect
strany vyplnily. V rozsahu nezbytném k . . . .

. . g business secrets or other confidential information,
ochrané  obchodntho  tajemstvi nebo including personal data, the Parties may redact part
jinych davémych informaci, vEetné | of the text of the Appendix prior to sharing a copy,
osobnich ddaji, mohou strany pfed | but shall provide a meaningful summary where the
sdilenim kopie wupravit ¢dst znéni | data subject would otherwise not be able to
dodatku, ale poskytnou smysluplné | understand its content or exercise his/her rights. On
shrnuti, pokud by jinak subjekt ddajd request, the Parties shall provide the data subject
nebyl schopen porozumét jeho obsahu with the reasons for the redactions, to the extent

. B ; possible  without revealing the redacted
nebo uplatnit svd prava. Strany information.
poskytnou subjektu tidaji na pozadani
divody uvedenych tprav, a to v co
nejvétsi mozné mite, aniZ by byly
upravené informace odhaleny.
) Pismeny a) aZ c) nejsou dotéeny d) Paragraphs (a) to (c) are without
. C e «141= | prejudice to the obligations of the data exporter
povinnosti vyvozce tdaji podle ¢lank : )
13 a 14 nafizeni (EU) 2016/679. under Articles 13 and 14 of Regulation (EU)
2016/679.
8.3 Presnost a minimalizace udaji 8.3 Accuracy and data minimisation
(m) KaZzd4 strana zajisti, aby osobni tdaje | (a) Each Party shall ensure that the personal

data is accurate and, where necessary, kept up to
date. The data importer shall take every reasonable
step to ensure that personal data that is inaccurate,
having regard to the purpose(s) of processing, is
erased or rectified without delay.
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(n) Pokud se jedna ze stran dozvi, Ze osobni | (b) If one of the Parties becomes aware that the
tidaje, které predala nebo pfijala, jsou personal data it has transferred or received is
nepresné nebo zastaralé, bez zbyteéného inaccurate, or has become outdated, it shall inform
odkladu o tom informuje druhou stranu. the other Party without undue delay.

(0) Dovozce udajii zajisti, aby osobni tdaje | (c) The data importer shall ensure that the
byly pfiméfené, relevantni a omezené na personal data is adequate, relevant and limited to
to, co je nezbytné z hlediska tGéelu nebo what is necessary in relation to the purpose(s) of
uceld, pro které jsou zpracovavany. Processing.

84 Omezeni uloZeni 8.4 Storage limitation

Dovozce idajti uchova osobni tidaje pouze po dobu
nezbytnou pro ucel nebo uUcely, pro ktery (které)
jsou zpracovadvany. Pfijme vhodn4 technickd nebo
organizacni opatfeni k zajisténi dodrZovani této
povinnosti, v€etné vymazini nebo anonymizace
idaj? a v8ech zdloh na konci doby uchovavani.

The data importer shall retain the personal data for
no longer than necessary for the purpose(s) for
which it is processed. It shall put in place
appropriate technical or organisational measures to
ensure compliance with this obligation, including
erasure or anonymisation () of the data and all
back-ups at the end of the retention period.

organizacnich opatfenich stanovenych v

ptiloze II. Dovozce udaji provadi

8.5 Zabezpeceni zpracovani 8.5 Security of processing
(p) Dovozce ddaji a béhem predavani také | (a) The data importer and, during
vyvozce tdajii pfijmou vhodn4 technickd | transmission, also the data exporter shall
a organizaéni opatfeni k zajisténi | implement appropriate technical ~ and
“ . . P . . . | organisational measures to ensure the security of
zabezpeceni osobnich udaji, vcetné . . . .

. . . | the personal data, including protection against a
ochrany pfed poruSenim zabezpeent | o, cp of security leading to accidental or unlawful
vedoucim k ndhodnému nebo | destruction, loss, alteration, unauthorised
protipravnimu  zniceni, ztrdt€, zmén¢ | disclosure or access (hereinafter ‘personal data
nebo neoprdvnénému poskytnuti nebo | breach’). In assessing the appropriate level of
zpiistupnéni  (ddle jen poruSeni | security, they shall tak.e due account of the state of
zabezpeteni  osobnich  tdaja<).  Pii the art, the costs of implementation, t.he nature,

(. (- . .. | scope, context and purpose(s) of processing and the
?’osuvzovanl vhf)dne u/rO\’/ne zabezpec'enl risks involved in the processing for the data
fddné zohledni aktudlnf stav techniky, subject. The Parties shall in particular consider
naklady na provedeni, povahu, rozsah, | having recourse to encryption or
kontext a ucel nebo tucely zpracovani a | pseudonymisation, including during transmission,
rizika pro subjekt wdajii spojend se where the purpose of processing can be fulfilled in
zpracovanim. Strany zejména zvazi | that manner.
pouZziti Sifrovani nebo pseudonymizace, a
to i béhem predavani, pokud lze timto
zptisobem splnit ucel zpracovani.

(q) Strany se dohodly na technickych a | (b) The Parties have agreed on the technical

and organisational measures set out in Annex IL
The data importer shall carry out regular checks to
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pravidelné kontroly, aby zajistil, Ze tato
opatieni stdle poskytuji odpovidajici
uroveil zabezpeceni.

ensure that these measures continue to provide an
appropriate level of security.

(r) Dovozce udaji zajisti, aby se osoby
opravnéné zpracovdvat osobni tdaje
zavézaly k mlcenlivosti, nebo aby se na
né¢ vztahovala zdkonna

mlcenlivosti.

povinnost

© The data importer shall ensure that persons
authorised to process the personal data have
committed themselves to confidentiality or are
under an appropriate statutory obligation of
confidentiality.

(s) V piipad¢ poruseni zabezpeceni osobnich
udajii tykajicich se osobnich
zpracovdvanych dovozcem tudaju

téchto dolozek pfijme dovozce

udaju
podle
tdaji
poruseni
véetné

vhodna opatieni k feSeni
zabezpeceni osobnich tdajd,
opatieni ke zmirnéni jeho moZnych

nepiiznivych dcinka.

(d) In the event of a personal data breach
concerning personal data processed by the data
importer under these Clauses, the data importer
shall take appropriate measures to address the
personal data breach, including measures to
mitigate its possible adverse effects.

®) V piipadé poruseni zabezpeceni osobnich
udaji, které by mohlo vést k ohrozeni
prav a svobod fyzickych osob, dovozce
udaji bez zbyte¢ného odkladu informuje
vyvozce Udajl i prislusny dozorovy urad
v souladu s doloZkou 13. Toto ohldSeni
obsahuje i) popis povahy daného piipadu
poruseni zabezpecCeni osobnich udaji
(v€etné, pokud je to mozné, kategorii a
ptiblizného poctu dotéenych subjektii
udaju a kategorii a pfiblizného mnoZstvi
dotéenych zdznami osobnich udaju), ii)
jeho pravdépodobnych dusledkd, iii)
popis opatfeni, kterd byla pfijata nebo
byla navrzena s cilem vyfeSit dané
zabezpeCeni, aiv) Ttdaje
kontaktniho mista, kde lze ziskat vice

poruseni

informaci. Neni-li mozné, aby dovozce
veskeré informace  poskytl
byt  poskytnuty
dalstho

udaju
soucasn€¢, mohou
postupné  bez

odkladu.

zbytecného

(e

likely to result in a risk to the rights and freedoms

In case of a personal data breach that is

of natural persons, the data importer shall without
undue delay notify both the data exporter and the
competent supervisory authority pursuant to
Clause 13. Such notification shall contain i) a
description of the nature of the breach (including,
where possible, categories and approximate
number of data subjects and personal data records
concerned), ii) its likely consequences, iii) the
measures taken or proposed to address the breach,
and iv) the details of a contact point from whom
more information can be obtained. To the extent it
is not possible for the data importer to provide all
the information at the same time, it may do so in
phases without undue further delay.

(u) V piipadé€ poruseni zabezpeceni osobnich
udaju, které pravdépodobné bude
predstavovat vysoké riziko pro prava a
svobody fyzickych osob, dovozce udaji
rovnéZ bez zbyte¢ného odkladu poda

hlaseni dotCenym subjektim udajii o

¢3) In case of a personal data breach that is
likely to result in a high risk to the rights and
freedoms of natural persons, the data importer shall
also notify without undue delay the data subjects
concerned of the personal data breach and its
nature, if necessary in cooperation with the data
exporter, together with the information referred to
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poruseni zabezpeceni osobnich ddaji a
jeho povaze — v piipadé potieby ve
spoluprici s vyvozcem ddaji —a sdéli jim
také informace uvedené v pism. e) bodu
ii) az iv), pokud dovozce tdaji nezavedl
opatfeni za ucelem znacného sniZeni
rizika pro prava a svobody fyzickych
osob nebo pokud dané hlaSeni
nevyZaduje  nepfiméfené Usili. V
posledné¢ uvedeném piipadé¢ dovozce
udaji misto toho vyda vefejné ozndmeni
nebo zajisti obdobné opatieni, kterym
vefejnost o  poruSeni
osobnich tdaji informuje.

zabezpeceni

in paragraph (e), points ii) to iv), unless the data
importer has implemented measures to
significantly reduce the risk to the rights or
freedoms of natural persons, or notification would
involve disproportionate efforts. In the latter case,
the data importer shall instead issue a public
communication or take a similar measure to inform
the public of the personal data breach.

vypovidajici o rasovém nebo etnickém ptvodu,
politickych ndzorech, ndboZenském vyznani nebo
filozofickém pfesvédceni nebo ¢lenstvi v
odborech, genetické udaje nebo biometrické udaje
za ucelem jedinecné identifikace fyzické osoby,
udaje o zdravotnim stavu ¢i o sexudlnim Zivoté
nebo sexudlni orientaci fyzické osoby nebo udaje
tykajici se rozsudkli v trestnich vécech nebo
trestnych ¢inu (dale jen ,citlivé ddaje), dovozce
udaju uplatni zvlastni omezeni a/nebo dodate¢né
zaruky pfizpisobené zvlaStni povaze udaji a
souvisejicim rizikiim. To mize zahrnovat omezeni
persondlu, ktery md povolen piistup k osobnim
udajiim, dodate¢na bezpecnostni opatieni (jako je
pseudonymizace) a/nebo dodateCna omezeni s
ohledem na dal$i zptistupnéni.

v) Dovozce tdaji dokumentuje vesSkeré ®) The data 1mP0rter shall
relevantni  skutetnosi  tfkajici  se document all relevant facts relating to the personal
poruseni zabezpedeni osobnich tdaji data breach, including its effects and any remedial
viem® jeho dGinki a pﬁjatycI; action taken, and keep a record thereof.
napravnych opatfeni, a vede si o tom
z4znamy.

8.6 Citlivé udaje 8.6 Sensitive data

JestliZe peddvini zahmuje osobni tdaje Where the transfer involves personal data revealing

racial or ethnic origin, political opinions, religious
or philosophical beliefs, or trade union
membership, genetic data, or biometric data for the
purpose of uniquely identifying a natural person,
data concerning health or a person’s sex life or
sexual orientation, or data relating to criminal
convictions or offences (herecinafter ‘sensitive
data’), the data importer shall apply specific
restrictions and/or additional safeguards adapted to
the specific nature of the data and the risks
involved. This include restricting the
personnel permitted to access the personal data,

(such  as

may
additional ~ security = measures
pseudonymisation) and/or additional restrictions
with respect to further disclosure.

8.7 DalSi piredavani

8.7 Onward transfers

Dovozce tudaji nezpfistupni osobni udaje teti
strang se sidlem mimo Evropskou unii® (ve stejné

The data importer shall not disclose the personal
data to a third party located outside the European
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zemi jako dovozce tdaji nebo v jiné tfeti zemi,
ddle jen ,dalsi preddavani®), ledaze by tato tfeti
strana byla podle pifslusSného modulu té€mito
dolozkami vazdna nebo by souhlasila s tim, Ze jimi
bude vdzana. K dal$Simu pfedani dovozcem tdaji
jinak miZe dojit pouze tehdy, pokud:

Union () (in the same country as the data importer
or in another third country, hereinafter ‘onward
transfer’) unless the third party is or agrees to be
bound by these Clauses, under the appropriate
Module. Otherwise, an onward transfer by the data
importer may only take place if:

(i)  se provadi do zemé, kterd vyuziva
rozhodnuti o odpovidajici ochrané
podle clanku 45 nafizeni (EU)
2016/679, jenz upravuje dalsi

@) it is to a country benefitting from an
adequacy decision pursuant to Article 45 of
Regulation (EU) 2016/679 that covers the onward
transfer;

podminek, dovozce tudaju ziskal
vyslovny souhlas subjektu udaji s
dal§im pfeddvanim v konkrétni
situaci poté, co jej informoval o
jeho  dcelu nebo  ucelech,
totoZnosti pifijemce a moznych
rizicich, kterd pro né&j vyplyvaji z
takového preddvani vzhledem k
nedostatku ~ vhodnych  zdruk
ochrany udajt. V takovém piipadé¢

dovozce ddaji informuje vyvozce

udajii a na zadost vyvozce udaji

pfedavan;

(i)  tfeti strana jinak zajiStuje vhodné | (ii) the third party otherwise ensures
zdruky podle ¢lankd 46 nebo 47 | appropriate safeguards pursuant to Articles 46 or
natizeni (EU) 2016/679 s ohledem 47 of Regulation (EU) 2016/679 with respect to the
na dotCené zpracovani; processing in question;

(iii) tfeti strana uzavie s dovozcem | (iii)  the third party enters into a binding
tidajt zdvazny instrument | instrument with the data importer ensuring the
zajistujici stejnou troveh ochrany | S&me level of data protection as under these
ddajit jako podle téchto dolozek a Clauses, and the data importer provides a copy of

L .. | these safeguards to the data exporter;
dovozce udajii poskytne kopii
téchto zaruk vyvozci udaja;

(iv) je to nezbytné pro urceni, vykon | (iv) it is necessary for the establishment,
nebo obhajobu pravnich naroku v | exercise or defence of legal claims in the context of
rdmci  zvld$tnich  sprévnich specific administrative, regulatory or judicial
regulac¢nich nebo soudnich fizenf; proceedings;

(v)  je to nezbytné pro ochranu Zivotné | (v) it is necessary in order to protect the vital
daleZitych z4jmd subjektu tddaji | interests of the data subject or of another natural
nebo jiné fyzické osoby, nebo person; or

(vi) pokud neplati ziadna z dalSich | (vi) where none of the other conditions apply,

the data importer has obtained the explicit consent
of the data subject for an onward transfer in a
specific situation, after having informed him/her of
its purpose(s), the identity of the recipient and the
possible risks of such transfer to him/her due to the
lack of appropriate data protection safeguards. In
this case, the data importer shall inform the data
exporter and, at the request of the latter, shall
transmit to it a copy of the information provided to
the data subject.
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mu predd kopii informaci

poskytnutych subjektu ddaji.

Na jakékoli dalsi pfedavani se vztahuje podminka,
Ze dovozce udaji dodrzi vSechny ostatni zaruky
podle téchto doloZek, zejména ticelové omezeni.

Any onward transfer is subject to compliance by
the data importer with all the other safeguards
under these Clauses, in particular purpose
limitation.

8.8 Zpracovani z povéreni dovozce udaji

8.8 Processing under the authority of the
data importer

Dovozce udaju zajisti, aby jakdkoli osoba, ktera
jednd z jeho povéteni, vletné¢ zpracovatele,
zpracovavala tdaje pouze na zdkladé jeho pokynt.

The data importer shall ensure that any person
acting under its authority, including a processor,
processes the data only on its instructions.

zadosti, které obdrzi od subjektu udaja,
tykajici se zpracovani jeho osobnich tidaji
a vykonu jeho prav podle téchto dolozek,

8.9 Dokumentace a plnéni povinnosti 8.9 Documentation and

compliance

(w) Kazda strana musi byt schopna prokézat (@) . Each .Par.ty shall

‘e . , y be able to demonstrate compliance with its

plnéni svych povinnosti podle téchto o )

. e L obligations under these Clauses. In particular, the
dolozek. Dovozce udaji zejména vede data hall k )
pfislusnou dokumentaci o c¢innostech ata 1mp0rt('3r shall keep appr(.)prlate. o )

. . 1« . | documentation of the processing activities carried
zpracovani, za jejichz provadéni ] e
s out under its responsibility.

odpovida.

(x) Dovozce uddaju tuto dokumentaci na | (b) The data importer shall make such
pozadan{ zpiistupni piislusnému | documentation ~available to the competent
dozorovému tiadu. supervisory authority on request.

Dolozka 9 Clause 9
Vyuziti dil¢ich zpracovateli Use of sub-processors
N/A N/A
Dolozka 10 Clause 10
Prava subjekti udaji Data subject rights
a) Dovozce udajii, pfipadné¢ za pomoci
vyvozce ddaji, vyfizuje veskeré dotazy a | (2) The data importer, where relevant with the

assistance of the data exporter, shall deal with any
enquiries and requests it receives from a data
subject relating to the processing of his/her
personal data and the exercise of his/her rights
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ato bez zbyte¢ného odkladu a nejpozdé&ji
do jednoho mésice od obdrzeni dotazu
nebo zddosti.* Dovozce udaji pfijme
vhodnd opatfeni k usnadnéni vyfizovani
téchto dotazli, Zadosti a vykonu prav
subjektu  ddaji. Veskeré informace
poskytované subjektu tdaji musi byt ve
srozumitelném a snadno piistupném znéni
za pouZiti jasnych a jednoduchych
jazykovych prostredki.

under these Clauses without undue delay and at the
latest within one month of the receipt of the enquiry
or request. (V) The data importer shall take
appropriate measures to facilitate such enquiries,
requests and the exercise of data subject rights. Any
information provided to the data subject shall be in
an intelligible and easily accessible form, using
clear and plain language.

b) Na Zadost subjektu idaji dovozce tdaji
zejména bezplatné:

(b) In particular, upon request by the data
subject the data importer shall, free of charge:

(i) poskytne subjektu idaji potvrzeni o tom, zda se
zpracovavaji osobni udaje, které se ho tykaji, a v
takovém piipad¢ mu poskytne kopii udaju, které se
ho tykaji, a informace uvedené v piiloze I; pokud
osobni uUdaje byly nebo budou dile pteddvény,
poskytne informace o piijemcich nebo kategoriich
piijemcti (podle potieby za ucelem poskytnuti
smysluplnych informaci), kterym osobni tdaje
byly nebo budou dile preddvany, ucel téchto
dalsich pfedani a jejich divod v souladu s dolozkou
8.7; a poskytne informace o pravu podat stiZznost u
dozorového tfadu v souladu s dolozkou 12 pism.
¢) bodem i);

1) provide confirmation to the data subject as
to whether personal data concerning him/her is
being processed and, where this is the case, a copy
of the data relating to him/her and the information
in Annex [; if personal data has been or will be
onward transferred, provide information on
recipients or categories of recipients (as
appropriate with a view to providing meaningful
information) to which the personal data has been or
will be onward transferred, the purpose of such
onward transfers and their ground pursuant to
Clause 8.7; and provide information on the right to
lodge a complaint with a supervisory authority in
accordance with Clause 12(c)(i);

subjektu tdaju, pokud tyto udaje
jsou nebo byly zpracovavany v
rozporu s kteroukoli z téchto
dolozek, ktera zajistuje
naleZejici opradvnéné tieti

prava

strané,
nebo pokud subjekt tdaji odvola
souhlas, na kterém je zpracovani
zaloZeno.

(i1) (/)pra'm . nefI/Jrfesne n'ebo neup Iné (i1) rectify inaccurate or incomplete data
udaje tykajici se subjektu udaja; concerning the data subject;
(iii)) vymazZe osobni udaje tykajici se | (iii) erase personal data concerning the data

subject if such data is being or has been processed
in violation of any of these Clauses ensuring third-
party beneficiary rights, or if the data subject
withdraws the consent on which the processing is
based.

¢) Pokud dovozce tdaju zpracovava osobni
udaje pro ucely piimého marketingu,
prestane je pro tyto ucely zpracovavat,

(©)
personal data for direct marketing purposes, it
shall cease processing for such purposes if the

Where the data importer processes the

zaloZené vyhradné na automatizovaném
zpracovani predavanych osobnich uddaji

vznese-li proti tomu subjekt udajl | data subject objects to it.
namitky.
d) Dovozce udaji nepfijme rozhodnuti

(d) The data importer shall not make a
decision based solely on the automated processing
of the personal data transferred (hereinafter
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(dédle jen ,,automatizované rozhodnuti*),
které by mélo pravni dcinky tykajici se
subjektu 1daji nebo by ho obdobné
vyznamné ovlivnilo, ledaZze by k tomu
subjekt udaja dal vyslovny souhlas, nebo
pokud by mu to bylo na zdklad& pravnich
pfedpisi zemé wurCeni povoleno, za
predpokladu, Ze takové pravni predpisy
stanovi vhodn4 opatfeni na ochranu priv a
opravnénych zajmt subjektu ddaji. V
tomto ptipadé¢ dovozce udaji, v piipadé
potieby ve spolupraci s vyvozcem udajt:

‘automated decision’), which would produce legal
effects concerning the data subject or similarly
significantly affect him/her, unless with the explicit
consent of the data subject or if authorised to do so
under the laws of the country of destination,
provided that such laws lays down suitable
measures to safeguard the data subject’s rights and
legitimate interests. In this case, the data importer
shall, where necessary in cooperation with the data
exporter:

(1) informuje subjekt ddaji o predpokladaném
automatizovaném rozhodnuti, pfedpokladanych
dasledcich a pouzitém postupu a

@) inform the data subject about the
envisaged automated decision, the envisaged
consequences and the logic involved; and

(ii) zavede vhodnd ochrannd opatfent,
prinejmensim tim, Ze umozni subjektu tdajt
napadnout rozhodnuti, vyjadfit sviij ndzor a
dosdhnout pfezkumu provadéného ¢lovékem.

(ii) implement suitable safeguards, at least by
enabling the data subject to contest the decision,
express his/her point of view and obtain review by
a human being.

e) Jestlize jsou zadosti subjektu tdaji
nepfiméiené, zejména proto, Ze se opakuji,
miZe dovozce udaji bud’ ulozit priméteny
poplatek, v némZ budou zohlednény
administrativni ndklady souvisejici s
vyhovénim dané Zziadosti, nebo mize
odmitnout Zadosti vyhovét.

(e) Where requests from a data subject are
excessive, in particular because of their
repetitive character, the data importer may
either charge a reasonable fee taking into
account the administrative costs of granting the
request or refuse to act on the request.

f) Dovozce udaji muZe Zzadost subjektu

udaji  odmitnout, pokud je takové
odmitnuti umoZnéno podle priva zemé
uréeni a je v demokratické spolecnosti
nezbytné a pfiméfené za tcelem ochrany
jednoho z cilii uvedenych v ¢l. 23 odst. 1

natizeni (EU) 2016/679.

(f) The data importer may refuse a data
subject’s request if such refusal is allowed
under the laws of the country of destination and
is necessary and proportionate in a democratic
society to protect one of the objectives listed in
Article 23(1) of Regulation (EU) 2016/679.

g) Pokud ma dovozce ddaji v imyslu Zadost
subjektu tddaji  odmitnout, informuje
subjekt udaji o dlivodech odmitnuti a
moznosti podat stiZznost u piisluSného
dozorového ufadu a/nebo pozadat o soudni
ochranu.

(g) If the data importer intends to refuse a data
subject’s request, it shall inform the data
subject of the reasons for the refusal and the
possibility of lodging a complaint with the
competent supervisory authority and/or
seeking judicial redress.

Dolozka 11

Clause 11

Naprava

Redress

a) Dovozce tdaji transparentné a ve snadno
pristupném formdtu informuje subjekty

udaji  prostfednictvim  individudlniho

(a)

data subjects in a transparent and easily accessible

The data importer shall inform

format, through individual notice or on its website,
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ozndmeni nebo na svych internetovych
strankach o kontaktnim misté opravnéném
vyfizovat  stiznosti. Takové  misto
neprodlené vyfidi jakékoli stiZnosti, které

od subjektu udaju pfijme.

of a contact point authorised to handle complaints.
It shall deal promptly with any complaints it
receives from a data subject.

[VARIANTA: Dovozce udajii souhlasi s tim, Ze
subjekty 1daji mohou rovnéz bezplatné¢ podat
stiznost u nezdvislého organu pro feseni sport®. O
tomto mechanismu ndpravy a o tom, Ze subjekty
udajii nejsou povinny jej vyuzivat nebo postupovat
podle konkrétntho postupu pifi hledani nédpravy,
dovozce udaju informuje subjekty idaji zplisobem
uvedenym v pismenu a).]

[OPTION: The data importer agrees that data
subjects may also lodge a complaint with an
independent dispute resolution body (V) at no cost
to the data subject. It shall inform the data subjects,
in the manner set out in paragraph (a), of such
redress mechanism and that they are not required
to use it, or follow a particular sequence in seeking
redress. ]

b) V piipad¢ sporu mezi subjektem udaju a
jednou ze smluvnich stran tykajiciho se
dodrZzovani téchto doloZek vyvine tato
strana vesSkeré usili k tomu, aby takovou
zalezitost vyfesila smirn€ a v¢as. Strany se
o téchto sporech navzdjem informuji a v
ptislusnych piipadech pii jejich feSeni

(b) In case of a dispute between a data subject
and one of the Parties as regards compliance
with these Clauses, that Party shall use its best
efforts to resolve the issue amicably in a timely
fashion. The Parties shall keep each other
informed about such disputes and, where
appropriate, cooperate in resolving them.

zavazné podle platného prava EU nebo
Clenského statu.

spolupracuji.

) Pokud se subjekt ddajii dovoldvé prava (c) Where the data subject invokes a third-
ve prospéch oprévnné tfetf strany podle party beneficiary right pursuant to Clause 3, the
dolozky 3, dovozce ddajii akceptuje data importer shall accept the decision of the data
rozhodnuti subjektu udaja: subject to:

(i)  podat stiznost u dozorového uradu @ . loqge .a complaint with the
v &lenském statd svého obvyklého supervisory authority in the Member State of
bydlits nebo mista vikonu price his/her habitual residence or place of work, or the
nebo u piislusného dozorového competent supervisory authority pursuant to
dfadu podle dolozky 13 Clause 13;

(i)  postoupit spor piislusnym soudim | (ii) refer the dispute to the competent courts
ve smyslu dolozky 18. within the meaning of Clause 18.

(z) Strany jsou srozumény, Ze subjekt udaji | (d) The Parties accept that the data subject
miZe byt zastoupen neziskovym | may be represented by a not-for-profit body,
subjektem, organizaci nebo sdruzenim za organisation or association under the conditions set
podminek stanovenych v &. 80 odst. 1 out in Article 80(1) of Regulation (EU) 2016/679.
nafizeni (EU) 2016/679.

(aa) Dovozce tdaji dodrzuje rozhodnuti | (e) The data importer shall abide by a decision

that is binding under the applicable EU or Member
State law.
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(bb) Dovozce udaji souhlasi s tim, Ze vybér
provedeny subjektem tdaji nebude mit
vliv na jeho hmotnd a procesni priava
poZadovat ndpravu v souladu s platnymi

pravnimi ptedpisy.

) The data importer agrees that the choice
made by the data subject will not prejudice his/her
substantive and procedural rights to seek remedies
in accordance with applicable laws.

ostatnim strandm odpovédna za

Dolozka 12 Clause 12
Odpovédnost Liability
a) Kazd4 strana je vaci druhé stran¢ / | (a) Each Party shall

be liable to the other Party/ies for any damages it

subjektu idajt a subjekt tidaji ma
ndrok na ndhradu jakékoli hmotné
nebo nehmotné Ujmy, kterou
strana zpusobi subjektu udaji
porusenim  prdv  néleZejicich
opravnéné treti stran¢ na zdkladé
téchto doloZek. Tim neni dotCena
odpovédnost vyvozce tdaju podle

natizeni (EU) 2016/679.

jakoukoli djmu, kterou druhé | causes the other Party/ies by any breach of these
strané / ostatnim strandm pii | Clauses.
poruseni téchto doloZek zptisobi.

b) KaZdé strana je odpovidnd vii (b) Each Party shall be liable to the data

subject, and the data subject shall be entitled to
receive compensation, for any material or non-
material damages that the Party causes the data
subject by breaching the third-party beneficiary
rights under these Clauses. This is without
prejudice to the liability of the data exporter under
Regulation (EU) 2016/679.

c¢) Pokud je za djmu zplsobenou subjektu
udaji v disledku porusSeni téchto dolozek
odpovédnd vice neZ jedna strana, nesou
spolecnou a nerozdilnou odpovédnost
vSechny odpovédné strany a subjekt tdaji
je opravnén proti kterékoli z téchto stran
podat Zalobu u soudu.

© Where more than one Party is responsible
for any damage caused to the data subject as a
result of a breach of these Clauses, all responsible
Parties shall be jointly and severally liable and the
data subject is entitled to bring an action in court
against any of these Parties.

d) Smluvni strany se dohodly, Ze pokud je
jedna ze smluvnich stran odpovédnd podle
pismene c), je opravnéna pozadovat od
druhé smluvni strany / ostatnich smluvnich
stran zpét ¢ast ndhrady Gjmy odpovidajici
jeji odpovédnosti za Gjmu.

(d) The Parties agree that if one Party is held
liable under paragraph (c), it shall be entitled to
claim back from the other Party/ies that part of the
compensation  corresponding  to its/their
responsibility for the damage.

e) Dovozce udaji se nemuze dovolavat

o ) (e The data importer may not invoke the
jednani  zpracovatele  nebo  dilctho | ¢onduct of a processor or sub-processor to avoid its
zpracovatele, aby se vyhnul své vlastni | own liability.
odpovédnosti.
DoloZka 13 Clause 13
Dohled Supervision
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a) [Pokud je vyvozce tdaji usazen v c¢lenském
staté EU:] Dozorovy tifad uvedeny v piiloze I ¢asti
C, ktery je odpovédny za zaji§téni, Ze vyvozce
udajt dodrZuje nafizeni (EU) 2016/679, pokud jde
o preddvani ddaji, jednd jako piislusny dozorovy
urad.

a) [Where the data exporter is established in
an EU Member State:] The supervisory
authority with responsibility for ensuring
compliance by the data exporter with
Regulation (EU) 2016/679 as regards the
data transfer, as indicated in Annex 1.C,
shall act as competent
authority.

supervisory

[Pokud vyvozce udajii neni usazen v clenském
staté EU, ale spada do izemni ptisobnosti nafizen{
(EU) 2016/679 v souladu s jeho ¢l. 3 odst. 2 a
jmenoval zastupce podle ¢l. 27 odst. 1 nafizeni
(EU) 2016/679:] Dozorovy ufad ¢lenského statu —
uvedeny v pfiloze I ¢4sti C—, v némZ je usazen
zéastupce ve smyslu €l. 27 odst. 1 nafizeni (EU)
2016/679, jedna jako piislusny dozorovy dfad.

[Where the data exporter is not established in an
EU Member State, but falls within the territorial
scope of application of Regulation (EU) 2016/679
in accordance with its Article 3(2) and has
appointed a  representative  pursuant  to
Article 27(1) of Regulation (EU) 2016/679:] The
supervisory authority of the Member State in which
the representative within the meaning of
Article 27(1) of Regulation (EU) 2016/679 is
established, as indicated in Annex 1.C, shall act as
competent supervisory authority.

[Pokud vyvozce udajii neni usazen v clenském
staté EU, ale spada do uzemni ptisobnosti nafizeni
(EU) 2016/679 v souladu s jeho ¢l. 3 odst. 2, aniz
by vSak musel jmenovat zastupce podle ¢l. 27 odst.
2 nafizeni (EU) 2016/679:] Dozorovy dfad jednoho
z Clenskych statl, v nichZ se nachézeji subjekty
udaji, jejichZ osobni ddaje jsou predavany podle
téchto dolozek v souvislosti se zboZim nebo
sluZbami jim nabizenymi, nebo jejichZ chovani je
monitorovdno, uvedeny v piiloze I ¢asti C, jedna
jako prislusny dozorovy drad.

[Where the data exporter is not established
in an EU Member State, but falls within the
territorial scope of application of Regulation (EU)
2016/679 in accordance with its Article 3(2)
without however having to appoint a representative
pursuant to Article 27(2) of Regulation (EU)
2016/679:] The supervisory authority of one of the
Member States in which the data subjects whose
personal data is transferred under these Clauses in
relation to the offering of goods or services to them,
or whose behaviour is monitored, are located, as
indicated in Annex L.C, shall act as competent
supervisory authority.

b)Dovozce tdajt souhlasi, Ze se podiidi pravomoci
ptislusného dozorového tfadu a bude s nim
spolupracovat v rdmci vSech postupll zamétenych
na zajiSténi dodrzovani téchto dolozek. Dovozce
udaji zejména souhlasi, Ze bude reagovat na
dotazy, podrobovat se auditim a dodrzovat
opatfeni pfijatd dozorovym udfadem, vcetné
napravnych a kompenzacnich opatfeni.
Dozorovému tiadu poskytne pisemné potvrzend,
Ze byla pfijata nezbytna opatfeni.

(b) The data importer agrees to submit itself to
the jurisdiction of and cooperate with the
competent supervisory authority in any procedures
aimed at ensuring compliance with these Clauses.
In particular, the data importer agrees to respond to
enquiries, submit to audits and comply with the
measures adopted by the supervisory authority,
including remedial and compensatory measures. It
shall provide the supervisory authority with written
confirmation that the necessary actions have been
taken.

ODDIL III - MISTNI PRAVNI PREDPISY A
POVINNOSTI V PRIPADE PRISTUPU
ORGANU VEREJNE MOCI

SECTION III - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY
PUBLIC AUTHORITIES
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DoloZka 14

Clause 14

Mistni pravni piredpisy a postupy majici dopad
na dodrZovani doloZek

Local laws and practices affecting compliance
with the Clauses

a)Strany zarucuji, Ze nemaji divod se domnivat, Ze
pravni predpisy a postupy ve tfeti zemi urcent,
které se vztahuji na zpracovani osobnich udaji
dovozcem tdaji, vcetné jakychkoli pozadavkid na
zptistupnéni osobnich udaji nebo opatieni,
kterymi se povoluje pfistup organtim vefejné moci,
brani dovozci ddaji pifi plnéni svych povinnosti
podle téchto doloZzek. To je zaloZeno na
ptedpokladu, Ze pravni predpisy a postupy, které
respektuji podstatu zédkladnich prav a svobod a
neptekracuji to, co je v demokratické spolecnosti
nezbytné a priméfené k zajisténi jednoho z cila
uvedenych v €l. 23 odst. 1 natfizeni (EU) 2016/679,
nejsou v rozporu s t€émito dolozkami.

(a) The Parties warrant that they have no
reason to believe that the laws and practices in the
third country of destination applicable to the
processing of the personal data by the data
importer, including any requirements to disclose
personal data or measures authorising access by
public authorities, prevent the data importer from
fulfilling its obligations under these Clauses. This
is based on the understanding that laws and
practices that respect the essence of the
fundamental rights and freedoms and do not exceed
what is necessary and proportionate in a
democratic society to safeguard one of the
objectives listed in Article 23(1) of Regulation
(EU) 2016/679, are not in contradiction with these
Clauses.

b)Smluvni strany prohlaSuji, Ze pfi poskytovani
zéruky uvedené v pismenu a) ndleZité zohlednily
zejména ndsledujici prvky:

(b) The Parties declare that in providing the
warranty in paragraph (a), they have taken due
account in particular of the following elements:

(i)konkrétni okolnosti piedani, vcetn¢ délky
zpracovatelského fetézce, poctu zapojenych
subjektll a pouZzitych kandll pro pfenos udaju,
zamysSlené dals$i predani, druh piijemce, ucely
zpracovani, kategorie a format preddvanych
osobnich udaji, hospodarské odvétvi, v némz se
predavani uskuteciiuje, misto, kde se predané udaje
uchovavaji;

1) the specific circumstances of the transfer,
including the length of the processing chain, the
number of actors involved and the transmission
channels used; intended onward transfers; the type
of recipient; the purpose of processing; the
categories and format of the transferred personal
data; the economic sector in which the transfer
occurs; the storage location of the data transferred;

(ii)pravni ptedpisy a postupy tieti zeme urceni —
véetn¢ téch, které vyzaduji zptistupnéni udaji
organtim vetejné moci nebo povoluji pristup téchto
organi — relevantni s ohledem na konkrétni
okolnosti preddni, jakoZ i pouZitelnd omezeni a
zéruky?®;

(ii) the laws and practices of the third country
of destination— including those requiring the
disclosure of data to public authorities or
authorising access by such authorities — relevant in
light of the specific circumstances of the transfer,
and the applicable limitations and safeguards (*));

(iii)veskeré ptislusné smluvni, technické nebo
organizacni zaruky zavedené za tucelem doplnéni
zaruk podle téchto doloZek, vcetné opatieni
uplatiovanych b&hem pfeddni a zpracovani
osobnich udaji v zemi urceni.

(ii1) any relevant contractual, technical or
organisational safeguards put in place to
supplement the safeguards under these Clauses,
including measures applied during transmission
and to the processing of the personal data in the
country of destination.
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c)Dovozce udaji zaruCuje, Ze pii provadeéni
posouzeni podle pismene b) vynaloZil maximalni
usili, aby poskytl vyvozci tudaji relevantni
informace, a souhlasi s tim, Ze bude pfi zajiStovani
dodrzovani téchto dolozek s vyvozcem udaji i
nadale spolupracovat.

(c) The data importer
warrants that, in carrying out the assessment under
paragraph (b), it has made its best efforts to provide
the data exporter with relevant information and
agrees that it will continue to cooperate with the
data exporter in ensuring compliance with these
Clauses.

d)Strany souhlasi, Ze posouzeni podle pismene b)
zdokumentuji a na pozdddni  zpfistupni
ptislusnému dozorovému dfadu.

(d) The Parties agree to document the
assessment under paragraph (b) and make it
available to the competent supervisory authority on
request.

e) Dovozce ddaji souhlasi s tim, Ze neprodlené
uvédomi vyvozce udaji, pokud ma po vyjadieni
souhlasu s t€émito ustanovenimi a po dobu trvan{
smlouvy diivod se domnivat, Ze se na n¢j vztahuji,
nebo se zacaly vztahovat pravni ptedpisy nebo
postupy, které nejsou v souladu s poZadavky podle
pismene a), a to i po zméné v pravnich ptedpisech
tiet{ zemé nebo opatieni (jako je napiiklad Zadost
o poskytnuti udaju), jez svédéi o tom, Ze
uplatiovani téchto pravnich predpist v praxi neni
v souladu s pozadavky uvedenymi v pismeni a).
[Pokud jde o modul 3: Vyvozce udaji preda
ozndmeni spravci.]

e The data importer agrees to notify the data
exporter promptly if, after having agreed to these
Clauses and for the duration of the contract, it has
reason to believe that it is or has become subject to
laws or practices not in line with the requirements
under paragraph (a), including following a change
in the laws of the third country or a measure (such
as a disclosure request) indicating an application of
such laws in practice that is not in line with the
requirements in paragraph (a).

f) Po ozndmeni podle pismene e), nebo
pokud ma vyvozce udaju jinak duvod se
domnivat, Ze dovozce udaju jizZ nemiZe
plnit své povinnosti na zdkladé téchto
dolozek, vyvozce ddaji neprodlené¢ urci
vhodna opatfeni (napt. technickd nebo
organizacni opatfeni  k zajisténi

bezpeCnosti a daveérnosti), kterd ma

pfijmout vyvozce udaju a/nebo dovozce
udaji k fesen{ situace [pokud jde o modul

3: pripadné po konzultaci se spravcem].

Vyvozce udaju pozastavi predavani udaju,

pokud se domniva, Ze pro toto preddvani

nemohou byt zajistény Zddné vhodné
zéruky, nebo pokud mu da pokyn [pokud
jde o modul 3: spradvce nebo] piislusny
dozorovy ufad. V tomto piipadé je
vyvozce Udaji oprdvnén vypoveédeét
smlouvu, pokud jde o zpracovani osobnich
udaju  podle téchto dolozek. Jestlize
smlouva zahrnuje vice neZz dvé smluvni

strany, miZe vyvozce didaji toto pravo na

vypovézeni uplatnit pouze ve vztahu k

) Following a notification pursuant to
paragraph (e), or if the data exporter otherwise has
reason to believe that the data importer can no
longer fulfil its obligations under these Clauses, the
data exporter shall promptly identify appropriate
measures (e.g. technical or organisational measures
to ensure security and confidentiality) to be
adopted by the data exporter and/or data importer
to address the situation. The data exporter shall
suspend the data transfer if it considers that no
appropriate safeguards for such transfer can be
ensured, or if instructed by the competent
supervisory authority to do so. In this case, the data
exporter shall be entitled to terminate the contract,
insofar as it concerns the processing of personal
data under these Clauses. If the contract involves
more than two Parties, the data exporter may
exercise this right to termination only with respect
to the relevant Party, unless the Parties have agreed
otherwise. Where the contract is terminated
pursuant to this Clause, Clause 16(d) and (e) shall

apply.
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piislusSné strang, pokud se strany
nedohodly jinak. Jestlize je smlouva
vypovézena podle této dolozky, pouZije se
dolozka 16 pism. d) a e).

Dolozka 15

Clause 15

Povinnost dovozce udaji v piipadé pristupu
organu verejné moci

Obligations of the data importer in case of
access by public authorities

15.1 Oznameni

15.1 Notification

a) Dovozce udaji souhlasi s tim, Ze neprodlené
uvédomi vyvozce udaju, a je-li to moZné, subjekt
udaji (v ptipadé potieby s pomoci vyvozce udajit),
pokud:

(a) The data importer agrees to notify the data
exporter and, where possible, the data subject
promptly (if necessary with the help of the data
exporter) if it:

(i)  nazakladé pravnich ptedpisii zemée
uréeni obdrzi pravné zavaznou
Zadost od orgdnu vefejné moci,
véetn¢ soudnich orgdnd, o

osobnich  tddaju

pfedanych podle téchto dolozek;
takové ozndmeni obsahuje

informace s}

zptistupnéni

poZadovanych
osobnich udajich, doZadujicim
organu, pravnim zakladu Zadosti a
poskytnuté odpovédi, nebo

(1) receives a legally binding request from a
public authority, including judicial authorities,
under the laws of the country of destination for the
disclosure of personal data transferred pursuant to
these Clauses; such notification shall include
information about the personal data requested, the
requesting authority, the legal basis for the request
and the response provided; or

(i) se dozvi o jakémkoli piimém
piistupu organli vefejné moci k
osobnim uddajim pfeddvanym
podle téchto doloZek v souladu s
pravnimi pfedpisy zem& urceni,

takové ozndmeni obsahuje
vSechny informace  dostupné
dovozci.

(ii) becomes aware of any direct access by
public authorities to personal data transferred
pursuant to these Clauses in accordance with the
laws of the country of destination; such notification
shall include all information available to the
importer.

b) Pokud je podle pravnich pfedpisii zem& uréeni
dovozci idaji zakazano informovat vyvozce udaji
a/nebo subjekt tidajl, souhlasi dovozce udaja s tim,
7Ze za ucelem co nejrychlejStho sdéleni co
nejvetstho mnozstvi informaci vynalozi maximaln{
usili, aby od tohoto zdkazu bylo upusténo. Dovozce
udaju souhlasi, Ze zdokumentuje své maximalni
usili, aby je mohl na Zadost vyvozce udaji
prokézat.

(b) If the data importer is prohibited from
notifying the data exporter and/or the data subject
under the laws of the country of destination, the
data importer agrees to use its best efforts to obtain
a waiver of the prohibition, with a view to
communicating as much information as possible,
as soon as possible. The data importer agrees to
document its best efforts in order to be able to
demonstrate them on request of the data exporter.

c) Je-li to povoleno pravnimi predpisy
zem¢ urceni, dovozce tdaji souhlasi,
Ze bude poskytovat vyvozci udaju v
pravidelnych intervalech po dobu

(c) Where permissible under the laws of the
country of destination, the data importer agrees to
provide the data exporter, at regular intervals for
the duration of the contract, with as much relevant
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trvani smlouvy co nejrelevantnéjsi
informace o pfijatych Zadostech
(zejména informace o poctu Zadosti,
druhu pozadovanych udaju,
doZadujicim organu nebo organech,
zda byly tyto Ziddosti napadeny a
vysledek takového napadeni atd.).
[Pokud jde o modul 3: Vyvozce tdaji

pfeda informace sprévci.]

information as possible on the requests received (in
particular, number of requests, type of data
requested, requesting authority/ies, whether
requests have been challenged and the outcome of
such challenges, etc.).

d) Dovozce ddaja souhlasi s tim, Ze po
dobu trvani smlouvy bude informace
podle pismene a) aZ ¢) uchovdvat a na
vyzadani je poskytne piisluSnému
dozorovému dfadu.

(d) The data importer agrees to preserve the
information pursuant to paragraphs (a) to (c)
for the duration of the contract and make it
available to the competent supervisory
authority on request.

e) Pismeny a) aZ c) neni dotéena
povinnost dovozce tudaji  podle
dolozky 14 pism. e) a dolozky 16
neprodlené informovat vyvozce udaju,
pokud neni schopen tyto dolozky
dodrzovat.

(e) Paragraphs (a) to (c) are without prejudice
to the obligation of the data importer pursuant
to Clause 14(e) and Clause 16 to inform the
data exporter promptly where it is unable to
comply with these Clauses.

prezkoumd zdkonnost Zadosti o poskytnuti
udajii, zejména zda neptekroCila meze
pravomoci  udé€lenych  dozadujicimu
orgdnu vetejné moci, a Ze Zadost napadne,
pokud po peclivém posouzeni dojde k
zavéru, Ze existuji opodstatnéné divody se
domnivat, ze Zzadost je podle pravnich
predpisi zem¢ urceni, platnych zavazka
podle mezinarodniho a zdsad
mezindrodni

prava
zdvoftilosti  protipravni.
Dovozce tdaji za stejnych podminek
vyuZivd moZnosti odvoldni. Pfi napadeni
Zadosti dovozce udajii pfijme predb€zni
opatteni s cilem pozastavit i¢inky zZadosti,
dokud pfislusny soudni organ nerozhodne
o jeji opodstatnénosti.

pozadované osobni tdaje,

Nezpftistupni
dokud mu
takovd povinnost nebude stanovena na
zdkladé platnych procesnich pravidel.
Témito poZadavky nejsou dotleny
povinnosti dovozce udaji podle dolozky

14 pism. e).

15.2 Piezkum zakonnosti a minimalizace | 15.2 Review of legality and data
udaju minimisation
a) Dovozce fdaji souhlasl s tim, Ze (a) The data importer agrees to review the

legality of the request for disclosure, in particular
whether it remains within the powers granted to the
requesting public authority, and to challenge the
request if, after careful assessment, it concludes
that there are reasonable grounds to consider that
the request is unlawful under the laws of the
country of destination, applicable obligations
under international law and principles of
international comity. The data importer shall, under
the same conditions, pursue possibilities of appeal.
When challenging a request, the data importer shall
seek interim measures with a view to suspending
the effects of the request until the competent
judicial authority has decided on its merits. It shall
not disclose the personal data requested until
required to do so under the applicable procedural
rules. These requirements are without prejudice to
the obligations of the data importer under Clause
14(e).
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b) Dovozce udajt souhlasi, Ze zdokumentuje
své pravni posouzeni i jakékoli napadeni
Zadosti o poskytnuti ddaji a v rozsahu
povoleném pravnimi predpisy zemé urceni
zptistupni dokumentaci vyvozci udajii. Na
pozéadani ji rovnéZ zpiistupni piisluSnému
dozorovému dfadu. [Pokud jde o modul 3:

(b) The data importer agrees to document its
legal assessment and any challenge to the request
for disclosure and, to the extent permissible under
the laws of the country of destination, make the
documentation available to the data exporter. It
shall also make it available to the competent
supervisory authority on request.

informaci pfi odpovédi na Zadost o
zptistupnéni, a to na zdklad€ pfiméfeného
vykladu Zadosti.

Vyvozce Ttudaji posouzeni zpfistupni
spravci.]

©) D?V.OZ?e udaji svo,uhlas1/ s poskytnimnz © The data importer agrees to provide the
minimdlntho  pfipustného  mnoZstvi | minimum amount of information permissible when

responding to a request for disclosure, based on a
reasonable interpretation of the request.

ODDIL IV - ZAVERECNA USTANOVENI

SECTION IV - FINAL PROVISIONS

DoloZka 16

Clause 16

NedodrzZeni doloZek a vypovézeni

Non-compliance with the Clauses and
termination

(cc) Dovozce tddaji neprodlené informuje
vyvozce udajl, pokud neni z jakéhokoli

divodu schopen tyto dolozky dodrZet.

(a) The data importer shall promptly inform
the data exporter if it is unable to comply with these
Clauses, for whatever reason.

b) Pokud dovozce udaji porusi tyto doloZky nebo
neni schopen tyto dolozky dodrzZet, vyvozce tdaju
pozastavi preddvani osobnich idajii dovozci udaju,
dokud neni dodrZzovani opét zajisténo nebo
smlouva vypovézena. Timto neni dotena doloZka
14 pism. f).

(b) In the event that the data importer is in
breach of these Clauses or unable to comply with
these Clauses, the data exporter shall suspend the
transfer of personal data to the data importer until
compliance is again ensured or the contract is
terminated. This is without prejudice to Clause

14(f).

¢) Vyvozce udaji je opravnén vypoveédet smlouvu
v rozsahu, v némzZ se jednd o zpracovani osobnich
udaju podle téchto dolozek, pokud:

(c) The data exporter shall be entitled to terminate
the contract, insofar as it concerns the processing
of personal data under these Clauses, where:

(i) vyvozce udajii pozastavil predavani osobnich
udaju dovozci udaji podle pism. b) a dodrZzovani
téchto doloZek neni v pfimétené 1hité a v kazdém
pfipad¢ do jednoho mésice od pozastaveni
obnoveno;

1) the data exporter has suspended the
transfer of personal data to the data importer
pursuant to paragraph (b) and compliance with
these Clauses is not restored within a reasonable
time and in any event within one month of
suspension;

udaju  tyto
podstatné nebo trvale poruSuje

(i1) dovozce dolozky

nebo

(i1) the data importer is in substantial or
persistent breach of these Clauses; or
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(iii) dovozce udaji nedodrzi zavazné
rozhodnuti  piisluSného
nebo dozorového utadu tykajiciho
se jeho povinnosti podle téchto

dolozek.

soudu

(iii))  the data importer fails to comply with a
binding decision of a competent court or
supervisory authority regarding its obligations
under these Clauses.

V takovych piipadech o nedodrZeni informuje
ptislusny dozorovy tdfad [pokud jde o modul 3: a
spravce]. Pokud smlouva zahrnuje vice nez dvé
smluvnfi strany, miZe vyvozce tdajl toto pravo na
vypovézeni uplatnit pouze ve vztahu k piislusné
strané, pokud se strany nedohodly jinak.

In these cases, it shall inform the competent
supervisory authority of such non-compliance.
Where the contract involves more than two Parties,
the data exporter may exercise this right to
termination only with respect to the relevant Party,
unless the Parties have agreed otherwise.

d) [V piipad¢ modulu 1, 2 a 3: Osobni tdaje,
které byly preddny pfed vypovézenim
smlouvy podle pismene c¢), musi byt podle
volby vyvozce udaji neprodlené vraceny
vyvozci Udaji nebo vymazany v celém
rozsahu. To samé se uplatni ve vztahu k
veskerym kopiim udajd.] [Pokud jde o
modul 4: Osobni uddaje shromdzdéné
vyvozcem udaji v EU, které byly pfedany
pted vypovézenim smlouvy podle pismene
¢), musi byt neprodlené vymazéany v celém
rozsahu, véetn¢ veSkerych jejich kopii.]
Dovozce udaji potvrdi vyvozci udaji, ze
byly ddaje vymazdny. Dokud nejsou ddaje
vymazany nebo vriceny, dovozce udaji
naddle zajiStuje soulad s témito
dolozkami. V piipadé, Ze se na dovozce
udaji vztahuji mistni pravni pfedpisy,
které mu zakazuji ptedané osobni tdaje
vratit nebo vymazat, dovozce udajl
zarucuje, Ze bude i nadile zajiStovat
dodrZovani téchto dolozek a bude tdaje
zpracovavat pouze v takovém rozsahu a
tak dlouho, jak to uvedené mistni pravo
vyZaduje.

(d) Personal data that has been transferred
prior to the termination of the contract pursuant to
paragraph (c) shall at the choice of the data
exporter immediately be returned to the data
exporter or deleted in its entirety. The same shall
apply to any copies of the data. The data importer
shall certify the deletion of the data to the data
exporter. Until the data is deleted or returned, the
data importer shall continue to ensure compliance
with these Clauses. In case of local laws applicable
to the data importer that prohibit the return or
deletion of the transferred personal data, the data
importer warrants that it will continue to ensure
compliance with these Clauses and will only
process the data to the extent and for as long as
required under that local law.

e) Kterdkoli ze stran muize odvolat svij
souhlas s tim, Ze bude vazana témito
dolozkami, pokud i) Evropska komise
pfijme rozhodnuti podle ¢l. 45 odst. 3

(EU) 2016/679

predavani osobnich udaji, na které se tyto

dolozky vztahuji, nebo ii) se natizeni (EU)

nafizeni tykajici se

2016/679 stane soucasti pravniho ramce
do které jsou osobni tdaje
pfedavany. Tim nejsou dotéeny dalsi

zeme,

povinnosti vztahujici se na dotcené
zpracovani podle nafizeni (EU) 2016/679.

(e Either Party may revoke its agreement to
be bound by these Clauses where (i) the European
Commission adopts a decision pursuant to Article
45(3) of Regulation (EU) 2016/679 that covers the
transfer of personal data to which these Clauses
apply; or (ii) Regulation (EU) 2016/679 becomes
part of the legal framework of the country to which
the personal data is transferred. This is without
prejudice to other obligations applying to the
processing in question under Regulation (EU)
2016/679.
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DoloZka 17

Clause 17

Rozhodné pravo

Governing law

Tyto dolozZky se fidi prdvem jednoho z Elenskych
stat EU, pokud takové pravo umoziuje uplatiiovat
prava nalezejici opradvnéné tieti strané. Strany se
dohodly, Ze se budou #idit pravem Ceské republiky
(uvedte clensky stdt).]

These Clauses shall be governed by the law of one
of the EU Member States, provided such law
allows for third-party beneficiary rights. The
Parties agree that this shall be the law of Czech
Republic specify Member State).

Dolozka 18

Clause 18

Volba soudu a prislusnost

Choice of forum and jurisdiction

(dd) Veskeré spory vyplyvajici z téchto

dolozek budou feseny soudy clenského
statu EU.

(a) Any dispute arising from these Clauses
shall be resolved by the courts of an EU Member
State.

b) Strany se dohodly, Ze se budou fidit soudy Ceské
republiky (uved'te clensky stdt).

(b) The Parties agree that those shall be the
courts of Czech Republic (specify Member State).

a) Subjekt udajii mize rovnéz zahdjit
soudni fizeni proti vyvozci udaji
a/nebo dovozci ddaji pfed soudy

© A data subject may also bring legal
proceedings against the data exporter and/or data
importer before the courts of the Member State in

Clenského statu, v némZ ma | which he/she has his/her habitual residence.
subjekt ddaji  své  obvyklé
bydliste.

b) Smluvni strany se dohodly, Ze se (d) The Parties agree to submit themselves to

prislusnosti t&chto soudtl podfidi. | 16 jurisdiction of such courts.

 Where the data exporter is a processor subject to Regulation (EU) 2016/679 acting on behalf of a Union institution or body as controller,
reliance on these Clauses when engaging another processor (sub-processing) not subject to Regulation (EU) 2016/679 also ensures compliance
with Article 29(4) of Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23 October 2018 on the protection of
natural persons with regard to the processing of personal data by the Union institutions, bodies, offices and agencies and on the free movement

of such data, and repealing Regulation (EC) No 45/2001 and Decision No 1247/2002/EC (OJ L. 295, 21.11.2018, p. 39), 1o the
extent these Clauses and the data protection obligations as set out in the contract or other legal act between the controller and the processor
pursuant to Article 29(3) of Regulation (EU) 2018/1725 are aligned. This will in particular be the case where the controller and processor rely
on the standard contractual clauses included in Decision 2021/915./1 Pokud je vyvozcem udaji zpracovatel, na né&jZ se vztahuje
nafizeni (EU) 2016/679 a ktery jednd jménem orgdnu nebo subjektu Unie jako sprdvce, spoléhdni se na tyto dolozky pfi zapojeni jiného
zpracovatele (dil¢i zpracovani), na kterého se natizeni (EU) 2016/679 nevztahuje, rovnéz zajist'uje soulad s ¢1. 29 odst. 4 nafizeni Evropského
parlamentu a Rady (EU) 2018/1725 ze dne 23. f{jna 2018 o ochran¢ fyzickych osob v souvislosti se zpracovanim osobnich tdaji organy,
institucemi a jinymi subjekty Unie, a o volném pohybu t&chto tidajii a o zrugeni nafizeni (ES) 45/2001 a rozhodnuti 1247/2002/ES (U¥. vést.
L 295 ze dne 21.11.2018, s. 39), v rozsahu, v némZ jsou tyto dolozKy a povinnosti tykajici se ochrany tdaju stanovené ve smlouvé nebo jiném
pravnim aktu mezi sprdvcem a zpracovatelem podle ¢l. 29 odst. 3 nafizeni (EU) 2018/1725 sladény. To bude zejména piipad, kdy se spravce
a zpracovatel spoléhaji na standardni smluvni dolozky obsaZené v rozhodnuti [...].

ii This requires rendering the data anonymous in such a way that the individual is no longer identifiable by anyone, in line with recital 26 of
Regulation (EU) 2016/679, and that this process is irreversible./ To vyzaduje anonymizaci ddajii takovym zplisobem, aby jiz nikdo nemohl
byt nikym identifikovatelny, v souladu s 26. bodem odivodnéni natizeni (EU) 2016/679, a aby byl tento proces nevratny.

il The Agreement on the European Economic Area (EEA Agreement) provides for the extension of the European Union’s internal market to
the three EEA States Iceland, Liechtenstein and Norway. The Union data protection legislation, including Regulation (EU) 2016/679, is
covered by the EEA Agreement and has been incorporated into Annex XI thereto. Therefore, any disclosure by the data importer to a
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third party located in the EEA does not qualify as an onward transfer for the purpose of these Clauses./ Dohoda o Evropském
hospodarském prostoru (Dohoda o EHP) stanovi rozsiteni vnitintho trhu Evropské unie o tfi stity EHP, a to Island, Lichtenstejnsko a
Norsko. Dohoda o EHP zahrnuje pravni pfedpisy Unie o ochrané udaji, v¢etné natizeni (EU) 2016/679, které jsou zaclenény do piilohy
XI uvedené dohody. Jakékoli zpiistupnéni dovozcem tdajui tfeti strané se sidlem v EHP se proto pro tcely téchto dolozek nepovazuje za

dals{ predavani.

¥ That period may be extended by a maximum of two more months, to the extent necessary taking into account the complexity and number of
requests. The data importer shall duly and promptly inform the data subject of any such extension./ Tuto lhitu lze v nezbytném rozsahu s
ptihlédnutim ke sloZzitosti a poctu zadosti prodlouzit nejvyse o dalsi dva mésice. Dovozce tdaji o takovém prodlouZeni fddné a neprodlené
informuje subjekt udajt.

¥ The data importer may offer independent dispute resolution through an arbitration body only if it is established in a country that has ratified
the New York Convention on Enforcement of Arbitration Awards./ Dovozce ddaji muZe nabidnout nezavislé feSeni sport prostiednictvim
rozhod¢iho organu pouze v piipadé, Ze je usazen v zemi, kterd ratifikovala Newyorskou imluvu o vykonu rozhod¢ich nélez.

vi As regards the impact of such laws and practices on compliance with these Clauses, different elements may be considered as part of an
overall assessment. Such elements may include relevant and documented practical experience with prior instances of requests for disclosure
from public authorities, or the absence of such requests, covering a sufficiently representative time-frame. This refers in particular to internal
records or other documentation, drawn up on a continuous basis in accordance with due diligence and certified at senior management level,
provided that this information can be lawfully shared with third parties. Where this practical experience is relied upon to conclude that the
data importer will not be prevented from complying with these Clauses, it needs to be supported by other relevant, objective elements, and it
is for the Parties to consider carefully whether these elements together carry sufficient weight, in terms of their reliability and
representativeness, to support this conclusion. In particular, the Parties have to take into account whether their practical experience is
corroborated and not contradicted by publicly available or otherwise accessible, reliable information on the existence or absence of requests
within the same sector and/or the application of the law in practice, such as case law and reports by independent oversight bodies./ Pokud jde
o dopad takovych pravnich ptedpist a postupt na dodrzovéni téchto doloZek, za souddst celkového posouzeni lze povazovat riizné prvky.
Mezi tyto prvky mohou patfit relevantni a zdokumentované praktické zkuSenosti s pfedchozimi piipady Zadosti o zpiistupnéni od organt
vefejné moci nebo neexistence takovych Zadosti, které pokryvaji dostatecné reprezentativni ¢asovy ramec. Tyka se to zejména internich
zaznamu nebo jiné dokumentace, vypracovavané prub&ézné v souladu s nalezitou péci a certifikované na trovni vrcholového vedeni, za
piedpokladu, Ze tyto informace Ize v souladu s pravnimi predpisy sdilet se tfetimi stranami. Pokud se na zdklad¢ této praktické zkuSenosti
dospéje k zavéru, ze dovozci tdaji nebude branéno v dodrzovani téchto dolozek, je tfeba to podpofit dal§imi relevantnimi, objektivnimi prvky
a je na smluvnich strandch, aby peclivé zvézily, zda tyto prvky maji spole¢né dostatecnou vdhu na podporu tohoto zavéru, pokud jde o jejich
spolehlivost a reprezentativnost. Smluvni strany musi zejména zohlednit, zda jsou jejich praktické zkusenosti potvrzeny vefejné dostupnymi
nebo jinak piistupnymi spolehlivymi informacemi o existenci ¢i neexistenci Zadosti ve stejném odvétvi a/nebo o uplatiiovani prava v praxi,
jako je naptiklad judikatura a zpravy nezavislych organt dohledu, a nejsou s nimi v rozporu.
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PRILOHA

APPENDIX

VYSVETLIVKY:

EXPLANATORY NOTE:

Musi byt mozné jasné rozliSit informace, které se
vztahuji na kazdé predani nebo kazdou kategorii
pfedani, a v tomto ohledu ur¢it pfisluSnou tlohu /
piislusné dlohy stran v postaveni vyvozce/vyvozct
udaji a/nebo dovozce/dovozcil udaji. To nemusi
nutné¢  vyZadovat vyplnéni a  podepsidni
samostatnych dodatki pro kazdé predani /
kategorii ptedani a/nebo smluvni vztah, pokud lze
této transparentnosti dosdhnout prostfednictvim
jednoho dodatku. Pokud je to vSak nutné k zajiSténi
dostate€né srozumitelnosti, mély by se pouZit
samostatné dodatky.

It must be possible to clearly distinguish the
information applicable to each transfer or category
of transfers and, in this regard, to determine the
respective role(s) of the Parties as data exporter(s)
and/or data importer(s). This does not necessarily
require completing and signing separate
appendices for each transfer/category of transfers
this

transparency can achieved through one appendix.

and/or contractual relationship, where

However, where necessary to ensure sufficient

clarity, separate appendices should be used.

DODATEK 1

ANNEX 1

A.SEZNAM SMLUVNICH STRAN

A. LIST OF PARTIES

Vyvozce udaji:

Fakultni nemocnice Hradec Krdlové

Data exporter(s): Fakultni nemocnice Hradec
Krdlové

1. Jméno: MUDr. AleS Herman, PhD.

Name: MUDr. Ale§ Herman, Ph.D.

Adresa: Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Krilové, Cesk4 republika

Address: Sokolské 581, 500 05 Hradec Krilové —
Novy Hradec Kralové, Czech Republic

Jméno, funkce a kontaktni tidaje kontaktni osoby:
Mgr. Be. Milan Bldha, DPO
gdpr@fnhk.cz

Contact person’s name, position and contact

details:
Mgr. Be. Milan Bldha, DPO

gdpr@fnhk.cz

Cinnosti vyznamné pro udaje pieddvané podle
téchto dolozek: provadéni klinického hodnoceni

Activities relevant to the data transferred under
these Clauses:

Podpis a datum:

Signature and date:

Funkce: Spravce

Role (controller):
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Dovozce adaji:

Data importer(s): [/dentity and contact details of
the data importer(s), including any contact person
with responsibility for data protection]

1. Jméno: Insmed Incorporated

Name: Insmed Incorporated

Adresa: 700 US Highway 202/206, Bridgewater,
NJ 08807, USA

Address: 700 US Highway 202/206, Bridgewater,
NJ 08807, USA

Jméno, funkce a kontaktni ddaje kontaktni osoby:

Michael A. Smith, Chief Legal Officer
Michael.Smith@Insmed.com

Contact person’s name, position and contact
details: Michael A. Smith, Chief Legal Officer
Michael.Smith @Insmed.com

Officer,

Officer,

Cinnosti vyznamné pro udaje pfeddvané podle

téchto dolozek: Provadéni klinické studie
Referencni c¢islo protokolu: INS1007-221 a
provadéni postupii studie podle dohody o

klinickém hodnoceni.

Activities relevant to the data transferred under
these Clauses: The conduct of clinical study
INS1007-221
performance of Study procedures pursuant to the

Protocol Reference: and

Clinical Trial Agreement.

PPD Global Limited executing this Agreement for
and on behalf of Insmed Incorporated under a
limited agency agreement

Podpis a datum:

PPD Global Limited executing this Agreement for
and on behalf of Insmed Incorporated under a
limited agency agreement

Signature and date:

Funkce: Spravce

Role: Controller

B. POPIS PREDANI

B. DESCRIPTION OF TRANSFER

Kategorie subjektii iidajii, jejich? osobni idaje
Jsou pieddvdny

Categories of data subjects whose personal data is
transferred

¢ Pseudonymizovand data tucastnikd klinického
hodnoceni

e Pseudonymised Clinical Trial Participant
data

¢ Pseudonymizované
partnerkdch

udaje o t&hotnych

e Pseudonymised Pregnant Partner data

e Data vysetifovatele klinické stopy a persondlu
pracovisté

e Clinical Trail Investigator and Site Staff
data
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Kategorie preddvanych osobnich iidaji

Categories of personal data transferred

U subjektd klinického hodnoceni
pseudonymizované):

(sprdvne

Pseudonymised Clinical Trail Participant data
including:

¢ ID ucastnika

e Participant ID

* pohlavi e Gender
* Rasa/etnicky ptivod e Race/ Ethnic Origin
* Vek

o Age

U personélu klinického hodnocent:

Investigators and Study Staff data including:

* ptijment,

® Surname,

* jméno

e first name

* kontaktni idaje

e contact details

* |¢kat'skd kvalifikace (pokud existuje)

e medical qualifications (if applicable)

* pracovni pozice

e job position

e zaméstnavatel

e employer

* ptedchoz{ pracovni zkuSenosti

e previous job experience

* ptedchozi zkuSenosti z klinickych studii

e previous experience in clinical studies

e yvzdélani

e education

¢ licence a certifikace

e licenses and certification

¢ finan¢ni informace

e financial information

Preddvané citlivé iidaje (pokud existuji) a pouZitd
omezeni nebo bezpecnostni opatreni, kterd plne
zohlednuji povahu tdajii a souvisejici rizika, jako
napriklad prisné omezeni ticelu, omezeni pristupu
(véetné pristupu pouze pro zameéstnance, kteri
absolvovali  specializované  skoleni), vedeni
zdznamu o pristupu k ddajum, omezeni pro

navazujici preddvdni nebo dalsi bezpecnostni
opatrent.

Sensitive data transferred (if applicable) and
applied restrictions or safeguards that fully take
into consideration the nature of the data and the
risks involved, such as for instance strict purpose
limitation, access restrictions (including access
only for staff having followed specialised training),
keeping a record of access to the data, restrictions
for onward transfers or additional security
measures.
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Pseudonymizované (instituci) zdravotni informace
téhotnych partnerek a dcastnic klinického
hodnoceni, véetné:

Pseudonymised (by Institution) Pregnant Partner
and Clinical Trial Participant Health Information
Including:

¢ Stav téhotenstvi

e Pregnancy status

* Informace o zdravotnim stavu a diagn6zich

e Information about health conditions and
diagnoses

* Lécba zdravotnich potizi

e Treatments for medical conditions

* Informace o alergiich

e Allergy information

* Laboratorni zpravy

e Laboratory reports

* Hlaseni nezddoucich piihod

e Adverse event reports

* Zdravotni tdaje

e Health data

 Rasa/etnicky ptivod

e Race/ Ethnic Origin

Cetnost preddvdni (napi. zda jsou tidaje
prFeddvany jednordzové nebo nepretrzité).

The frequency of the transfer (e.g. whether the
data is transferred on a one-off or continuous
basis).

Prubézné az do ukondeni studia

Continuous until the completion of the study

Povaha zpracovdni

Nature of the processing

[l

[

Uéel(y) pFeddvdni iidajii a dalstho zpracovdni

Purpose(s) of the data transfer and further
processing

Vedeni studie a provadéni studijnich postupti podle
Smlouvy

The conduct of the study and performance of Study

procedures pursuant to the Agreement

Obdobi, po které budou osobni iidaje uchovdvdny,
nebo, pokud to neni mozné, kritéria pouZitda ke
stanoveni tohoto obdobi

The period for which the personal data will be
retained, or, if that is not possible, the criteria
used to determine that period

Udaje budou uchovavany v souladu se zakonnymi
lhitami uchovavani tidaja z klinickych studif.

Data will be retained in compliance with statutory
retention periods for clinical trial data.

U preddvdini (diléim) zpracovatelim také
specifikujte piedmét, povahu a trvdni zpracovdni

For transfers to (sub-) processors, also specify
subject matter, nature and duration of the
processing
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C. PRISLUSNY DOZOROVY URAD

C. COMPETENT SUPERVISORY
AUTHORITY

Stanovte prislusny dozorovy urad(y) v souladu s
doloZkou 13

Identify the competent supervisory authority/ies in
accordance with Clause 13

[Utad pro ochranu osobnich udajii v Ceské
republice, www.uoou.cz.

[l

DODATEK II - TECHNICKA A
ORGANIZACNI  OPATRENI  VCETNE
TECHNICKYCH A ORGANIZACNICH
OPATRENI K ZAJISTENI BEZPECNOSTI
UDAJU

ANNEX IT

TECHNICAL AND ORGANISATIONAL
MEASURES INCLUDING TECHNICAL AND
ORGANISATIONAL MEASURES TO
ENSURE THE SECURITY OF THE DATA

VYSVETLIVKY:

EXPLANATORY NOTE:

Technickd a organizacni opateni musi byt popsdna
konkrétnimi (nikoli obecnymi) terminy. Viz také
obecny komentéf na prvni stran¢ Dodatku, zejména
jasné uvést, ktera opatieni se vztahuji na které se
vztahuji na kazdé predani nebo kazdou kategorii
pfedani.

The technical and organisational measures must be
described in specific (and not generic) terms. See
also the general comment on the first page of the
Appendix, in particular on the need to clearly
indicate which measures apply to each transfer/set
of transfers.

Popis technickych a organizacnich opatieni
zavedenych dovozcem (dovozci) ddaji (vcetné
vSech piisluSnych osvédceni) k zajisténi pfiméfené
urovné zabezpeCeni s piihlédnutim k povaze,
rozsahu, kontextu a icelu zpracovani a rizikiim pro
prava a svobody fyzickych osob.

Description of the technical and organisational
measures implemented by the data importer(s)
(including any relevant certifications) to ensure an
appropriate level of security, taking into account
the nature, scope, context and purpose of the
processing, and the risks for the rights and

freedoms of natural persons.

Kontroly bezpec¢nosti IT

IT Security Controls

Pouzivat oddéleni osobnich tdajt od jinych
informaci ve fyzické podob¢ a na elektronickych
zafizenich

Employ segregation of personal data from other
information in physical form and on electronic

devices

b. Pouzivat standardni firewall a antivirovy
software

b. Employ an industry-standard firewall and
antivirus software
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c. Zavést omezeni a sledovani piistupu k osobnim
udajiim, napft. nastroje SIEM, MDR, DLP

c. Put in place restrictions and monitoring of access
to personal data e.g. a SIEM, MDR, DLP tools

d. PouZzivat standardnf Sifrovaci technologie pro
data pfendSend ptes internet nebo ulozend v
pocitacich nebo chytrych telefonech

d. Use industry standard encryption technologies
for data transmitted over the internet or stored on
computers or smart phones

e. Pouzivat VPN (virtualn{ privatni sit’), pouzivat
firewally, malware, filtrovani e-mailt a webovych
stranek, seznamy povoleni/zakdzani

e. Use VPN (virtual private network), use of
firewalls, malware, email and website filtering,
allow/ deny lists

f. Zaznam udélosti a upozornéni

f. Event logging and alerting

h. Pravidelnd kontrola opravnéni k pfistupu

h. Regular review of access permission

i. Pravidelna kontrola prav spravce a protokold
udalosti

i. Regular review of Admin rights and evet logs

j- Sprava oprav

j- Patch management

Ovladaci prvky tctu a zafizeni

Account and Device Controls

a. Pristup, ukladan{ a zpracovani diveérnych
informaci instituce nebo zadavatele na zafizend,
které je pro vas soukromé (tj. nejde o sdilené nebo
vetejné zatfizeni)

a. Access, store and process Institution or Sponsor
Confidential Information on a device that is private
to you (i.e., not a shared or public device)

b. Neuklddat diivérné informace instituci nebo
zadavatell na platformdach pro sdileni soubort,
jako je Box, Dropbox, Dokumenty Google atd.,
pokud to vyslovné nepovoli

b. Do not store Institution or Sponsor Confidential
Information on filesharing platforms, such as Box,
Dropbox, Google Docs, etc., unless specifically
authorized by

c. Zajistit kontrolu fyzického pfistupu k
vypocetnimu zaiizeni.

c. Ensure control of physical access to computing

equipment.

d. PouZivat jedine¢nd ID a sloZit4 hesla, kterd jsou
kontrolovéana/resetovana podle primyslovych
standardt, napf. DodrZovat piisné postupy
ochrany heslem a nesdileni hesla, kterd by
uzivateli umoznila pfistup k divérnym
informacim instituce nebo zadavatele nebo e-
mailtim souvisejicim s instituci nebo zadavatelem

d. Use unique ID’s and complex passwords that are
reviewed/reset per industry standards e. Follow
strong password protection practices and do not
share passwords that would enable a user to access
Institution or Sponsor Confidential Information or

Institution or Sponsor-related email
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f. Pouzivat obchodni postupy, které podporuji
kontrolu a zabezpeceni mobilnich zafizeni, napf.
sprava mobilnich zafizeni, vzdalené mazani

f. Employ business practices that support control
and security of mobile devices e.g mobile device
management, remote wiping

g. PouZivat standardni mechanismy pro vzdédlené
mazani citlivych dat z
odcizenych/kompromitovanych zatizeni, proces
pro upozornéni a upozornéni

g. Use industry standard mechanisms for remotely
deleting sensitive data from stolen/compromised
devices, process for alert and notification

h. zdkaz BYOD.

h. prohibition on BYOD.
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