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TATO SMLOUVA @)
SPONZOROVANEM KLINICKEM
HODNOCENI (,,Smlouva®) je uzaviena k datu
posledniho podpisu (,,Datum platnosti©) a G¢inna
k datu uvefejnéni v centralnim registru smluv
(,Datum ¢innosti) mezi spole¢nosti Shire
Human Genetic Therapies, Inc., se sidlem v
300 Shire Way, Lexington, MA 02421 USA
(,,Zadavatel*)

a

Nemocnice Pardubického kraje, a.s.,

se sidlem na adrese Kyjevskd 44, 532 03
Pardubice, Ceska republika, IC 27520536,
zastoupend MUDr. TomaSem Gottvaldem,
pfedsedou predstavenstva a MUDr. Vladimirem
Ningerem, Ph.D., <¢lenem pfedstavenstva,
zapsana v obchodnim rejstitku  vedeném u
Krajského soudu v Hradci Kralové, oddil B, vl.
2629 (,,Zdravotnické zafizeni)

xxxxxxxxxx Trvalym bydli§tém: XXXXXXXXXX
XXXXXXXXXX XXXXXXXXXX
Datum narozeni XXXXXXXXXX

(,»ZKkousejici*)

(Zkousejici  spoleéné¢  se  Zdravotnickym
zafizenim ,,ReSitelské centrum*). Pro ucely
této  Smlouvy mohou byt Zadavatel,

Zdravotnické zafizeni a Zkousejici jednotlive
oznacovani jako ,,Smluvni strana“ a spolecné
jako ,,Smluvni strany*.

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
Approved for signature on (23Apr18)
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Shire Human Genetic Therapies, Inc.
Clinical Protocol No. XXXXXXXXXX

THIS SPONSORED CLINICAL
TRIAL AGREEMENT (the “Agreement”) is
made as of the of last date of signature and
effective at the date of Agreement publication in
central register of contracts (the “Effective
Date”) by and among Shire Human Genetic
Therapies, Inc. having a place of business at
300 Shire Way, Lexington, MA 02421 USA
(““Sponsor™)

and

Nemocnice Pardubického kraje, a.s.,

located at Kyjevska 44, 532 03 Pardubice, Czech
Republic, Orlickotistecka nemocnice Cs. armady
1076 562 18 Usti nad Orlici, Czech Republic,
Company ID: 27520536, represented bz MUDr.
Tomas Gottvald, chairman of the board and
MUDr. Vladimir Ninger, Ph.D., member of the
board, registered in Commercial register at the
District Court in Hradec Kralove, Section B,
Insert 2629 (“Institution”)

and

XXXXXXXXXX Permanent residence: Xxxxxxxxxx
XXXXXXXXXX XXXXXXXXXX

DoB: XXXXXXXXXX

(the “Investigator”)

(the Investigator together with the Institution, the
“Site”). For purposes of this Agreement, each of
Sponsor, Institution, and the Investigator may be
referred to as a “Party” and together as the
“Parties.”
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VZHLEDEM K TOMU, ZE Zadavatel povéiil
spole¢nost Shire Pharmaceutical Development
Limited, 1 Kingdom Street, London, W2 6BD,
Spojené Kralovstvi, jako svého zakonného
zastupce v Evropské unii;

VZHLEDEM K TOMU, ZE si Zadavatel pieje
ziskat sluzby Zdravotnického =zafizeni a
Zkousejiciho za ucelem provadeéni klinického
hodnoceni s hodnocenym 1é¢ivym piipravkem
Zadavatele oznaCenym jako  XXXXXXXXXX
(,,Hodnoceny ptipravek*);

VZHLEDEM KTOMU, ZE Zkousejici je
zaméstnancem Zdravotnického zafizeni, se
zkuSenostmi v provadéni vyzkumnych
klinickych hodnoceni wu lidi, ktery bude
vykonavat funkci hlavniho zkouSejictho pro
Klinické hodnoceni (definovaného nize);

VZHLEDEM KTOMU, ZE Zkousejici a
Zdravotnické  zafizeni posoudili  dostatek
informaci tykajicich se Protokolu (definovaného
nize), aby vyhodnotili svllj zdjem ucCastnit se
Klinického hodnoceni, a jak Zkousejici, tak i
Zdravotnické zafizeni maji vybaveni pro
provadéni Klinického hodnoceni a pfeji si
Klinické hodnoceni provadét podle podminek
uvedenych v této Smlouve;

VZHLEDEM K TOMU, ZE Zadavatel uzavtel
smlouvu se spolenosti PPD Investigator
Services LLC, 929 North Front St, Wilmington,
NC 28401, USA a jejimi pobockami (dale jen
,»CRO*), aby poskytovala podptrné sluzby, které
usnadni Zadavatelv dohled, monitorovani a
organizovani Klinického hodnoceni v souladu
s hlavou 21 CFR ¢asti 312.52 a v souladu s touto
Smlouvou; Zadavatel povéril CRO, aby
zafizovala komunikaci mezi Zadavatelem a
Zdravotnickym zafizenim a Zkousejicim tykajici
se Klinického hodnoceni a této Smlouvy; a po
pisemném ozndmeni Zdravotnickému zafizeni a
Zkousejicimu miize Zadavatel povétit jiné takové
organizace, aby nahradily CRO nebo snim
spolupracovaly pii provadéni téchto sluzeb pro
Zadavatele a Zdravotnické zatizeni, a Zkousejici
umozni takovymto dalS§im organizacim provadét
neékteré nebo vSechny povinnosti Zadavatele
podle této Smlouvy;

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
Approved for signature on (23Apr18)

WHEREAS, Sponsor has designated Shire
Pharmaceutical  Development  Limited, 1
Kingdom Street, London, W2 6BD, United
Kingdom as its legal representative in the
European Union;

WHEREAS, Sponsor desires to obtain the
services of Institution and the Investigator to
conduct a clinical trial on  Sponsor’s
investigational drug identified as xxxxxxxxxx
(the “Study Medication”);

WHEREAS, the Investigator is an employee of
Institution, experienced in the conduct of clinical
research studies in humans, who shall serve as
the principal investigator for the Study (defined
below);

WHEREAS, the Investigator and Institution have
reviewed sufficient information regarding the
Protocol (defined below) to evaluate his/her/its
interest in participating in the Study, and the
Investigator and Institution both are equipped to
undertake the Study and desire to perform the
Study on the terms and conditions set forth
herein;

WHEREAS, Sponsor has contracted with PPD
Investigator Services LLC, 929 North Front St,
Wilmington, NC 28401, USA and its affiliates
(hereinafter, “CRO”) to provide support services
to facilitate Sponsor’s oversight, monitoring, and
administration of the Study in accordance with
21 CFR Part 312.52 and with this Agreement;
Sponsor has authorized CRO to handle Sponsor
communications with Institution and Investigator
with respect to the Study and this Agreement;
and, upon written notice to Institution and
Investigator, Sponsor may designate other such
organizations to replace or work with CRO in the
performance of such services for Sponsor, and
Institution and Investigator shall permit such
other organizations to perform any or all of
Sponsor’s obligations under this Agreement;
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NYNI TEDY, s ohledem na vzajemné dohody a
smlouvy uvedené vtomto dokumentu Smluvni
strany se zamérem byt pravné vazany uzaviely
tuto Smlouvu a vyslovné se dohodly takto:

1. Protokol Klinického hodnoceni.

A. Resitelské centrum bude
provadét klinické hodnoceni nazvané
“XXXXXXXXXX XXXXXXXXXX XXXXXXXXXX
XXXXXXXXXX XXXXXXXXXX XXXXXXXXXX
XXXXXXXXXX XXXXXXXXXX XXXXXXXXXX
XXXXXXXXXX XXXXXXXXXX XXXXXXXXXX"
(,,Klinické hodnoceni*) na pracovisti
Zdravotnického  zafizeni: interni  oddéleni

Orlickoustecké nemocnice se sidlem Cs. armady
1076, 562 18 Usti nad Orlici Vv piisném souladu
s protokolem, ktery je zde zahrnut jako odkaz,
ktery mtize byt dale doplnén podle podminek
této Smlouvy (,,Protokol”). Protokol stanovi
¢innosti a povinnosti klinického vyzkumu, které
maji byt provadény, uskuteCiiovany a
dodrzovany s veSkerou  nalezitou  péci
Resitelského centra.  Protokol bude povazovan
za konecny poté, co bude podepsan Zadavatelem
a ZkousSejicim a schvélen pfislusnym regulaénim
tfadem (,RU“) a etickou komisi (,,EK%).
Protokol tedy mize byt zménén pouze na
zaklad¢ prfedchoziho pisemného souhlasu
Zadavatele a nasledného schvileni RUJ/EK.
Smluvni strany souhlasi, Ze v pfipad¢ konfliktu
mezi ustanovenimi Protokolu a této Smlouvy

budou wurcujici ustanoveni této Smlouvy
svyjimkou  pifipadi  souvisejicich  piimo

s klinickymi postupy nebo bezpecnosti pacienta,
u nichz budou urcujici ustanoveni Protokolu.

B. Aniz by Dbylo dotceno
pfedchozi, Smluvni strany berou na védomi a
souhlasi, ze pokud Zkousejici ur¢i podle svého
nejlepSiho  1ékafského posouzeni, ze kvuli
eliminaci zjevného bezprostfedniho rizika pro
zdravi nebo bezpecnosti jakéhokoli subjektu
ucastnicitho se Klinického hodnoceni je nutnd
odchylka od Protokolu, mtze se odchylit od
Protokolu; Zkousejici vSak bude (i) po celou
dobu jednat vsouladu sobecné pfijatymi
standardy klinického hodnoceni a 1ékatské praxe
a veSkerymi pfislusnymi federdlnimi, statnimi

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
Approved for signature on (23Apr18)

NOW, THEREFORE, in consideration of the
mutual covenants and agreements herein, the
Parties, intending to be legally bound, have
entered into this Agreement and do specifically
agree as follows:

1. Study Protocol.

A. The Site will conduct the study entitled
“XXXXXXXXXX XXXXXXXXXX XXXXXXXXXX
XXXXXXXXXX XXXXXXXXXX XXXXXXXXXX
XXXXXXXXXX XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX XXxxxxxxxx” (the “Study”) at
workplace of the Institution: department of
internal medicine, Orlickoustrecka hospital, Cs.
Armady 1076, 562 18 Usti nad Labem, in strict
accordance with the Protocol, incorporated
herein by reference, as may be further amended
pursuant to the terms of this Agreement (the
“Protocol”). The Protocol sets forth the clinical
research activities and responsibilities to be
undertaken, pursued, and followed with all due
diligence by the Site. The Protocol shall be
considered final after it is signed by Sponsor and
the Investigator and approved by the relevant
regulatory  authority (“RA”) and Ethics
Committee (“EC”). Thereafter, the Protocol may
be amended only by prior written consent of
Sponsor and subsequent approval by the RA/EC.
The Parties agree that in the event of a conflict
between the terms of the Protocol and the terms
of this Agreement, the terms of this Agreement
shall govern, except in the case of matters
relating directly to clinical procedures or patient
safety, with respect to which the terms of the
Protocol shall prevail.

B. Notwithstanding the foregoing, the
Parties acknowledge and agree that if the
Investigator determines in his/her best medical
judgment that a deviation from the Protocol is
necessary to eliminate an apparent immediate
hazard to the health or safety of any subject
participating in the Study, he or she may deviate
from the Protocol; provided, however, that the
Investigator shall (i) at all times act in
accordance with generally accepted standards of
clinical study and medical practice and any and
all applicable federal, state, or local laws and
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nebo mistnimi zakony a pravnimi piedpisy, a (ii)
okamzité pisemné ozndmi Zadavateli
skute¢nosti, které vedly k nutnosti odchyleni se,
a jakymi odliSnymi postupy se fidil. Kromé
vyjimky uvedené v piedchozi vété nebude
Resitelské centrum pozméhovat nebo se
odchylovat od Protokolu bez ptedchoziho
pisemného schvaleni Zadavatele nebo jeho
zastupce a podle potieby RU/EK a Ufadu pro
kontrolu potravin a léciv v USA (,,FDA®),
vsouladu spozadavky FDA podle hlavy 21
C.FR § 312.30.

2. Provadéni klinického hodnoceni.

A Regitelské centrum  bude
provadét a zajisti, aby jeho zaméstnanci a
zastupei  provadéli  Klinické hodnoceni za
prisného dodrzovani vSech platnych federalnich,
narodnich, statnich nebo mistnich nebo jinych
jurisdikénich ~ zakonii, pfedpisi, nafizeni,
vnitinich predpist, smérnic, pokynli a statnich
pozadavki, které mohou platit pro Smluvni
strany, Tym klinického hodnoceni a/nebo
Klinické hodnoceni (,,Platné pravni ptedpisy*),
zejména:

i vSechny platné zakony,
vnitini  predpisy nebo pokyny vydané
Evropskou Iékovou agenturou
(-EMA®);;

ii. Smérnice pro spravnou
klinickou praxi vytvofené Mezindrodni
konferenci o harmonizaci technickych
pozadavkid pro registraci 1éCivych
pfipravkd pro humanni pouziti (,,ICH®),
jak jsou pftijata nebo vydana jakymbkoli
statnim Ufadem nebo jinym regulacnim
ufadem vcetné FDA a EMA (spole¢né
,,GCP* nebo ,,Smérnice GCP*),

iii. vSechny platné zakony
a pravni predpisy tykajici se ochrany
soukromi, osobnich udaji a zdravotnich
udaji  véetné Evropské smérnice o
ochrané udaji (95/46/EC) (spoletné
,Piredpisy tykajici se soukromi);

iv. vSechny platné pravni

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
Approved for signature on (23Apr18)

regulations, and (ii) immediately notify Sponsor
in writing of the facts giving rise to the need for
the deviation and the alternate procedures
followed. Except as provided for in the previous
sentence, the Site shall not amend or deviate
from the Protocol without the prior written
approval of Sponsor or its designee and, as
appropriate, the RA/EC and the U.S. Food and
Drug Administration (“FDA”), in accordance
with FDA requirements under 21 C.F.R. §
312.30.

2. Conduct of Study.
A. The Site shall, and shall ensure that its

employees and agents shall, conduct the Study in
strict compliance with any and all applicable

federal, national, state, local or other
jurisdictional laws, rules, regulations, policies,
guidelines,  guidances, and governmental

requirements, as may be applicable to the Parties,
Study Personnel, and/or the Study (“Applicable
Law”), including without limitation:

i all applicable rules,
policies, or guidance issued by the
European Medicines Agency (“EMA”);

ii. the International
Conference on Harmonization of
Technical Requirements for Registration
of Pharmaceuticals for Human Use
(“ICH”) Guidelines for Good Clinical
Practices as adopted or issued by any
governmental or other regulatory
authority, including FDA and EMA
(collectively, “GCP” or “GCP
Guidelines”),

iii. all applicable laws and
regulations regarding the protection of
privacy, personal data, and medical data,
including the European Data Protection
Directive (95/46/EC) (collectively, the
“Privacy Regulations™);

iv. all applicable state HIV
testing laws;
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predpisy tykajici se testovani HIV;

V. vSechny platné zakony
a pravni predpisy tykajici se hlaseni

vsech poplatki a jinych vydaju
placenych zdravotnikiim

Vi. vSechny platné
protikorup¢ni zakony; a

Vii. vSechny obecné

prijimané profesionalni standardy.

Resitelské centrum bere na védomi, 7e zadavatel
a CRO jsou povinni dodrzovat urCité pravni
pfedpisy véetné, ale bez omezeni Foreign
Corrupt Practices Act (FCPA) a UK Bribery Act,
the U.S. Code of Federal Regulations, Physician
Payments Sunshine Act adal$i platné pravni
predpisy. Resitelské centrum souhlasi a zajistuje,
ze bude se zadavatelem plné spolupracovat na

plnéni  jakychkoliv  zdkonnych pozadavki
zadavatele.
B. Regitelské centrum dale

souhlasi, ze bude provadét klinické hodnoceni
v souladu se v§emi podminkami ulozenymi FDA
a RU/EK a viemi pozadavky Zdravotnického
zafizeni.

C. Aby se predeslo pochybnostem,
bude Zadavatel podléhat Platnym pravnim
predpisim Ceské republiky a Evropské unie a
Spojenych statti americkych.

D. Po  pfedchozim  pisemném
souhlasu Zadavatele mtize Zdravotnické zatizeni
a/nebo Zkousejici pouzivat dalsi zkousejici, jiné
zaméstnance Zdravotnického =zafizeni a, aby
provadéli  sluzby  souvisejici s Klinickym
hodnocenim podle této Smlouvy (spolecné se
Zkousejicim ,,Tym klinického hodnoceni*).
Zdravotnické zafizeni zajisti, aby:

i Byl  pro  Kklinické
hodnoceni pfidélen dostateény pocet
kvalifikovaného ~ Tymu  klinického
hodnoceni, aby splnilo své povinnosti
podle této Smlouvy;

ii. Cely Tym klinického

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
Approved for signature on (23Apr18)

V. all applicable local,
state, federal, and national laws and
regulations regarding the reporting of
any fees and other expenditures paid to
healthcare professionals

Vi. all  applicable anti-
bribery legislation; and
vii. all generally accepted

professional standards.

The Site hereby acknowledges, that the Sponsor
and CRO are obliged to abide by certain laws
including but not limited to the Foreign Corrupt
Practices Act (FCPA) and the UK Bribery Act,
the U.S. Code of Federal Regulations, Physician
Payments Sunshine Act, and other applicable
laws. The Site agrees and ensures it shall
cooperate with the Sponsor to fulfil the
Sponsor’s obligations arising from any such
applicable laws.

B. The Site further agrees to conduct the
Study in accordance with all conditions imposed
by the FDA and the RA/EC, and all requirements
of the Institution.

C. For the avoidance of doubt, Sponsor
shall be subject to all Applicable Laws, including
the laws of the Czech Republic, European
Union, and United States.

D. Upon the prior written consent of
Sponsor, Institution and/or Investigator may use
sub-investigators, other employees of Institution,
and contractors to perform Study-related services
under this Agreement (together with Investigator,
“Study Personnel”). Institution shall ensure that:

i Adequate numbers of
qualified Study Personnel are assigned
to the Study to meet its obligations
under this Agreement;

ii. All  Study Personnel
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hodnoceni bude plnit své ukoly v rdmci
Klinického hodnoceni a plnit své
povinnosti podle této Smlouvy véetné
pfisného dodrzovani Protokolu a pokynt
Zkousejiciho;

iii. Cely Tym klinického
hodnoceni bude mit potiebné licence a
opravnéni, kterd mohou byt pozadovana
pro plnéni ukold vramci Klinického
hodnoceni, a na pozadani Zadavatele
predlozi  takovyto zdokumentovany
dikaz o vsech takovych licencich a
opravnénich;

iv. Cely Tym klinického
hodnoceni dostane potfebné informace,
Skoleni a wvycvik tykajici se vSech
platnych regulac¢nich pozadavki,
spravného provadéni Protokolu, Smérnic
GCP a vSech dalSich pfislusnych
smérnic  souvisejicich s Klinickym
hodnocenim a provadénim Protokolu a
na pozadani Zadavatele predlozi takto
zdokumentovany dtkaz o  vSech
takovych skolenich a vycviku; a

Pokud se na klinickém hodnoceni bude ucastnit
osoba jina nez zaméstnanec zdravotnického
zafizeni, zadavatel / PPD sni uzavie
samostatnou smlouvu.

E. Aniz by Dbylo dotceno
predchozi, Resitelské centrum dale souhlasi, Ze
pii provadéni Klinického hodnoceni Regitelské
centrum a zaméstnanci a zastupci Resitelského
centra budou:

i. poskytovat  kazdému
potencialnimu subjektu pisemné a ustni
informace o rizicich, vyhodich a
pozadavcich souvisejicich sucasti v
Klinickém hodnoceni a ziskaji od
kazdého subjektu pfedem podepsany a
datem opatieny formuldf pisemného
souhlasu, ktery byl pfedtim schvalen
RU/EK a Zadavatelem a ktery je v
souladu s Protokolem, touto Smlouvou a
dodrzuje hlavu 21 C.F.R. ¢asti 50 a 56,
HIPAA nebo jiné Platné pravni predpisy
o ochran¢ soukromi, Smérnice GCP a

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
Approved for signature on (23Apr18)

perform their Study responsibilities and
fulfill  their obligations under this
Agreement, including strict adherence to
the Protocol and the Investigator’s
instructions;

iii. All  Study Personnel
have the necessary licenses and
certifications as may be required to
perform their Study responsibilities, and
shall, upon request of Sponsor, provide
such documented evidence of any such
licenses and certifications;

iv. All  Study Personnel
receive the necessary information,
education, and training in any applicable
regulatory requirements, proper
performance of the Protocol, GCP
Guidelines, and any other applicable
guidelines relevant to the Study and
performance of the Protocol, and shall,
upon request of Sponsor, provide such
documented evidence of any such
education and training; and

In case person, other than employee of the
Institution shall participate in the Study, Sponsor
/ PPD will execute separate agreement for this
purpose.

E. Without limitation of the foregoing, the
Site further agrees that, in the performance of the
Study, the Site and the Site’s employees and
agents shall:

i provide to each
potential subject verbal and written
information about the risks, benefits, and
requirements associated with Study
participation and obtain in advance from
each Study subject a signed and dated
written consent form that has received
prior approval from the RA/EC and
Sponsor and that is consistent with the
Protocol, this Agreement, and complies
with 21 C.F.R. Parts 50 and 56, HIPAA
or other Privacy Regulations, the GCP
Guidelines, and other Applicable Law;
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dalsi Platné pravni ptedpisy;

ii. informovat  subjekty
Klinického hodnoceni, Ze se nemohou
Ucastnit soucasné dalSich klinickych
hodnoceni, vnichz je  podavan
hodnoceny ptipravek. Pokud by se
Resitelské centrum dozvédélo o jakékoli
takové soubézné tcasti v klinickém
hodnoceni, oznami to  okamzité
Zadavateli;

iii. zajistovat, ze
Zkousejici a Tym klinického hodnoceni,
pokud provadi zaslepené klinické
hodnoceni, bude zachovavat zaslepeni
Hodnoceného piipravku. Pokud nastane
zdravotné neodkladna situace, ktera
bude vyzadovat, aby ZkouSejici u
konkrétniho subjektu porusil zaslepeni,
souhlasi ZkouSejici, ze to okamzité
oznami Zadavateli;

iv. uchovavat a
pfipravovat  zdznamy  tykajici  se
Klinického hodnoceni a  Subjektl
Ucastnicich se Klinického hodnoceni, jak
je  specifikovano v Protokolu, a
v souladu s hlavou 21 C.F.R. ¢asti 312,
Smérnicemi GCP a dalSimi Platnymi
pravnimi predpisy;

V. u  vSech  subjekth
vypliovat zaznamy subjektu hodnoceni
(,,CRF*) pomoci formulare()
poskytnutych Zadavatelem nebo jeho
jménem, at jiz v papirové nebo
elektronické formé, kontrolovat CRF
zaznamy, aby zajistili jejich piesnost a
uplnost, pomahat zastupctim a klinickym
monitorim Zadavatele pfi okamzitém
vyfeSeni vSech nesrovnanosti nebo chyb
v CRF zaznamech a za predpokladu, ze
bude zachovana duvérnost subjektu,
budou pomahat pii provadéni auditl
puvodnich zaznamu subjektu,
laboratornich ~ zprav.  nebo  jinych
puvodnich zdrojovych dat pro ucely
oveteni Udajii zapsanych do zaznamu
CRF;

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
Approved for signature on (23Apr18)

ii. inform Study Subjects
about requirement that no subject in the
Study may participate concurrently in
any other clinical study in which a study
drug is given. Should Site become
aware of any such concurrent study
participation, it shall notify Sponsor
immediately;

iii. ensure that Investigator
and Study Personnel, if conducting a
blinded study, maintain the blinding of
the Study Medication. Should a medical
emergency occur requiring Investigator
to break the blind for a specific subject,
Investigator agrees to notify Sponsor
immediately;

iv. maintain and prepare
records relating to the Study and
subjects participating in the Study as
specified in the Protocol and consistent
with the requirements of 21 C.F.R. Part
312, GCP Guidelines, and other
Applicable Law;

V. complete all subject
case report forms (“CRFs”) using the
form(s) provided by or on behalf of
Sponsor, whether recorded on paper or
in digital format, review the CRFs to
assure their accuracy and completeness,
assist the representatives and clinical
monitors of Sponsor in promptly
resolving any discrepancies or errors on
CRFs, and, provided subject
confidentiality is maintained, assist in
performing audits of original subject
records, laboratory reports, or other raw
data sources for the purpose of verifying
data recorded on the CRFs;
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Vi. predkladat vSechny
udaje a vSechny pozadované informace
Zadavateli nebo jeho zastupci a budou
provadét vSechny Cinnosti zde uvedené
v€éas, uinnym a  kompetentnim
zpusobem tak, aby byly striktné
dodrzeny c¢asové plany stanovené
Protokolem a touto Smlouvou;

vii. zajisti, ze  vSechny
klinické udaje budou piesné, uplné a
citelné a ze takové udaje budou kdykoli
na zaklad¢ odpovidajici Zadosti béhem
bézné pracovni doby neprodlené a zcela
poskytnuty a vytvoteny pro inspekci a
pouziti Zadavatele nebo jeho zastupce;

viii. spolupracovat se
Zadavatelem a jeho zastupcem pii jejich
veskerém usili podporovat a monitorovat
Klinické hodnoceni, zejména tim, ze
umozni Zadavateli a/nebo jeho zastupci
pristup do zatfizeni pfimo v misté, kde je
Klinické hodnoceni provadéno, a ke
vSem zdznamuim a dalSim dokumentim
souvisejicim s provadénim Klinického
hodnoceni, které budou rozumné
pozadovany Zadavatelem nebo jeho
zastupcem, a to tim, ze budou
poskytovat  veskerou  pozadovanou
dokumentaci vCas a organizované a
budou Zadavatele trvale pln¢€ informovat
o postupu Klinického hodnocenti;

iX. zaznamenavat vSechny
nezadouci  prihody na  stranku(y)
Nezadouci prihody v zaznamu(ech) CRF
a hlasit vSechny nezadouci piihody a
zavazné nezadouci piihody v souladu
shlavou 21 CUFR. ¢asti 312,
Smérnicemi GCP a Protokolem a bude
spolupracovat se Zadavatelem pfi
zjiStovani a feSeni neocekavanych
udélosti  zahrnujicich ~ Hodnoceny
ptipravek nebo jeho pouziti v Klinickém
hodnocent;

X. uchovavat vsechny
z4dznamy souvisejici s Klinickym
hodnocenim, zejména vSechny zaznamy,
kter¢é pozaduje FDA, aby byly

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
Approved for signature on (23Apr18)

Vi. submit all data and all
requested information to Sponsor or its
designee, and undertake all activities
hereunder in a timely, efficient, and
competent manner so that the time
schedules set forth in the Protocol and
this Agreement are strictly met;

vii. ensure that all clinical
data are accurate, complete, and legible,
and that such data are promptly and fully
disclosed to and produced for the
inspection and use of Sponsor or its
designee at any time upon reasonable
request during normal business hours;

viii. cooperate with Sponsor
and its designee in all of their efforts to
support and monitor the Study, including
without limitation, allowing Sponsor
and/or its designee on-site access to the
facilities where the Study is being
conducted and any and all records and
other documents associated with the
conduct of the Study as reasonably
requested by Sponsor or its designee,
providing all requested documentation in
a timely and organized manner, and
keeping Sponsor fully apprised of the
progress of the Study;

iX. record all adverse
events on the Adverse Events page(s) of
the CRFs and report all adverse events
and serious adverse events in accordance
with 21 C.F.R. Part 312, GCP
Guidelines, and the Protocol and
cooperate with Sponsor in identifying
and resolving unexpected occurrences
involving the Study Medication or its
use in the Study;

X. retain all records
relating to the Study, including without
limitation, all records that the FDA
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uchovavany podle hlavy 21 C.F.R. ¢asti
312 po dobu pozadovanou Platnymi
pravnimi pfedpisy a predtim, nez
Resitelské centrum provede jakakoli
opatfeni s  jakymikoli  Zaznamy
klinického hodnoceni, poskytne predtim
pisemné oznameni Zadavateli a na
zakladé Zzadosti Zadavatele a =za
pfiméfené naklady Zadavatele bude
Resitelské centrum bud’ tyto Zaznamy
klinického hodnoceni uchovavat po
dobu specifikovanou Zadavatelem, nebo
tyto zdznamy posle Zadavateli, podle
toho, co ur¢i Zadavatel,;

Xi. spolupracovat se
Zadavatelem a podporovat ho s ohledem
na piislusné zadosti nebo komunikace
s prislusnym RU/EK; a

Xii. provadét Klinické
hodnoceni vyhradné v zatizenich
Resitelského centra; misto provadéni
Klinického hodnoceni nesmi byt
zménéno bez piedchoziho pisemného
souhlasu Zadavatele.

F. Zdravotnické  zafizeni  dale

prohlasuje a zarucuje Zadavateli, Ze:

i. Regitelské centrum ani nikdo
zjeho zaméstnancii nebo zastupcu
provadéjicich Klinické hodnoceni (1)
neni vazan zadnymi smluvnimi nebo
jinymi zavazky nebo omezenimi, ktera
nejsou v souladu s povinnostmi
Regitelského centra podle této Smlouvy,
nebo (2) nemé finan¢ni ani jiné zajmy u
Zadavatele nebo na vysledku Klinického
hodnoceni, které by mohly
narusovat jejich nezavisly usudek, nebo
(3) neni vySetfovan zadnym regulacnim
ufadem vcetn¢ FDA kvuli vylouéeni
nebo  jiné ¢innosti souvisejici
s klinickym vyzkumem, nebo (4) neni
Vv soucasnosti vyloucen, diskvalifikovan
nebo povazovan za nezplsobilého
provadét klinicky vyzkum nebo dostavat
hodnocené 1éCivé  pripravky nebo
zdravotnické prostredky jako zkouSejici

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
Approved for signature on (23Apr18)

requires to be maintained under 21
C.F.R. Part 312, for the period required
by Applicable Law, and prior to the
Site’s disposition of any Study records,
the Site shall provide prior written notice
to Sponsor, and upon Sponsor’s request
and at Sponsor’s reasonable expense, the
Site shall either retain such Study
records for the period specified by
Sponsor or send such records to
Sponsor, as designated by Sponsor;

Xi. cooperate  with and
support the Sponsor with regard to the
relevant applications or communications
with the relevant RA/EC; and

Xii. conduct the  Study
solely at the Site’s facilities; the location
for the conduct of the Study may not be
changed without Sponsor’s prior written
consent.

Institution  further  represents and

warrants to Sponsor that:

i. neither the Site, nor any of the Site’s
employees or agents performing the
Study, (1) are under any contractual or
other obligations or restrictions that are
inconsistent with the Site’s obligations
under this Agreement, or (2) have a
financial or other interest in Sponsor or
the outcome of the Study that might
interfere  with  their  independent
judgment, or (3) are under investigation
by any regulatory authority, including
the FDA, for debarment or any action in
relation to clinical research, or (4) are
presently debarred, disqualified, or
deemed ineligible to conduct clinical
research or to receive investigational
drugs or devices as a clinical
investigator under any Applicable Law.
The Site will notify  Sponsor
immediately  (a) if Institution,
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podle jakéhokoli Platného pravniho
predpisu. Resitelské centrum okamzitd
ozndmi Zadavateli (a), pokud
Zdravotnické zafizeni, ZkousSejici nebo
kdokoli zjeho zaméstnanci nebo
zastupct bude vyloucen, diskvalifikovan
nebo povazovan za nezpusobilého
jakymkoli soudem nebo regulaénim
ufadem, nebo (b) poté, co dojde k
jakémukoli takovému vySetfovani nebo
zahajeni jakéhokoli takového fizeni
tykajiciho se kterékoli takové osoby,
Zkousejictho  nebo  Zdravotnického
zafizeni, a poskytne mu vSechny dalsi
informace, které jsou Regitelskému
centru znamy a které souviseji s timto
fizenim nebo Cinnostmi tykajicimi se
vylouceni nebo diskvalifikace;

ii. Zdravotnické  zafizeni bude
nalezit¢ dohlizet na vSechny osoby
provadgjici Klinické hodnoceni pod jeho
vedenim a zajisti, aby tyto osoby
dodrzovaly podminky této Smlouvy;

iii. Zdravotnické  zafizeni —ma
interni  kapacitu provadét Klinické
hodnoceni a nebude najimat zadné
externi pomocné zkouSejici nebo treti
strany, aby se TUcastnili provadéni
Klinického hodnoceni bez ziskéni
predchoziho pisemného souhlasu
spolecnost Shire, ze to 1ze provést podle
podminek v Clanku 22; a

iv. Regitelské centrum ziskalo a
bude uchovavat v platnosti vSechny
licence, opravnéni a  povoleni
pozadované¢ zékonem, aby mohlo
Regitelské centrum provadét Klinické
hodnoceni podle této Smlouvy a
v souladu s Protokolem.

3. Zkousejici; Nahrada.

A V piipadé, ze Zkousejici jiz
nebude chtit nebo nebude moci provadét
povinnosti pozadované touto Smlouvou, oznami
Zdravotnické zafizeni tuto zalezitost okamzité
Zadavateli a bude snim spolupracovat v dobré
vite a wurychlené¢ pii hleddni nahradniho

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
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Investigator, or any of their employees
or agents become debarred, disqualified,
or deemed ineligible by any court or
regulatory agency, or (b) upon any
inquiry concerning or the
commencement of any such proceeding
regarding any such person, the
Investigator, or Institution, together with
any other information known to Site that
is relevant to such debarment or
disqualification proceedings or actions;

ii. Institution shall properly
supervise all persons performing the
Study under its direction and shall
ensure that such persons comply with
the terms of this Agreement;

iii. Institution has the capability in-
house to perform the Study and will not
engage any external sub-investigators or
third parties to participate in the conduct
of the Study without obtaining Shire’s
prior written consent to do so subject to
the terms of Article 22; and

iv. The Site has obtained and will
maintain all licenses, authorizations, and
permits required by law for the Site to
conduct the Study under this Agreement
and in compliance with the Protocol.

3. Investigator; Replacement.

A. In the event that the Investigator
becomes either unwilling or unable to perform
the duties required by this Agreement, Institution
shall promptly notify Sponsor of such event, and
shall cooperate, in good faith and expeditiously,
to find a replacement investigator acceptable to
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zkousejiciho, ktery by byl pro Zadavatele
prijatelny (,,Nahradni zkousejici®); ZkousSejici
vSak bude nadale vdzan vSemi povinnostmi a
podminkami stanovenymi v této Smlouve, dokud
nebude nalezen pro Zadavatele piijatelny
Nahradni zkousSejici. V pfipad¢€, ze pfijatelny
Nahradni zkousejici nebude nalezen v prubéhu
tiiceti (30) dni od pfijeti takového oznameni
Zadavatelem (nebo ve Smluvnimi stranami
vzajemné odsouhlaseném del$im obdobi), muze
Zadavatel ukoncit tuto Smlouvu v souladu
S podminkami v ni uvedenymi. Spoluprace
Resitelského centra pii hledani Nahradniho
zkousejiciho nevylucuje jeho povinnost plnit své
zavazky podle této Smlouvy az do Dokonceni
(definovano niZe) nebo data Gc¢innosti jakéhokoli
ukonceni této Smlouvy. Smluvni strany timto
souhlasi, ze v ptipadé, Ze bude uréen Nahradni
zkousejici podle tohoto Clanku 3, bude tento
Nahradni zkouSejici vazan vSemi podminkami
této Smlouvy, které se tykaji ZkousSejiciho, a Ze
bude piislusné doplnéna tato Smlouva.

B. Zkousejici poskytne Zadavateli
kopii  zivotopisu Zkousejiciho, ktery bude
zahrmovat 1 popis pfislusnych  zkuSenosti
Zkousejiciho.

C. Zkousejici poskytne Zadavateli
dostatecné  presné  zvefejnéni  financnich

informaci, aby umoznil Zadavateli predlozit
uplny a presny certifikait nebo prohlaseni o
zvetejnéni, jak je pozadovano podle hlavy 21
C.F.R. casti 54, a bude informace neprodlen¢
aktualizovat, pokud nastanou né&jaké s tim
souvisejici zmény béhem Klinického hodnoceni
a po dobu jednoho (1) roku po dokonceni
Klinického hodnoceni.

4. Doba trvani; Zahdjeni Kklinického
hodnoceni.
A Tato Smlouva zacne platit ke

Dni ucinnosti a bude trvat do ukonceni vSech
povinnosti v ni uvedenych, zejména piijeti vSech
udaji Klinického hodnoceni Zadavatelem nebo
jeho zastupcem a vyfeSeni vSech stim
souvisejicich dotazii ve formé pfijatelné pro
Zadavatele (,,Dokonceni®) nebo dokud nebude
podle této Smlouvy ukoncena.

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
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Sponsor (a  “Replacement Investigator”);
provided, however, that the Investigator shall
continue to be bound by all obligations and
conditions stipulated in this Agreement until a
Replacement Investigator acceptable to the
Sponsor is found. In the event an acceptable
Replacement Investigator is not found within
thirty (30) days of Sponsor’s receipt of such
notice (or such longer period as mutually agreed
upon by the Parties), Sponsor may terminate this
Agreement in accordance with the terms hereof.
The Site’s cooperation in finding a Replacement
Investigator does not negate its obligation to
perform its obligations under this Agreement up
to Completion (defined below) or the effective
date of any termination of this Agreement. The
Parties hereto agree, in the event that a
Replacement Investigator is designated pursuant
to this Article 3, that such Replacement
Investigator shall be bound by all terms of this
Agreement that are applicable to the Investigator,
and to amend this Agreement accordingly.

B. Investigator shall provide Sponsor with
a copy of the Investigator’s curriculum vitae,
which shall include a description of the
Investigator’s relevant experience.

C. Investigator shall provide Sponsor with
sufficient  accurate  financial  disclosure
information to permit Sponsor to submit a
complete and accurate certification or disclosure
statement as required by 21 C.F.R. Part 54, and
will promptly update the information if any
relevant changes occur during the course of the
Study and for one (1) year following completion
or termination of the Study.

4, Term; Study Initiation.

A. This Agreement shall
commence as of the Effective Date and shall
continue until completion of all obligations
herein, including without limitation receipt by
Sponsor or its designee of all Study data and
resolution of all corresponding queries in a form
acceptable to Sponsor (“Completion”), or until
termination pursuant hereto.
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B. Klinické hodnoceni bude zahijeno
k datu, kdy Zadavatel nebo jeho zastupce oznami
ZkouSejicimu, aby zahajil nabor, kterézto
oznameni bude provedeno az poté, kdy:
(i)Zkousejici ziska souhlas RU/EK k provadéni
Klinického hodnoceni; a (ii) Regitelské centrum
dostane od Zadavatele dostatek materidli pro
zahajeni Klinického hodnoceni.  Zkousejici
doru¢i kopii schvalovaciho dopisu RU/EK
Zadavateli nebo jeho zastupci a Zadavatel
nedoru¢i Materidly klinického hodnoceni do
Resitelského centra, dokud nedostane kopii
tohoto schvalovaciho dopisu.  Pokud nebude
ziskan souhlas RU/EK, bude tato Smlouva od
poc¢atku neplatna. Hodnoceny ptipravek nesmi
byt subjektu podavan nebo subjektem uzivan,
dokud subjekt neposkytne vSechna potiebna
povoleni pro ucast v Klinickém hodnoceni
v souladu s Bodem 2.E.(i). Resitelské centrum
nebude od Zzadného subjektu pozadovat
informovany souhlas ani neumozni Zadnému
subjektu se ucastnit Klinického hodnoceni pied
zahdjenim Klinického hodnoceni v souladu
s timto Bodem 4.B. Regitelské centrum okamzité
oznami Zadavateli telefonicky a pisemné, pokud
souhlas s Klinickym hodnocenim od RU/EK
propadne, bude pozastaven nebo cely nebo
caste¢n¢ odvolan. Smluvni strany berou na
védomi, ze nedojde k iniciaéni navstéve a
dodavce hodnoceného Ié¢ivého pripravku do
okamzZiku uvefejnéni smlouvy v registru smluv.

5. Platebni podminky a Rozpodet.

A. Jako protihodnotu za provadéni
Klinického hodnoceni bude Zadavatel poskytovat
Zdravotnickému  zafizeni hrady v souladu
Splatebnimi  podminkami a  rozpoctem
stanovenymi ve Vymnatku A pfipojeném k této
Smlouvé a tvofici jeji ¢ast (,,Rozpodet™). Zadné
jiné vyhody nebo thrady mimo vyslovné
uvedenych v Rozpoctu nebo jinak pfedem
pisemné schvéalenych Zadavatelem nebudou
Zadavatelem Zdravotnickému zafizeni
poskytovany. Pokud nedojde ke sporu v dobré
vite, budou platby Zadavatelem provadény
v priibéhu tficeti (30) dnd od pfijeti detailni
faktury vystavené Zdravotnickym zatizenim,
kterd bude v souladu s ustanovenimi uvedenymi
V Rozpoctu. VSechny faktury budou rozepsany
na jednotlivé polozky, jak je uvedeno

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
Approved for signature on (23Apr18)

B. The Study shall be initiated on the date
that Sponsor or its designee notifies the
Investigator to  begin enrollment, which
notification will occur only after: (i) the
Investigator obtains RA/EC approval to conduct
the Study; and (ii) the Site has received sufficient
materials from Sponsor to initiate the Study. The
Investigator shall deliver a copy of the RA/EC
approval letter to Sponsor or its designee, and
Sponsor shall not deliver Study materials to the
Site until it has received a copy of such approval
letter. If RA/EC approval is not obtained, this
Agreement shall be null and void. The Study
Medication may not be administered to or used
by a subject unless the subject has given all
necessary permissions to participate in the Study
consistent with Section 2.E.(i). The Site shall
not request informed consent from any subject or
allow any subject to participate in the Study prior
to the initiation of the Study in accordance with
this Section 4.B. The Site shall immediately
notify Sponsor by telephone and in writing if
RAJ/EC approval for the Study is lapsed,
suspended, or withdrawn in whole or in part.
Parties acknowledge that the site initiation visit
and shipment of the Study Drug will not be
performed until the Agreement is published in
contract register.

5. Payment Terms and Budget.

A In consideration for
performance of the Study, Sponsor will
compensate Institution in accordance with the
payment terms and budget set forth in Exhibit A
attached hereto and made a part hereof (the
“Budget”). No other benefits or compensation,
beyond those expressly included in the Budget,
or as otherwise approved by Sponsor in advance
in writing, will be provided by Sponsor to
Institution.  Absent a good faith dispute,
payments shall be made by Sponsor within thirty
(30) days of receipt of a detailed invoice from
Institution, which invoice shall be consistent with
the provisions set forth in the Budget. All
invoices will be itemized as set forth in the
Budget. Any expenses, including travel
expenses, for which reimbursement is sought,
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vV Rozpoctu. VSechny vydaje véetné cestovnich
vydajli, za néz je pozadovana nahrada, budou
proplaceny, pouze pokud (i) budou k Zadosti o
proplaceni piilozeny ptvodni uUétenky, a (ii)
Zadavatel v Rozpoctu vyslovné souhlasil, Ze tyto
naklady proplati nebo byly Zadavatelem jinak
pfedem pisemné schvaleny. Pokud jsou
uvedeny v Rozpoctu nebo pokud byly jinak
predem pisemné¢ Zadavatelem schvaleny, mohou

tyto vydaje zahrnovat pfiméfené vydaje
Zkousejiciho  souvisejici s cestovanim  a
registracnimi  poplatky  vynaloZzenymi  na

prezentaci Vysledkd klinického hodnoceni (jak
je definovano v Clanku 8 nize) pii lékaiskych
konferencich podle podminek v Clanku 8.
Posledni dluzna platba souvisejici s Klinickym
hodnocenim bude Zadavatelem provedena poté,
kdy Resitelské centrum dokon&i vsechny své
povinnosti podle této Smlouvy a Zadavatel
obdrzi vSechny vypInéné zaznamy CRF, vSechny
dorucitelné dokumenty definované v Protokolu a
vSechny dalsi udaje a prava, ktera Zadavateli
podle této Smlouvy nalezeji. Zdravotnické
zafizeni poskytne Zadavateli do &trnacti (14)
pracovnich dntt od jakéhokoli pisemného
pozadani hlaSeni porovnavajici skutecné naklady
vynalozené Zdravotnickym zafizenim oproti
nakladim proplacenym Zadavatelem.
Podminky Rozpoctu mohou byt zménény pouze
po ptedchozim pisemném schvaleni Smluvnimi
stranami.

B. Dodatecné testy nebo sluzby,
které nejsou urgentni (tj. testy nebo sluzby, které
nejsou vyzadovany Protokolem nebo jsou
provadény nad ramec pozadavkl Protokolu)
nebudou podle této Smlouvy bez predchoziho

pisemného souhlasu Zadavatele
kompenzovatelné.
C. Smluvni strany touto Smlouvou

konkrétné vyjadiuji zdmér dodrzovat vsechny
platné zdkony, pravidla a nafizeni, vcetné
platnych  proti  uplatkadfskym  zdkont a
souvisejicich zasad o zpros§téni zavazki a
smluvnich podminek. Obdobné berou Smluvni
strany na védomi a souhlasi, Ze ¢astky splatné
Zadavatelem podle této Smlouvy predstavuji
spravedlivou trzni cenu krytych nakladd
souvisejicich s Klinickym hodnocenim a zadna
soucast zadné protihodnoty placené podle této
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shall be paid only if (i) the request for
reimbursement for such expenses is accompanied
by original receipts and (ii) Sponsor has
expressly agreed to reimburse such expenses in
the Budget, or as otherwise approved in advance
by Sponsor in writing. Such expenses may
include, if identified in the Budget or as
otherwise approved in advance by Sponsor in
writing, Investigator’s reasonable travel-related
expenses and registration fees incurred in
presenting Study Results (as defined in Article 8
below) at medical conferences, subject to the
terms of Article 8. The last payment due
pursuant to the Study will be made by Sponsor
after the Site completes all of its obligations
hereunder, and Sponsor has received all
completed CRFs, all deliverables defined in the
Protocol, and all other data and rights to which
Sponsor is entitled under this Agreement.
Reports comparing actual costs incurred by
Institution to costs paid by Sponsor will be
provided by Institution to Sponsor within
fourteen (14) business days of any written
request. The terms of the Budget may be
modified only upon the prior written consent of
the Parties.

B. Non-emergency additional tests
or services (i.e., those tests or services not
required by the Protocol or performed in excess
of Protocol requirements) shall not be
compensable hereunder without the prior written
consent of the Sponsor.

C. The Parties to this Agreement
specifically intend to comply with all applicable
laws, rules, and regulations, including anti
bribery laws and the related safe harbor
regulations. Accordingly, the Parties
acknowledge and agree that the amounts payable
by Sponsor under this Agreement represent the
fair market value of the covered costs associated
with the Study and no part of any consideration
paid hereunder is a prohibited payment for the
recommending or arranging for the referral of
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Smlouvy neni  zakdzanou  platbou za
doporucovani nebo zajistovani sluzeb nebo
objednavani véci nebo sluzeb; soucasné tyto

platby nemaji zamér navodit protipravni
doporucovani sluzeb.
D. Veskeré vybaveni poskytnuté

Zadavatelem nebo jeho zastupcem pro pouziti
v Klinickém  hodnoceni bude  pouzivano
vyhradné v souvislosti s Klinickym hodnocenim
a bude neprodlen¢ Zadavateli nebo jeho zastupci
vraceno po dokonceni nebo ukonceni Klinického
hodnoceni, pokud nebude pisemné Zadavatelem
stanoveno jinak.

E. Regitelské centrum rozumi a
bere na védomi, Zze Zadavatel muze byt podle
Platnych pravnich ptedpisi pozadan o zvefejnéni
plateb provedenych spole¢nosti Shire nebo jejim
jménem Resgitelskému centru podle této Smlouvy
pfisluSnym statnim Gfadtim a také ucelu a povahy
takovych plateb.

6. Duvérnost.

A. Vsechny informace (zejména
ustni, pisemné a elektronicky uchovavané nebo
predavané informace), materialy (zejména o
Hodnoceném piipravku) a dokumenty poskytnuté
Resitelskému centru Zadavatelem nebo jeho
jménem v souvislosti s Klinickym hodnocenim,
zejména predklinickd data a zadznamy subjektu
hodnoceni a vSechny informace, data, zpravy a
znalosti vyvinuté v Resitelském centru jako
vysledek  prace  souvisejici s Klinickym
hodnocenim budou povazovany za ,Diveérné
informace®. Duvérné informace zahrnuji
zejména  Protokol, Brozuru zkousejiciho,
korespondenci tykajici se Klinického hodnoceni
a Vysledky klinického hodnoceni (jak jsou
definovany v Bod¢ 8.A); Zdravotnické zatizeni a
ZkouSejici vSak mohou pouzivat a/nebo
publikovat  Vysledky klinického hodnoceni
v souladu s Clankem 8. Béhem doby trvani této
Smlouvy a po jejim skonéeni timto Resitelské
centrum souhlasi, Ze: (i) bude uchovavat v prisné
diveérnosti vSechny Duveérné informace, (ii)
nebude zvetejnovat ani §ifit Duvérné informace
zadné treti strané, (iii) nebude pouzivat Dtuveérné
informace pro zadné jiné ucely nez je provadéni
Klinického hodnoceni, a (iv) bude ochranovat
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business or the ordering of items or services; nor
are the payments intended to induce illegal
referrals of business.

D. Any equipment supplied by
Sponsor or its designee for use in the Study will
be used solely in connection with the Study and
will be returned to Sponsor or its designee
promptly upon completion or termination of the
Study, unless otherwise agreed in writing by
Sponsor.

E. Pursuant to Applicable Law, the
Site understands and acknowledges that Sponsor
may be required to disclose to relevant
governmental authorities the payments made by
or on behalf of Shire to the Site under this
Agreement, as well as the purpose and nature of
such payments.

6. Confidentiality.

A. All information (including, but
not limited to, verbal, written, and electronically
stored or transmitted information), materials
(including but not limited to the Study
Medication), and documents provided to the Site
by or on behalf of Sponsor in connection with
the Study, including but not limited to preclinical
data and case report forms, and all information,
data, reports and knowledge developed by Site as
a result of work in connection with the Study
shall be considered “Confidential Information.”
Confidential Information includes, without
limitation, the Protocol, the Investigators’ Drug
Brochure, Study correspondence, and Study
Results (as defined in Section 8.A); provided,
however, that Institution and Investigator may
use and/or publish Study Results in accordance
with Article 8. During and after the term of this
Agreement, the Site hereby agrees that it: (i)
shall maintain in strict confidence all of the
Confidential Information, (ii) shall not disclose
or disseminate Confidential Information to any
third party, (iii) shall not use the Confidential
Information for any purpose other than the
performance of the Study, and (iv) shall
safeguard the Confidential Information using the
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Duvérné informace pomoci stejné urovné
ochrany ne mens$i, nez je pfiméfend mira
ochrany, jakou Resitelské centrum pouziva
k ochran¢ svych vlastnich dtvérnych informaci.
Tyto Duvérné informace zlstanou vyhradnim
divérnym a vyluénym vlastnictvim Zadavatele a
budou zvefejnény pouze do té miry, co je nutné
védét, a pouze ReSitelskému centru a
zaméstnanctim a zastupcam Regitelského centra.
Resitelské centrum se zavazuje zajistit, ze kazdy
ze zaméstnanctl a zastupct Resitelského centra
poskytujici sluzby podle této Smlouvy bude
povinen s Diavérnymi informacemi zachazet
duvérné v souladu s podminkami této Smlouvy a
ze tak bude Cinit.

B. Predchozi povinnosti se
nebudou vztahovat na Duvérné informace, které:

i jsou nebo se stanou
vefejné¢  dostupnymi  bez  zavinéni
Resitelského centra;

ii. jsou  vsouladu se
zdkonem  zvefejnény  ReSitelskému
centru tfeti stranou oprdvnénou tyto
informace zvefejiovat, aniz by byla
vazana jakoukoli povinnosti divérnosti;

iii. jsou jiz feSitelskému
centru znamy pred zvefejnénim podle
této Smlouvy, jak lze prokazat

““““““ pisemnych zaznamu
Resitelského centra; nebo

iv. byly Resitelskym
centrem vyvinuty bez pouziti jakychkoli
Duvérnych informaci, jak lze prokazat

““““““ pisemnych zaznamu
Regitelského centra.

C. V piipadé, ze bude nutné
zvefejnit Davérné informace podle pravniho
predpisu, (i) ozndmi to RegSitelské centrum
predtim, nez provede jakékoli takové zvefejnéni,
okamzit¢ Zadavateli a poskytne Zadavateli
prilezitost podat namitku proti tomuto zvefejnéni,
a (ii) za zadnych okolnosti nezveiejni Regitelské
centrum vice neZ minimalni mnozstvi Duvérnych
informaci pozadovanych ke zvefejnéni, aby bylo
vyhovéno tomuto pravnimu predpisu. Resitelské
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same degree of care, but no less than a
reasonable degree of care, as the Site uses to
protect its own confidential information. Such
Confidential Information shall remain the
exclusive confidential and proprietary property
of Sponsor, and shall be disclosed only on a
need-to-know basis and only to the Site and the
Site’s employees and agents. The Site agrees to
ensure that each of the Site’s employees and
agents rendering services hereunder are obligated
to treat, and do treat, the Confidential
Information as confidential consistent with the
terms hereof.

B. The foregoing obligations shall
not apply to Confidential Information that:

i is or becomes publicly
available through no fault of the Site;

ii. is lawfully disclosed to
the Site by a third party entitled to disclose such
information not subject to any obligation of
confidence;

iii. is already known to the
Site prior to disclosure hereunder, as shown by
the Site’s prior written records; or

iv. was developed by the
Site without the use of any Confidential
Information, as evidenced by Site’s prior written
records.

C. In the event that Confidential
Information is required to be disclosed by law or
regulation, (i) Site shall immediately notify
Sponsor and provide Sponsor an opportunity to
object to such disclosure, prior to making any
such disclosure, and (ii) in no event shall Site
disclose more than the minimum amount of
Confidential Information required to be disclosed
to comply with such law or regulation. Site shall
reasonably cooperate, at Sponsor’s expense, with
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centrum bude pfiméfené na naklady Zadavatele
spolupracovat se Zadavatelem, aby umoznilo

Zadavateli  zpochybnit nebo omezit toto
zvetejnéni.
D. Na pozadani Zadavatele vrati

Resitelské centrum viechny Davérné informace
véetné vSech jejich kopii Zadavateli; jedna (1)
kopie téchto Duvérnych informaci vsak miize byt

uchovéavana v divérnych zdznamech
Zdravotnického zafizeni pouze pro ucely
dodrzZeni platnych piedpist.

E. Zdravotnické zatizeni a

Zkousejici berou na védomi a souhlasi, Ze kazdé
poruseni podminek této Smlouvy souvisejici se
zvetejnénim nebo pouzitim Divérnych informaci
mize mit za nasledek nenapravitelnou Gjmu a
poskozeni Zadavatele, které nema adekvatni
narok na odSkodnéni v penézich a za které
Zadavatel nemusi dostat dostate¢nou nahradu ze
zakona. Zdravotnické zafizeni a Zkousejici proto
berou na védomi a souhlasi, ze pokud budou
poruseny podminky pro zvefejnéni a zakaz
pouziti zde uvedené, je mozné, Ze Zadavatel
bude nucen usilovat o vydani soudniho ptikazu,
nafizeni nebo vyhlasky, aby ochranil Divérné
informace, a bude to opravnén udé¢lat, aniz by
musel slozit kauci.
7. Pouziti Klinického
hodnoceni.

vysledki

Resitelské centrum bude zachovavat
bezpec¢nost udaji Subjektt klinického hodnoceni
a ziskd od Subjekti klinického hodnoceni
vSechna opravnéni nebo jinou potiebnou
dokumentaci umoziujici zvefejnéni Udaji
Subjektu klinického hodnoceni Zadavateli a jeho
zastupcim nebo smluvnim partnerim a pokud je
toto Klinické hodnoceni provadéné ve vice
tesitelskych centrech, téz zkouSejicim v ostatnich
tesitelskych centrech Klinického hodnoceni, a to
Vv mife, kterd je pro n¢ potiebnd, aby byla
dodrzena tato Smlouva, Pfedpisy o ochrané
soukromi a jiné Platné pravni pfedpisy a pro
ucely souvisejici s Klinickym hodnocenim
(zejména monitorovani Klinického hodnoceni,
analyzu udaji Klinického hodnoceni a pfipravu
zadosti a jinych hlaSeni pro piredlozeni
regulacnim Ufadiim).  Zdravotnické zafizeni a
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Sponsor to enable Sponsor to challenge or limit
such disclosure.

D. Upon demand by Sponsor, the
Site shall return all Confidential Information,
including all copies thereof, to Sponsor;

provided, however, that one (1) copy of such
Confidential Information may be retained by
Institution in its confidential files for compliance
purposes only.

E. Institution and  Investigator
acknowledge and agree that any violation of the
terms of this Agreement relating to the disclosure
or use of Confidential Information may result in
irreparable injury and damage to Sponsor not
adequately compensable in monetary damages,
and for which Sponsor may have no adequate
remedy at law. Institution and Investigator
acknowledge and agree, therefore, that if the
disclosure and non-use terms herein are violated,
Sponsor may need to seek injunctions, orders, or
decrees in order to protect the Confidential
Information and will be entitled to do so without
having to post a bond.

7. Use of Study Results.

The Site shall maintain the security of

Study subject data and shall obtain all
authorizations or other necessary documentation
from Study subjects to allow disclosures of Study
subjects’ data to Sponsor and its agents and
contractors, and, if this is a multi-site Study, with
researchers at other Study sites, to the extent
necessary for them to comply with this
Agreement, the Privacy Regulations, and other
Applicable Law, and for purposes related to the
Study (including, without limitation, Study
monitoring, analysis of Study data, and preparing
applications and other reports to be submitted to
regulatory authorities). The Institution and the
Investigator agree to transfer to Sponsor only
those data, including but not limited to clinical
data regarding patients, which are made
anonymous. This means that the data could be
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Zkousejici souhlasi, ze predaji Zadavateli pouze
ty udaje, zejména klinické tdaje tykajici se
pacient, které budou anonymizovany. To
znamena, ze udaje mohou byt predavany
Zadavatelem ke zpracovani do jakékoli zemé na
sveété veetné zemi, které nemaji tak piisné zakony
o ochrané osobnich udaji jako ty, které plati

vV Evropské unii  (zejména Spojené  staty
americké).
8. Vlastnictvi udaji; Publikace.

A Vsechny tdaje, informace a
vysledky  vytvofené v priabéhu provadéni
Klinického hodnoceni, zejména vyplnéné
zaznamy CRF a vSechna hlaseni pfipravena
Resitelskym centrem  (spole¢nd , Vysledky
klinického hodnoceni) budou neprodlen¢
poskytnuty Zadavateli nebo jeho zastupci a
budou vyluénym vlastnictvim Zadavatele.
Resitelské centrum bude mit pravo publikovat
nebo jinak zvefejiiovat Vysledky klinického
hodnoceni pro své vlastni interni, dobrym
umyslem vedené, akademické, nekomercni ucely
vsouladu spodminkami bodu 8B niZe.
Zdravotni zaznamy a dal$i zdrojové dokumenty
ve smyslu platnych Smérnic ICH, které
podporuji  Vysledky klinického hodnoceni,
zustanou vlastnictvim Zdravotnického zatizeni.

B. Pro tucely této Smlouvy znamena
»Publikace* jakékoli pojednani, ¢lanek, rukopis,
hlaseni, poster, umisténi na internet, prezentaci,
diapozitivy, abstrakt, ptehled, video, instruktazni
material, prezentaci (formou pisemného shrnuti)
nebo jiné zvefejnéni Vysledkd klinického
hodnoceni v tisténé, elektronické, Gistni nebo jiné
form¢.  Smluvni strany rozumi a souhlasi, Ze
ucast v Klinickém hodnoceni mize zahrnovat
zavazek publikovat udaje ze vSech fesitelskych
center ucastnicich se Klinického hodnoceni ve
spoleéné publikaci s ostatnimi zkousejicimi pted
publikaci nebo ustni prezentaci Vysledkl
klinického hodnoceni jednotlive. Resitelské
centrum souhlasi, ze nebude publikovat ani
prezentovat Vysledky klinického hodnoceni az
do t& doby, kdy budou bud publikovany
souhrnné vysledky Klinického hodnoceni ze
vsech fesitelskych center ve spole¢né Publikaci
nebo po dobu jednoho (1) roku po ukonceni nebo
Dokonc¢eni Klinického hodnoceni ve vSech
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transferred by the Sponsor to any country in the
world for processing including countries which
do not have data protection laws as strict as those
in force in the European Union (including,
without limitation, the United States of America).

8. Ownership of Data; Publication.

A All data, information, and
results generated during the course of conducting
the Study, including, without limitation, the
completed CRFs and any reports prepared by the
Site (collectively the “Study Results”) shall be
provided promptly to Sponsor or its designee and
shall be the sole property of Sponsor. The Site
shall have the right to publish or otherwise
publicly disclose the Study Results for its own
internal, bona-fide, academic, non-commercial
purposes, in accordance with the terms of
Section 8.B below. The medical records or other
Source Documents, as defined by current ICH
Guidelines, that support the Study Results shall
remain the property of Institution.

B. For purposes of this Agreement,
“Publication” shall mean any paper, article,
manuscript, report, poster, internet posting,
presentation slides, abstract, outline, video,
instructional material, presentation (in the form
of a written summary), or other public disclosure
of the Study Results, in printed, electronic, oral,
or other form. The Parties understand and agree
that participation in the Study may involve a
commitment to publish the data from all sites
participating in the Study in a cooperative
publication with other investigators prior to
publication or oral presentations of the Study
Results on an individual basis. The Site agrees
not to publish or present the Study Results until
such time as either the aggregate multi-site Study
results are published in a cooperative Publication
or for a period of one (1) year after termination
or Completion of the Study at all participating
sites, whichever shall first occur. After that time,
the Site may publish the Study Results in
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zucCastnénych centrech, podle toho, co nastane
diiv. Po této dobé miize Resitelské centrum
publikovat Vysledky klinického hodnoceni ve
veédeckych  Casopisech  nebo  prezentovat
Vysledky klinického hodnoceni na sympoziich
nebo jinych odbornych setkanich v souladu
S nasledujicimi ustanovenimi:

i Nejméné devadesat
(90) dnti pfed zamyslenym piredlozenim
abstraktu, rukopisu nebo jiného
dokumentu k publikaci poskytne
Resitelské centrum kopii navrhované
Publikace  Zadavateli Kk posouzeni.
Resitelské centrum souhlasi, Ze na
zadost Zadavatele odstrani veSkeré
Duivérné informace (vyslovné
S vyjimkou Vysledki klinického
hodnoceni) zjisténé v Publikaci a ze
odlozi  takové  piedloZzeni  nebo
prezentaci po dobu dalSich devadesati
(90) dnd, aby mél Zadavatel ¢as na
podani vSech zadosti o patenty.
Vsechny Publikace Vysledkt klinického
hodnoceni budou nélezité¢ odkazovat na
Publikaci klinického hodnoceni z vice
center, bude-li existovat, nebo na
skute¢nost, ze Vysledky klinického
hodnoceni jsou dil¢im souborem dat

vyplyvajicim  z véts§iho  klinického
hodnoceni ve vice centrech.
C. Resitelské centrum  zarucuje

dodrzovani ustanoveni v tomto ¢lanku 8 celym
Tymem klinického hodnoceni.

9. Uvolnéni informaci; PouZiti jména.
Zadavatel mize pouzivat, odkazovat se a S§ifit
vytisky  védeckych, I€kaiskych a dalSich
publikovanych €lanka souvisejicich s Klinickym
hodnocenim, které uvadéji jméno Zkousejiciho
a/nebo Zdravotnického zafizeni v souladu se
zakony o autorskych pravech Ceské republiky a
EU. Zadavatel mize také zvefejnit jméno
Zkousejiciho a Zdravotnického zafizeni a
poskytne popis tohoto Klinického hodnoceni na
vetejnych webovych strankach (napf.
www.clinicaltrials.gov)  vsouladu a dle
pozadavkt Platnych pravnich piedpist. Zadna
Smluvni strana nepouZije jméno druhé Smluvni
strany nebo jméno dcefiné spolecnosti této
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scientific journals or present the Study Results at
symposia or other professional meetings in
accordance with the following provisions:

i At least ninety (90) days prior
to submitting an abstract, manuscript, or
other document for intended publication,
a copy of the proposed Publication will
be provided to Sponsor by the Site for
review. Upon Sponsor’s request, the
Site agrees to remove any and all
Confidential  Information  (expressly
excluding Study Results) identified in
the Publication and to delay such
submission or presentation for an
additional ninety (90) day period in
order to allow Sponsor time to file any
patent application(s). All Publications
of the Study Results shall appropriately
reference the multi-site study
Publication, if any, or the fact that the
Study Results are a subset of data
resulting from a larger multi-site study.

C. Site warrants the compliance of
all Study Personnel with the provisions of this
Article 8.

9. Release of Information; Use of Name.
Sponsor may use, refer to, and disseminate
reprints of scientific, medical, and other

published articles relating to the Study that
disclose the name of the Investigator and/or
Institution, consistent with Czech and the
European Union copyright laws. Sponsor also
may disclose the name of Investigator and
Institution and shall provide a description of this
Study on public websites (e.9.,
www.clinicaltrials.gov) consistent with and as
required by Applicable Law. No Party shall use
the name of any other Party or such other Party’s
affiliate’s name(s) in connection with any
advertising or promotion of any product or

Strana 18 ze 36



Smluvni strany/stran v souvislosti s jakoukoli
reklamou nebo propagaci jakéhokoli piipravku
nebo sluzby bez predchoziho pisemného
souhlasu druhé Smluvni strany, pfipadné
souhlasu dcefiné spolecnosti druhé Smluvni
strany; omezeni obsaZena v tomto Clanku 9 se
vSak nebudou tykat zddnych dokumentl, které
mohou byt potfebné nebo vhodné pro Zadavatele
nebo Resitelské centrum za tugelem jejich
poskytnuti federalnim, stitnim nebo mistnim
statnim Ufadim nebo ve védeckych publikacich a
7adostech o granty. Resitelské centrum a jeho
zaméstnanci, jednatelé a zastupci nebudou
komunikovat s zadnym zastupcem médii
(zejména tradicnich 1 novych sdélovacich
prostiedktl, jako jsou noviny, Casopisy, televize,
radio a Internet) ani mu nebudou poskytovat
zadné informace tykajici se Zadavatele, vyrobku
Zadavatele, Hodnoceného piipravku nebo
Klinického  hodnoceni  bez  ptedchoziho
vyslovného pisemného souhlasu Zadavatele.

10.  Nezavisli dodavatelé. Resitelské
centrum bude pusobit jako nezavisla smluvni
strana a nebude pro Zadné ucely chapano jako
partner, zmocnénec, zaméstnanec, povéfenec
nebo  zastupce  Zadavatele. Obdobn¢
zaméstnanec(i) a zmocnénec(ci) Regitelského
centra nebudou povazovani za zaméstnance a
zmocnénce Zadavatele a Regitelské centrum
neuzavie zddnou dohodu nebo smlouvu se tieti
stranou, kterd ma v iimyslu zavazovat nebo vazat
Zadavatele.  Zaméstnanci RegSitelského centra
provadgjici Klinické hodnoceni podle této
Smlouvy budou po celou dobu pod vyluénym
vedenim a kontrolou a budou zaméstnanci a

zmocnénci Resitelského centra, nikoli
zaméstnanci, zmocnénci  nebo  zastupci
Zadavatele.
11. Hodnoceny pripravek.

A. Zadavatel vyvine pfiméfené

usili, aby vcas poskytl dostatecné mnozstvi
Hodnocen¢ho piipravku. Veskeré Hodnocené
ptipravky budou pouzity v Resitelském centru
pod dohledem Zkousejiciho vyluéné pro ucely
provadéni  Klinického  hodnoceni  podle
Protokolu.  Resitelské centrum bude po celou
dobu uchovévat vSechny Hodnocené piipravky
na uzamceném, zajisténém misté a bude
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service without the prior written permission of
such other Party or such other Party’s affiliate, as
applicable;  provided, however, that the
limitations contained in this Article 9 shall not
apply to any documents that may be necessary or
appropriate for Sponsor or the Site to provide to
a federal, state, or local governmental agency or
in scientific publications and grant applications.
The Site and its employees, agents, and
representatives shall not communicate with or
provide any information to any media
representative (including, but not limited to,
traditional and alternative press outlets such as
newspapers, magazines, television, radio and
Internet) regarding Sponsor, Sponsor’s products,
the Study Medication, or the Study without the
prior express written approval of Sponsor.

10. Independent Contractors. The Site
shall act as an independent contractor and shall
not be construed for any purpose as the partner,
agent, employee, servant, or representative of the
Sponsor.  Accordingly, the employee(s) and
agent(s) of the Site shall not be considered to be
employee(s) and agent(s) of the Sponsor, and the
Site shall not enter into any contract or
agreement with a third party that purports to
obligate or bind the Sponsor. Site personnel
performing the Study hereunder shall at all times
be under the exclusive direction and control and
shall be employees or agents of the Site and shall
not be employees, agents, or representatives of
the Sponsor.

11. Study Medication.

A. Sponsor shall make
commercially reasonable efforts to provide
sufficient quantities of the Study Medication on a
timely basis. All Study Medication shall be used
by the Site, under the supervision of the
Investigator, solely for the purpose of conducting
the Study according to the Protocol. The Site
shall keep all Study Medication in a locked,
secured area at all times and maintain complete,
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uchovavat 1Uplné, aktualizované zaznamy
prokazujici  pfijeti, vydani a  vraceni
Hodnocenych piipravki, jak pozaduje Protokol a
Platné pravni predpisy. Hodnoceny piipravek
bude uchovavan pfti takové teploté a za takovych
podminek, jaké jsou piiméfené pozadovany
Zadavatelem a Protokolem. ZkousSejici nebude
poskytovat Hodnoceny piipravek zadné osobé,
kterd neni podle Platnych pravnich pitedpist
opravnéna jej dostat. V priabéhu Klinického
hodnoceni bude ZkouSejici zodpovédny za
kontrolu, pfistupa podavani Hodnoceného
pfipravku  vsouladu splatnymi  pravnimi
predpisy a nafizenimi.

B. Zadavatel je a nadale zistane
jedingm a vyluénym vlastnikem Hodnoceného
piipravku.  Regitelské centrum souhlasi, Ze
provadénim Klinického hodnoceni podle této
Smlouvy nebo na zakladé jinych ustanoveni této
Smlouvy nema ani neziskd zadna vlastnicka
prava nebo podil na Hodnoceném ptipravku a
dale souhlasi, ze Zadavatel vlastni vSechna prava
na Hodnoceny piipravek. Zdravotnické zatizeni
a Zadavatel souhlasi, Ze bez ptedchoziho
pisemného  souhlasu  Zadavatele nebudou
analyzovat Hodnoceny pfipravek, ani jej
nenechaji analyzovat, ani nebudou Hodnoceny
pripravek  zpfistupfiovat  tfetim  stranam.
Zdravotnické zafizeni a ZkousSejici souhlasi, Ze
Hodnoceny pripravek a vysledky jakéhokoli
uziti, zpracovani, hodnoceni nebo analyzy
Hodnoceného  piipravku  jsou  Duvérnymi
informacemi spole¢nosti Shire, jak je definovano
v Clanku 6 vyse.

C. Po dokonceni nebo jakémkoli
ukon¢eni této Smlouvy prestane Regitelské
centrum  okamzit¢  pouzivat  Hodnoceny
pripravek, vSechny nespotiebované Hodnocené
pripravky vrati neprodlené Zadavateli a veskeré
pouzité a  CasteCné  pouzité  mnozstvi
Hodnoceného piipravku bude Resitelskym
centrem zni¢eno, a to vSe v souladu s Platnymi
pravnimi predpisy.

D. ZKOUSEJICI A
ZDRAVOTNICKE ZARIZENI ROZUMI,
BEROU NA VEDOMI A SOUHLASI, ZE
HODNOCENY PRIPRAVEK JE SVOU
POVAHOU VYZKUMNY A ZE NENi
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up-to-date records showing receipt, dispensing,
and returns of the Study Medication as required
by the Protocol and Applicable Law. The Study
Medication shall be stored at such temperature
and other conditions as reasonably required by
Sponsor and as required by the Protocol. The
Investigator shall not supply the Study
Medication to any person not authorized under
Applicable Law to receive it. During the course
of the Study, the Investigator shall be responsible
for the control of, access to, and administration
of the Study Medication in compliance with
applicable laws and regulations.

B. Sponsor is and shall continue to
be the sole and exclusive owner of all Study
Medication. The Site agrees that it has no, nor
will it obtain any, proprietary rights to or interest
in the Study Medication by virtue of its
performance of the Study hereunder or any other
terms under this Agreement, and further agrees
that Sponsor owns all the rights to the Study
Medication. Without Sponsor’s prior written
consent, Institution and Investigator agree that
they will not analyze or have Study Medication
analyzed, or make the Study Medication
available to third parties. Institution and
Investigator agree that the Study Medication and
the results of any use, processing, evaluation, or
analysis of the Study Medication are Confidential
Information of Shire as defined in Article 6
above.

C. Upon Completion or any
termination of this Agreement, the Site shall
immediately cease to use the Study Medication,
all unused Study Medication shall be promptly
returned to Sponsor, and all used and partially
used quantities of Study Medication shall be
destroyed by the Site, all in accordance with
Applicable Law.

D. INVESTIGATOR AND
INSTITUTION UNDERSTAND,
ACKNOWLEDGE, AND AGREE THAT THE
STUDY MEDICATION IS
INVESTIGATIONAL IN NATURE AND
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POSKYTNUTA ZADNA VYSLOVNA NEBO
PREDPOKLADANA ZARUKA TYKAIJICI SE
HODNOCENEHO PRIPRAVKU. ANIZ BY
BYLO DOTCENO VYSE UVEDENE,
ZADAVATEL SE VYSLOVNE ZRIiKA
JAKYCHKOLI ZARUK
OBCHODOVATELNOSTI NEBO
VHODNOSTI PRO KONKRETN{ UCEL.

12. Inspekce, audity a monitorovani
Klinického hodnoceni.

A Inspekce regulaénich Wradi.
Regitelské centrum oznami okamzité Zadavateli
a jeho zastupci telefonicky nebo faxem vSechna
Setfeni, korespondenci nebo komunikaci s nebo
od FDA nebo jiného stitniho nebo regula¢niho
uradu tykajici se Klinického hodnoceni. Pokud
regulaéni Ufad, zejména FDA, pozada o svoleni
nebo provede inspekci zafizeni Resitelského
centra nebo zdznaml o vyzkumu tykajici se
Klinického hodnoceni, bude Resitelské centrum
spolupracovat se zastupcem(i) regula¢niho ufadu
a umozni tuto inspekci a vynalozi veSkeré
pfimétené Usili, aby umoznilo Zadavateli
zkontrolovat zdznamy pied inspekci a bylo
Vv pribéhu takovychto inspekci ptitomen a
k dispozici. Zdravotnické zafizeni poskytne bez
prodleni a bez dodatecnych nakladi pro
Zadavatele dostatecny a vhodny prostor, ktery je
povazovan za potfebny pro Zkousejiciho a/nebo
Zadavatele pro takovéto inspekce. V pribéhu
takovychto inspekci bude Zkousejici a piislusny
Tym klinického hodnoceni k dispozici, aby bylo
vyhovéno opravnénym pozadavkim inspekce a
aby byly vysvétleny a probrany zdznamy a
dokumentace souvisejici s Klinickym
hodnocenim. Resitelské centrum poskytne
Zadavateli nebo jeho zastupcim pisemné a
organizovanym zpusobem kopie vSech materiald,
korespondence,  prohlaSeni, formulaift a
zdznam, které Regitelské centrum dostane, ziska
nebo vytvoti v souvislosti s jakoukoli takovou
inspekci nebo v souvislosti s jakymkoli Setfenim,
komunikaci nebo korespondenci od FDA nebo
od jakychkoli jinych statnich nebo regulacnich
Gfadil.  Resitelské centrum vynalozi piiméfené
usili, aby oddélilo a nezvefejnilo Zzadné
dokumenty a materidly, které neni potieba
v pribéhu takovéto inspekce zvetejnit, vcetné
finan¢nich idajt a informaci o cenach.
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THAT NO WARRANTY, EITHER
EXPRESSED OR IMPLIED, IS MADE
REGARDING THE STUDY MEDICATION.
WITHOUT LIMITING THE FOREGOING,
SPONSOR EXPRESSLY DISCLAIMS ANY
WARRANTIES OF MERCHANTABILITY OR
FITNESS FOR A PARTICULAR PURPOSE.

12. Inspections, Audits, and Study
Monitoring.
A. Regulatory Inspection. The
Site shall notify Sponsor and its designee

immediately by telephone or facsimile of any
inquiries, correspondence, or communications
with or from the FDA or any other governmental
or regulatory authority relating to the Study. If a
regulatory authority, including without limitation
the FDA, requests permission to or does inspect
the Site’s facilities or research records relating to
the Study, the Site will cooperate with the
regulatory authority’s representative(s) and
permit such inspection, and will make all
reasonable efforts to permit Sponsor to review
the records before the inspection and be present
and available during such inspections. The
Institution  shall  provide sufficient and
appropriate space as deemed needed by the
Investigator and/or Sponsor for such inspections
without delay at no additional cost to Sponsor.
Investigator and appropriate Study personnel will
be available during such inspection to comply
with the legitimate requirements of the inspection
and to explain and discuss records and
documentation related to the Study. The Site
shall provide to Sponsor or its designees, in
writing and in an organized manner, copies of all
materials, correspondence, statements, forms,
and records that the Site receives, obtains, or
generates in connection with any such inspection
or in connection with any inquiries,
communications, or correspondence from the
FDA or any other governmental or regulatory
authorities.  The Site will make reasonable
efforts to segregate, and not disclose, all
documents and materials that are not required to
be disclosed during such an inspection, including
financial data and pricing information.
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B. Inspekce Zadavatele /Audit.
Resitelské  centrum  souhlasi, Ze umoZni
zastupciim Zadavatele (véetné monitord, auditort
a inspektorti) po dostate¢né véasném oznameni a
v pribéhu bézné pracovni doby posoudit (i)

zafizeni, vnémz je Klinické hodnoceni
provadéno, (ii) nezpracované  Vysledky
klinického  hodnoceni  véetné  puvodnich

Zdrojovych dokumentii (ve smyslu soucasnych
Smérnic ICH), bez ohledu na jejich nosice,
pokud to umoziji podminky Informovaného
souhlasu, (iii) vybaveni pro Elektronické
zaznamenavani dat (,EDC*) a/nebo
dokumentacni systém EDC a (d) vSechny ostatni
relevantni informace (a pofizovat jejich kopie)
potfebné pro Zadavatele pro potvrzeni, Ze je
Klinické hodnoceni provadéno ve shod¢
s Protokolem a v souladu s Platnymi pravnimi
predpisy. Resitelské centrum souhlasi, Ze uéini
pfiméfend opatfeni pozadovand Zadavatelem pro
vyteSeni nedostatkil zjisténych v prubéhu auditu
nebo inspekce.

13. Ukonceni.
A. Tato Smlouva mize byt pred

Dokonéenim ukoncena celd nebo cCaste¢né
pisemnym oznamenim nasledovné:

i. kteroukoli Smluvni
stranou s ucinnosti okamzité po doruceni
pisemného oznameni ostatnim

Smluvnim stranam, pokud (1) opravnéni
a schvaleni provadét Klinické hodnoceni
ve Spojenych statech americkych bude
trvale a neodvolateln¢ odvolano ze
strany FDA; nebo (2) vyskyt jakékoli
nezadouci piihody nebo vedlejsiho
ucinku souvisejici s Klinickym
hodnocenim bude takového rozsahu
nebo se vyskytne s takovou Cetnosti, ze
bud’ Zkousejici podle svého
odivodnéného 1ékaiského uvazeni nebo
Zadavatel rozhodnou, ze bezpecnost
subjektd vyzaduje takové ukoncenti;

ii. Zadavatelem,
suéinnosti  okamzit¢ po  doruceni
pisemného  oznameni, pokud (1)
ZkousSejici neni ochotny nebo schopny

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
Approved for signature on (23Apr18)

B. Sponsor Inspection/Audit.
Site agrees to permit representatives of Sponsor
(including monitors, auditors, and inspectors),
upon reasonable advance notice and during
normal business hours, to examine (i) the
facilities where the Study is being conducted, (ii)
raw Study Results including original Source
Documents (as defined by current ICH
Guidelines), regardless of media, if allowed
under the terms of the Informed Consent, (iii)
Electronic Data Capture (“EDC”) equipment
and/or EDC documentation system, and (d) any
other relevant information (and to make copies)
necessary for Sponsor to confirm that the Study
is being conducted in conformance with the
Protocol and in compliance with Applicable
Law. The Site agrees to take reasonable actions
requested by Sponsor to cure deficiencies noted
during an audit or inspection.

13. Termination.
A. This  Agreement may be
terminated in whole or in part prior to

Completion upon written notice as follows:

i by any Party, effective
immediately upon delivery of written
notice to the other Parties of the
Agreement, if (1) the authorization and
approval to conduct the Study in the
United States is permanently and
irrevocably withdrawn by the FDA; or
(2) the emergence of any adverse
reaction or side effect related to the
Study is of such magnitude or occurs
with such frequency that either the
Investigator, in his or her reasonable
medical ~ judgment, or  Sponsor,
determines that subject safety requires
such termination;

ii. by Sponsor, effective
immediately upon delivery of written
notice, if (1) the Investigator is unwilling
or unable to serve as the principal
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pusobit jako Hlavni zkouSejici a
Smluvni strany se nemohou dohodnout
na nahradnikovi podle Clanku 3 této
Smlouvy; (2) Resitelské  centrum
nedokaze provadét Klinické hodnoceni
v souladu s podminkami Protokolu (s
vyjimkou povolenych odchylek podle
Clanku 1 této Smlouvy), této Smlouvy
nebo Platnych pravnich ptedpisii; nebo
(3) Zadavatel povazuje nabor za
nedostatecny pro uspésné dokonceni
Klinického hodnoceni v Casovém
rozmezi  potifebném splnéni
pozadavkid Zadavatele;

pro

iii. Zadavatelem po tiiceti
(30) dnech od dorueni pisemného
oznameni; nebo

iv. Resitelskym  centrem
po Ctyficeti péti (45) dnech od doruceni
pisemného oznameni v piipadé
zavazného poruseni této  Smlouvy

Zadavatelem a neschopnosti Zadavatele
napravit toto poruSeni v prubéhu tohoto
Ctyficeti péti (45) denniho obdobi.

B. V  ptipadé ukonceni této
Smlouvy pfed Dokonéenim vynalozi Resitelské
centrum po prijeti nebo doruceni oznameni o
ukonceni  veSkeré priméfené usili, aby
minimalizovalo vznik dalSich naklada. v
pripadé takového predcasného ukonceni provede
Zadavatel koneénou platbu Regitelskému centru
za nesplacené ¢astky dluzné za sluzby provedené
vsouladu stouto Smlouvou a za piiméfené,
skute¢né, ptimé naklady vynalozené tak, jak je
stanoveno Vv Rozpoétu do data oznameni
ukonceni. Zadavatel také proplati
Zdravotnickému zafizeni vSechny pfiméfené,
nezruSitelné zavazky nalezité vynaloZzené (i) pred
datem oznameni ukonceni a (ii) po datu
oznameni ukonceni, ale divodné potiebné pro
zajisténi bezpecnosti zafazenych subjektii. Na
zaklad¢é opravnéné zadosti Zadavatele poskytne
Zdravotnické zatizeni Zadavateli dokumentaci o

vSech téchto zavaznych a nezrusitelnych
nakladech.
C. Ihned po piijeti nebo doruceni

oznameni o ukonceni bude Resitelské centrum (i)

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
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investigator and the Parties are not able
to agree on a substitute pursuant to
Article 3 hereof; (2) the Site fails to
perform the Study in accordance with
the terms of the Protocol (excluding
permitted deviations pursuant to Article
1 hereof), this Agreement, or Applicable
Law; or (3) Sponsor deems enrollment
to be insufficient to reasonably complete
the Study in the time frame necessary to
meet Sponsor requirements;

iii. by  Sponsor, upon
delivery of thirty (30) days written
notice; or

iv. by the Site, upon

delivery of forty-five (45) days written
notice, in the event of a material breach
of this Agreement by Sponsor and
Sponsor’s failure to remedy such breach
within such forty-five (45) day period.

B. In the event of termination of
this Agreement prior to Completion, the Site
shall, upon receipt or delivery of notice of
termination, make all reasonable efforts to
minimize incurring further costs. In the event of
such early termination, Sponsor shall make a
final payment to the Site for outstanding amounts
due for services performed in accordance
herewith and for reasonable, actual, direct costs
incurred as set forth in the Budget through the
date of notice of termination. Sponsor also shall
reimburse Institution for any reasonable, non-
cancelable commitments properly incurred (i)
prior to the date of notice of termination and (ii)
after the date of notice of termination but
reasonably necessary to ensure the safety of
enrolled subjects. Upon reasonable request by
Sponsor, Institution shall provide Sponsor with
documentation of any such committed and non-
cancellable costs.

C. Immediately upon receipt or
delivery of notice of termination, the Site shall (i)
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dodrzovat postupy po ukonceni uvedené
V Protokolu, pokud existuji, a (i) pokud
Zadavatel nestanovi jinak, ukon¢i zafazovani
Subjekti do Klinického hodnoceni a ukonci
lécbu  souvisejici s Klinickym hodnocenim u
subjektd do Klinického hodnoceni jiz zatazenych
s vyjimkou situace, kdy by mohla byt ohrozena
bezpecnost téchto zatazenych subjektl. Aniz by
bylo doteno vyse uvedené, Resitelské centrum
bude nadale subjektim poskytovat naslednou
péci, dokud bude potiebnd, aby byla zajisténa
bezpecnost téchto zafazenych subjektil.

D. Regitelské centrum a Zadavatel
berou na védomi, 7e ReSitelské centrum bude
zodpovédné za veskery piimy kontakt se
subjekty ucastnicimi se Klinického hodnoceni a
ze Zadavatel nebude mit zadné prostredky, jak
subjekty kontaktovat. Proto bude na zadost
Zadavatele Regitelské centrum po schvéleni
Hodnoceného piipravku pfislusnym regulacnim
ufadem k prodeji spolupracovat se Zadavatelem,
aby byly do Klinického hodnoceni zafazeny
vSechny subjekty, které jsou vhodnymi kandidaty
pro pokrac¢ovani 1é¢by Hodnocenym piipravkem,
jak stanovi ZkouSejici podle svého lékaiského
posouzeni, pfevedeny z Protokolu na komeréni
pripravek, aby bylo zaruceno, ze 1éCba subjektil
v Klinickém  hodnoceni nebude zbytecné
preruSena, a bude pomahat pii zajisténi
proplaceni komeréniho pfipravku pro kazdy
subjekt v Regitelském centru tak rychle, jak to
bude proveditelné.

E. Neprodlen¢ po Dokonceni nebo
ukonceni této Smlouvy z jakéhokoli divodu
dod4 Resitelské centrum Zadavateli nebo jeho
zastupci vSechny zaznamy CRF, kompletni i
nekompletni, az do data Gcinnosti ukonceni, a
také vSechny pomicky, vybaveni a materidly
Zadavatele, které byly dodany Resitelskému
centru v souvislosti s provadénim Klinického
hodnoceni, bez ohledu na to, zda jsou ve
skuteéném  drzeni nebo pod  kontrolou
Regitelského centra. Duvérné informace a
materidly budou vraceny podle pokynu
Zadavatele Zadavateli s vyjimkou kopii zdznama
nebo vzorkd, které musi Resitelské centrum ze
zakona uchovavat, véetné zdznamu o: (i) piijeti
dodavek Hodnoceného ptipravku; (ii) vydavani
Hodnoceného piipravku, vcetné dat, mnozstvi a
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comply with  post-termination  procedures
included in the Protocol, if any, and (ii) unless
otherwise directed by Sponsor, cease enrolling
subjects into the Study and cease the Study-
related treatment of subjects already enrolled in
the Study, except if the safety of such enrolled
subjects could be compromised.
Notwithstanding the foregoing, the Site shall
continue to provide follow-up care to subjects as
long as necessary to ensure the safety of such
enrolled subjects.

D. The Site and  Sponsor
acknowledge that the Site will be responsible for
all direct contact with subjects participating in
the Study and that Sponsor will have no means to
contact such subjects.  Therefore, following
approval of the Study Medication for marketing
by the relevant regulatory authority, at the
Sponsor’s request, in order to ensure that the
treatment of the subjects in the Study is not
unnecessarily disrupted, the Site shall work with
the Sponsor to transition all subjects enrolled in
the Study, who are appropriate candidates to
remain on the Study Medication as determined
by the Investigator in his or her medical
judgment, from the Protocol to commercial
product and to assist in securing reimbursement
of commercial product for each subject at the
Site as promptly as practicable.

E. Promptly upon Completion or
termination of this Agreement for any reason, the
Site will furnish to Sponsor or its designee all
CRFs, whether complete or incomplete, up to the
effective date of termination, as well as all
devices, equipment, and Sponsor materials that
were furnished to the Site in connection with the
performance of the Study, whether the same are
in the Site’s actual possession or under its
control. Confidential Information and materials
will be returned, at Sponsor’s instruction, to
Sponsor, except for record copies or samples
which the Site is required by law to retain,
including records of: (i) the receipt of shipments
of Study Medication; (ii) the disposition of Study
Medication, including dates, quantity, and use by
subject; and (iii) returns of Study Medication.
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uziti subjektem; a (iii) vraceni Hodnoceného
pfipravku. V priubéhu tficeti (30) dni po
ukonceni této Smlouvy nebo dokonceni
Klinického hodnoceni (podle toho, co nastane

diiv) musi ZkouSejici predlozit Zadavateli
kone¢nou pisemnou zpravu o Klinickém
hodnoceni.
14. Patentova prava a Vynalezy.

A. Uznava se a ma se za to, ze
urcita stavajici duSevni vlastnictvi, vynalezy a
technologie = Zadavatele a  Zdravotnického

zafizeni jsou samostatnym vlastnictvim kazdé
Smluvni strany a nejsou dotéeny touto
Smlouvou, a ani jedna z nich nebude vznaset
zadné naroky nebo prdva na tato samostatna
stavajici  duSevni  vlastnictvi, vyndlezy a
technologie druhé Smluvni strany.

B. Vsechny nové vyndlezy, vyvoj,
zlepseni nebo objevy vytvorené nebo vymyslené
Resitelskym centrem, at’ jiz patentovatelné nebo
ne, vyplyvajici  zKlinického  hodnoceni,
Hodnoceného  ptipravku nebo Duvémych
informaci  (,,Vynalezy*) budou neprodlené¢
pisemné  pfedany  Resitelskym  centrem
Zadavateli. Neni-li vyslovné uvedeno v této
Smlouvé jinak nebo neni-li to zak4dzano platnymi
pravnimi pifedpisy budou veSkeré Vyndlezy
jedinym a vyluénym vlastnictvim Zadavatele bez
ohleduu na vyndlezce nebo objevitele.
Resitelské centrum bude na naklady Zadavatele
spolupracovat se Zadavatelem pii zhotovovani
veskerych zadosti, postoupeni nebo jinych
nastrojil a podavani svédectvi, ktera bude
Zadavatel povazovat za potiebna pfi zadosti o
patentové listiny a jejich ziskani ve Spojenych
statech nebo jakékoli zahrani¢ni zemi nebo jinak
za ucelem ochrany zajml Zadavatele v téchto
zemich. Regitelské centrum neuéini nic, co by
nebylo v souladu s vlastnictvim téchto Vynalezi
Zadavatele.

C. Nérok na jakékoli Vynilezy
vzniklé  zvlastntho  provadéni  Klinického
hodnoceni Regitelskym centrem a vymyslené a
uvedené do praxe pouze Resitelskym centrem,
které nemaji ptivod v zadné Duvérné informaci
nebo Hodnoceném piipravku, bude mit pouze a
vyluéné Regitelské centrum. Zdravotnické
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Within thirty (30) days of termination of this
Agreement or completion of the Study
(whichever comes first), Investigator will submit
a final written report of the Study to Sponsor.

14. Patent Rights and Inventions.
A. It is recognized and understood
that certain existing intellectual property,
inventions, and technologies of Sponsor and the

Institution are the separate property of each Party
and are not affected by this Agreement, and
neither shall have any claims to or rights in such
separate  existing intellectual property,
inventions, and technologies of the other Party.

B. Any new invention,
development, improvement, or discovery made
or conceived by the Site, whether or not
patentable, resulting from the Study, Study
Medication, or Confidential  Information
(“Invention”) shall be promptly disclosed by the
Site, in writing, to Sponsor. Except as otherwise
expressly stated herein, and except as prohibited
by applicable law, any and all Inventions are the
sole and exclusive property of Sponsor
regardless of the inventor or discoverer. The Site
shall, at Sponsor’s expense, cooperate with
Sponsor regarding any and all applications,
assignments, or other instruments and give
testimony which Sponsor shall deem necessary to
apply for and obtain letters of patent of the
United States or of any foreign country or
otherwise to protect Sponsor’s interest therein.
The Site shall not take any action that is
inconsistent with Sponsor’s ownership of such
Inventions.

C. Title to any Inventions arising
from the Site’s proper conduct of the Study and
conceived and reduced to practice solely by the
Site and not arising from any Confidential
Information or the Study Medication shall be
owned solely and exclusively by the Site. The
Institution will offer Sponsor a first right of
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zafizeni poskytne Zadavateli pravo prvniho
odmitnuti uzaviit vyluénou licenci na prava
Zdravotnického zatizeni k jakémukoli takovému
Vynalezu. Tato licence bude trvald, vylu¢na a
celosvétova v maximalni mife povolené zakony,
bude poskytnuta za komeréné piiméfenych
podminek a poskytne Zadavateli vylucné pravo
vytvofit, nechat vytvofit, pouzit, prodat, nechat
prodat a nabizet k prodeji takovy Vynalez.
Pokud Zadavatel odmitne uzavfit tuto licenci a
Zdravotnické zafizeni pak tuto licenci nabidne
tieti stran¢ za vyhodnéjSich podminek, nez byly
nabidnuty Zadavateli, bude mit Zadavatel pravo
vstoupit do jednani o dané licenci za podminek
pfinegjmens$im stejné vyhodnych, jaké byly
nabidnuty této tfeti strané.

D. Resitelské centrum prohlasuje,
ze nema zadné soucasné zavazky postoupit nebo
vyluéné nabizet licenci z4dné osobé ani
pravnické osobé jiné nez Zdravotnickému
zafizeni nebo Zadavateli k zddnym Vynalezim
ani dusevnimu vlastnictvi krytému timto
Clankem 14. Regitelské centrum prohlaguje a
zaruCuje, ze cely Tym klinického hodnoceni,
konzultanti nebo jiné strany najaté Resitelskym
centrem na provadéni prace podle této Smlouvy
budou piedtim, nez provedou tuto praci, a po
celé trvani této prace smluvné vazani postoupit
sva prava na jakékoli Vynalezy Zdravotnickému
zafizeni.

E. Povinnosti stanovené v tomto
Clanku 14 budou pretrvavat i po Dokoné&eni nebo
jakémkoli ukonéeni této Smlouvy a budou
zdvazné pro Resitelské centrum a  jeho
zamgéstnance nebo jednatele.

15. Odskodnéni; Pojisténi.

A. Odskodnéni Zadavatelem.  Zadavatel
souhlasi, Ze odSkodni, bude h4jit a nebude Cinit
zodpovédnym Zdravotnické zafizeni, jeho
spravce, Uuredniky, zaméstnance, personal,
subdodavatele a zastupce (,,Odskodnéné osoby
zdravotnického zafizeni*) za jakékoli naroky
vznesené nezavislou tfeti stranou (jednotlive
»Naroky*), které vzniknou z (i) jakékoli teorie o
odpovédnosti za Hodnoceny piipravek nebo (ii) z
jakéhokoli vedlejsiho ucinku nebo nezadouci
reakce, onemocnéni nebo Gjmy piimo vyplyvajici
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refusal to enter into an exclusive license for the
Institution’s rights in any such Invention. Such
license shall be perpetual, exclusive, and
worldwide to the maximum extent permitted by
law, shall be on commercially reasonable terms,
and shall provide Sponsor with an exclusive right
to make, have made, use, sell, have sold, and
offer to sell such Invention. If Sponsor declines
to enter into such a license, and Institution then
offers such license to a third party on terms more
favorable than those offered to Sponsor, Sponsor
shall have the right to enter into negotiations for
said license on terms at least as favorable as
those offered to such third party.

D. The Site represents that it has
no present obligations to assign or exclusively
license to any person or entity other than
Institution or Sponsor any Inventions or other
intellectual property covered by this Article 14.
The Site represents and warrants that all Study
Personnel, consultants, or other parties engaged
by the Site to conduct work under this
Agreement shall be, prior to undertaking such
work and for the entire duration of such work,
contractually obligated to assign their rights in
any Inventions to the Institution.

E. The obligations set forth in this
Avrticle 14 shall continue beyond Completion or
any termination of this Agreement and shall be
binding upon the Site and the Site’s employees
and agents.

15. Indemnification; Insurance.

A Sponsor  Indemnification. Sponsor
agrees to indemnify, defend and hold harmless
Institution, its trustees, officers, employees, staff,
subcontractors, and  agents  (“Institution
Indemnitees”) against any independent third
party claim (each, a “Claim”) arising out of (i)
any theory of product liability concerning the
Study Medication or (ii) any side-effect or
adverse reaction, illness, or injury directly
resulting from use of the Study Medication in the
Study. The foregoing indemnity will not apply to
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zuziti Hodnoceného pfipravku v Klinickém
hodnoceni. Vyse uvedené odSkodnéni nebude
platit, pokud Narok vznikne z (1) nedbalosti,
opomenuti nebo umyslného protipravniho
jednani  kterékoli  z Odskodnénych  osob
Zdravotnického zafizeni nebo (2) nedodrzeni
ustanoveni této Smlouvy, Protokolu nebo
jakéhokoli jiného pisemného pokynu Zadavatele
nebo jeho zastupce nebo nedodrzeni Platnych
pravnich ptedpisti nebo nafizeni statnich organi
kteroukoli z Odskodnénych osob Zdravotnického
zafizeni.

B. Odskodnéni Zdravotnickym
zafizenim. Zdravotnické zafizeni souhlasi, ze
odSkodni, bude hajit a nebude Cinit
zodpovédnym  Zadavatele, jeho  feditele,
ufedniky, zaméstnance, personal a zastupce
(,,Odskodnéné osoby Zadavatele®) za jakykoli
Narok, ktery vznikne z (i) nedbalosti, opomenuti
nebo umyslného protipravniho jednani kterékoli
z Odskodnénych osob Zdravotnického zatizeni
nebo (ii) nedodrZeni ustanoveni této Smlouvy,
Protokolu nebo jakéhokoli jiného pisemného
pokynu Zadavatele nebo jeho zastupce nebo
nedodrzeni Platnych pravnich pfedpisi nebo
nafizeni statnich organt kteroukoli
z Odskodnénych osob Zdravotnického zatizeni.

C. Postup odskodnéni.  Smluvni
strana nebo Smluvni strany Zzadajici o
odskodnéni podle tohoto Clanku 15 (i) podaji
pisemné oznameni odSkodnujici Smluvni strané
v pribéhu sedmi (7) dnd poté, co (1) obdrzi
jakykoli Narok nebo (2) se dozvédi o jakémkoli
potencialnim Naroku; (ii)) umozni odskodnujici
Smluvni stran¢, aby pifevzala obhajobu a/nebo
vyfizeni jakéhokoli takového Naroku nebo
souvisejiciho sporu za piedpokladu, Ze pravni
zastupce zvoleny takovou odskodnujici Smluvni
stranou bude rozumné pfijatelny pro Smluvni
stranu nebo pro strany zadajici odskodnéni; a (iii)
budou piiméfené spolupracovat s odSkodnujici
Smluvni stranou pii obran¢ takového Naroku,
pfiCemz piiméfené vlastni naklady Smluvni
strany nebo stran Zadajicich odskodnéni budou

proplaceny  odskodiujici  Smluvni  stranou.
Odskodiujici Smluvni strana podle tohoto
Clanku 15 neuzavie zadnou dohodu o

vyporadani se stranou uplatiiujici narok bez
predchoziho pisemného souhlasu Smluvni strany
nebo stran zadajicich odskodnéni, kteryzto
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the extent a Claim arises out of (1) the
negligence, omission, or willful misconduct of
any Institution Indemnitee or (2) the failure of
any Institution Indemnitee to adhere to the terms
of this Agreement, the Protocol, or any written
instructions from Sponsor or its designee, or to
comply with any Applicable Law or
governmental requirements.

B. Institution Indemnification.
Institution agrees to indemnify, defend, and hold
harmless the Sponsor, its directors, officers,
employees, staff, and agents (the “Sponsor
Indemnitees”) against any Claim arising out of (i)
the negligence, omission, or willful misconduct
of any Institution Indemnitee or (ii) the failure of
any Institution Indemnitee to adhere to the terms
of this Agreement, the Protocol, or any written
instructions from the Sponsor or its designee, or
to comply with any Applicable Law or
governmental requirements.

C. Indemnification Procedure. The
Party or Parties seeking indemnification under
this Article 15 shall (i) give written notice to the
indemnifying Party within seven (7) days after
(1) receiving any Claim or (2) learning of any
potential Claim; (ii) permit the indemnifying
Party to assume the defense and/or disposition of
any such Claim or related litigation, provided
that counsel selected by such indemnifying Party
is reasonably acceptable to the Party or Parties
seeking indemnification; and (iii) cooperate with
the indemnifying Party in all reasonable respects
with regard to the defense of such Claim, with
reasonable out-of-pocket costs of the Party or
Parties seeking indemnification to be reimbursed
by the indemnifying Party. The indemnifying
Party under this Article 15 shall not enter into
any settlement agreement with a claimant
without the prior written permission of the Party
or Parties seeking indemnification, which
permission shall not be unreasonably withheld.
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souhlas nebude bezdlivodné odepiran.

D. Pojisténi Zadavatele. Zadavatel
Souhlasi, Ze bude uchovavat v platnosti
dostatecné vysoké smluvni pojisténi nebo vlastni
pojisténi pro dostate¢né zajisténi svych zavazki
uvedenych v této Smlouvé. Na zakladé pisemné
zadosti  Zdravotnického zafizeni poskytne
Zadavatel certifikat o pojisténi dokladajici toto

kryti.

E. Pojisténi Zdravotnického
zafizeni. . Zdravotnické zatizeni prohlasuje, ze
ma dle § 45 odst. 2 pism. n) zakona ¢. 372/2011
Sb., o zdravotnich sluzbach, v platném znéni,
uzavienou pojistnou smlouvu na pojisténi
odpovédnosti za Skodu zplsobenou pfi
poskytovani zdravotni péce. Tato pojistnd
smlouva je uzaviena v zdkonem pozadovaném
rozsahu a neobsahuje pojisténi odpovédnosti za
Skodu zplsobenou pii provadéni klinického
hodnoceni. Dle § 45 odst. 2 pism. n) zakona ¢.
372/2011 Sb., vplatném znéni, musi byt
pojisténi uzavieno po celou dobu, po kterou
Zdravotnické zafizeni poskytuje zdravotni péci.

16. Ujma subjektu.

A V piipadé, Ze subjektu nastane
ujma primym nasledkem jeho casti v Klinickém
hodnoceni, jak bude spole¢né¢ stanoveno

ZkouSejicim a Zadavatelem, bude Zdravotnické
zafizeni zadat o odpovidajici uhradu vSech
souvisejicich nakladii zdravotni péce pojistovnu
subjektu, plan fizené péce nebo jiny program
vyhod. Pokud budou néklady souvisejici
stakovou ujmou pievySovat ramec vydaji
hrazenych pojistovnou subjektu, planem fizené
péce nebo jinym programem vyhod, jak ovéii
Zdravotnické zafizeni ptedtim, nez bude
predlozen ucet jakémukoli takovému platci tieti
strany, bude Zdravotnické zafizeni zadat
uhrazeni téchto nadkladi Zadavatele, Zadavatel
vsak neposkytne zadné platby za naklady, které
1ze pfisoudit:

i. nedodrzeni podminek
Protokolu nebo jakychkoli pisemnych
pokynti Zadavatele souvisejicich
suzivanim  Hodnoceného  piipravku
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D. Sponsor Insurance.  Sponsor
agrees to maintain a policy or program of
insurance or self-insurance at levels sufficient to
support its obligations assumed herein. Sponsor
shall provide a certificate of insurance
evidencing such coverage upon written request
by the Institution.

E. Institution  Insurance. The
Institution declares that it has insurance coverage
in accordance with § 45 par. 2 Itr. n) of Act no.
372/2011 Coll.,, on Medical Services, with
respect to liability it may have while providing
medical care. This insurance coverage is in
correlation with the applicable laws and does not
include liability insurance with respect to
conducting a Study. According to § 45 par. 2 Itr.
n) of Act no. 372/2011 Coll., this insurance
coverage must be valid for the entire length of
the Institution’s provision of medical care.

16. Subject Injury.

A. In the event that a subject is
injured as a direct result of his or her
participation in the Study, as determined jointly
by Investigator and Sponsor, then Institution
shall seek appropriate reimbursement for all
related costs of care from the subject’s insurer,
managed care plan, or other benefits program. If
costs related to such an injury are outside the
scope of covered benefits for a subject’s insurer,
managed care plan, or other benefit program, as
determined by Institution prior to a bill being
submitted to any such third party payor, then
Institution shall seek reimbursement from
Sponsor for such costs; provided, however, that
Sponsor shall not provide any payment for costs
that are attributable to:

i. the failure of the Site,
or any Site personnel involved in the
performance of the Study, to adhere to
the terms of the Protocol or any of
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nebo nesplnéni prislusnych pozadavku
FDA nebo jinych statnich urada
Resitelskym centrem nebo kymkoli ze
zaméstnancl Regitelského centra
podilejiciho se na provadéni Klinického
hodnoceni, s vyjimkou toho, kdy je
takové pochybeni v souladu s vSeobecné
pfijimanymi  standardy  klinického
vyzkumu a lékaiské praxe ve vztahu k
pfinostim, bezpec¢nosti a blahu Subjektl
klinického hodnoceni nebo jak bude
jinak divodné potiebné pro bezpecnost
takového subjektu, vzdy na zakladé
rozhodnuti ~ ZkousSejiciho  uc¢inéného
v dobré vife;

ii. jakékoli nedbalosti
nebo protipravnimu  jednani nebo
opomenuti nebo umyslnému trestnému
¢Ginu  Regsitelského  centra  nebo
jakéhokoli jiného zamestnance
Resitelského centra poskytujiciho sluzby
jménem Regitelského centra podle této

Smiouvy;

iii. primarnimu
onemocnéni subjektu nebo jakémukoli
jinému soub&znému onemocnéni

nezpusobenému podanim Hodnoceného
piipravku v souladu s Protokolem; nebo

iv. nedodrzeni pokynti
obsazenych v informovaném souhlasu
podepsaném timto subjektem nebo
pokyni sdélenych subjektu v pritbéhu
Klinického hodnoceni.

B. Smluvni strany  vyslovné
souhlasi, ze subjekty nebudou zadany o thradu
zadnych nakladt souvisejicich s ujmou, ktera
pfimo vyplyva zucasti subjektu v Klinickém
hodnoceni, s vyjimkou spolutcasti a
odecitatelnych polozek, za néz subjekt musi
zaplatit.

17. Uplna smlouva; Dodatky; Poznamky.
Tato Smlouva spole¢né se vSemi jejimi dodatky
tvoii uplnou smlouvu mezi Smluvnimi stranami
tykajici se pfedmétu v ni uvedenému a vSechna
predchozi jednani, ujisténi, dohody a ujednani
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Sponsor’s written instructions relative to
the use of the Study Medication, or to
comply with applicable FDA or other
governmental requirements, unless such
failure is consistent with generally
accepted standards of clinical research
and medical practice relating to the
benefit, safety, and well-being of the
Study subjects or is otherwise
reasonably necessary for the safety of
such a subject, all as determined in good
faith by the Investigator;

ii. any negligence or
wrongful act or omission, or willful
malfeasance, of the Site or any other Site
personnel providing services on behalf
of the Site hereunder;

iii. the subject’s primary
disease or any concurrent disease not
caused by the administration of the
Study Medication in accordance with the
Protocol; or

iv. the subject’s failure to
comply with instructions contained in
the informed consent executed by such
subject or communicated to the subject
during the Study.

B. The Parties expressly agree that
subjects shall not be asked to pay any costs
relating to injuries that directly result from a
subject’s participation in the Study, with the
exception of co-payments and deductibles for
which a subject must provide payment.

17. Complete Agreement; Amendment;
Notice.  This Agreement together with all
attachments  hereto constitutes the entire
agreement among the Parties with respect to the
subject matter hereof and all prior negotiations,
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tykajici se predmétu smlouvy v ni uvedeném jsou
ji nahrazeny. Zadavatel se zavazuje, ze neuzavie
se zkouSejicim ani jinym ¢lenem tymu klinického
hodnoceni zadnou samostatnou smlouvu. Nelze
provadét zadna ujednani upravujici, meénici nebo
doplitujici podminky této Smlouvy s vyjimkou
pisemného dokumentu podepsaného fadné
poveéfenymi zastupci obou Smluvnich stran.
Vsechna oznameni, kterd maji byt podana podle
této  Smlouvy, budou podédna  osobnim
doru¢enim, uznavanou expresni kuryrni sluzbou
nebo  doporucenou  poStou s dorucenkou.
Takové ozndmeni bude adresovdno Smluvni
strané na nize uvedenou adresu s vyjimkou
uvedenou v  Dodatku A. Kterdkoli Smluvni
strana muze svoji adresu pro oznameni zmenit
tim, Ze predd pisemné oznameni o této zméné
ostatnim Smluvnim straném.

representations, agreements, and understandings
with respect to the subject matter hereof are
superseded hereby. Sponsor declares that no
separate agreement shall be executed with
Investigator or other Study Team Member. No
agreements amending, altering, or supplementing
the terms hereof may be made except by means
of a written document signed by the duly
authorized representatives of each of the Parties.
Any notice to be given hereunder shall be given
by personal delivery, by recognized express
courier, or by registered or certified mail, return
receipt requested. Such notice shall be addressed
to a Party at the address set forth below, except
as set forth in Exhibit A. Any Party may change
its address for notice by giving written notice of
such change to the other Parties.

Zadavateli: Shire Human Genetic Therapies, Inc.
300 Shire Way, Lexington, MA 02421 USA
K rukam: xxxxxxxxxx

To Sponsor: Shire Human Genetic Therapies, Inc.
300 Shire Way, Lexington, MA 02421 USA
Altn; XXXXXXXXXX

S kopii: XXXXXXXXXX /

With a copy to: XXXXXXXXXX

Zdravotnickému zafizeni / To Institution:

Nemocnice Pardubického kraje, a.s.

Kyjevska 44,
532 03 Pardubice
XXXXXXXXXX
XXXXXXXXXX
XXXXXXXXXX

Zkousejicimu / To Investigator:
XXXXXXXXXX

Nemocnice Pardubického kraje, a.s.
Orlickoustecka nemocnice Interni oddéleni

Cs. armady 1076

562 18 Usti nad Orlici
XXXXXXXXXX
XXXXXXXXXX

18. Zavaznost; Pretrvavani ustanoveni
smlouvy. Tato Smlouva bude zidvazna a nabyva
platnosti ku prospéchu Smluvnich stran a jejich
pfipadnych pravnich nastupci a povolenych
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18. Binding Effect; Survival of Terms.
This Agreement shall be binding upon and inure
to the benefit of the Parties and their respective
successors and permitted assigns. The rights and
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postupnikd. Prava a povinnosti Smluvnich
stran, ktera at’ jiz imyslem nebo vyznamem maji
platnost po skonceni této Smlouvy (zejména
prava tykajici se vlastnictvi, patentti, davérnosti a
odskodnéni), budou pretrvavat po Dokonceni
nebo jakémkoli ukonceni této Smlouvy.

19. Rozhodné pravo. Tato Smlouva a
vSechny zalezitosti vyplyvajici ztéto Smlouvy
nebo s ni souvisejici, budou fizeny, vykladany a
vymahany vsouladu splatnymi  pravnimi
predpisy Ceské republiky bez ohledu na stiet
jejich  zakonnych ustanoveni. Kazdy spor
vyplyvajici z této Smlouvy bude feSen vylucné
véené a  mistné  pislusnymi  soudy
zdravotnického zatizeni a Smluvni strany timto
souhlasi s pravomoci takovych soudil a vzdavaji
se viici tomu jakychkoli namitek.

20. Zieknuti se prav. Pokud néktera ze
Smluvnich stran nebude trvat na dodrzovani
jakychkoli ustanoveni této Smlouvy, nebude to
predstavovat obecné zieknuti se nebo vzdani se
zadného z téchto ustanoveni a tato zlistanou po
celou dobu vplné platnosti a Géinnosti.
Vsechna zieknuti se museji byt vyhotovena
pisemné a podepsana rfadné poverenymi zastupci
Smluvnich stran.

21. Oddélitelnost.  Pokud bude soudem
urceno, ze kterékoli z ustanoveni obsazené v této
Smlouvé predstavuje neodivodnéné omezeni
kterékoli Smluvni strany nebo je jinak
nevymahatelné, bude toto ustanoveni prohlaseno
za neucinné ¢i neplatné pouze v té mite, v jaké
takovy soudni rozhodnuti shleddvd toto
ustanoveni neodivodnéné nebo jinak
nevymahatelné, a zbytek této Smlouvy zlstane v
plné platnosti a ucinnosti.

22. Postoupeni; Subdodavky. Tato
Smlouva nesmi byt Zdravotnickym zafizenim ani
Zkousejicim  postoupena bez ptredchoziho
pisemného souhlasu Zadavatele a kazdy pokus o
postoupeni  Zdravotnickym  zafizenim nebo
Zkousejicim, ktery nebude v souladu
S pfedchozim ustanovenim, nebude platny a
ucinny. Zadavatel miize tuto Smlouvu postoupit
celou bez souhlasu Zdravotnického zatizeni nebo
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obligations of the Parties which by intent or
meaning have validity beyond termination of this
Agreement (including, but not limited to, rights
with ~ respect to  ownership,  patents,
confidentiality, and indemnification) shall
survive Completion or any termination of this
Agreement.

19. Governing Law. This Agreement and
all matters arising out of or relating to this
Agreement shall be governed by, and construed
and enforced in accordance with, the laws of the
Czech Republic without regard to the conflicts of
law provisions thereof. Any dispute arising
hereunder shall be tried exclusively by the
competent court applicable to the Institution and
each Party hereby consents to the jurisdiction of
such courts and waives any objections thereto.

20. Waiver. Failure to insist upon
compliance with any of the terms and conditions
of this Agreement shall not constitute a general
waiver or relinquishment of any such terms or
conditions, and the same shall remain at all times
in full force and effect. All waivers must be set
forth in writing and executed by duly authorized
representatives of the Parties.

21. Severability. If a judicial determination
is made that any of the provisions contained in
this Agreement constitute an unreasonable
restriction against any Party or are otherwise
unenforceable, such provision or provisions shall
be rendered void or invalid only to the extent that
such judicial determination finds such provision
or provisions to be unreasonable or otherwise
unenforceable, and the remainder of this
Agreement shall remain operative and in full
force and effect.

22. Assignment; Subcontracting.  This
Agreement may not be assigned by Institution or
Investigator without the prior written consent of
Sponsor, and any attempted assignment by
Institution or Investigator not in compliance with
the foregoing will be of no force or effect.
Sponsor may assign this Agreement in whole
without consent of Institution or Investigator. No
assignment  will relieve a Party of the
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Zkousejiciho. Zadné postoupeni nezprosti
Smluvni stranu provedeni vSech jiz nabytych
povinnosti, které tato Smluvni strana miize mit
podle této Smlouvy. S predchozim pisemnym
souhlasem Zadavatele mize Zdravotnické
zafizeni provadéni nékterych svych cinnosti
podle této Smlouvy pfevést na subdodavatele
kvalifikované tieti strany za predpokladu, ze (i)
takové treti strany budou tyto ¢innosti provadét v
souladu s podminkami této Smlouvy a dodrzovat
vSechny platné zavazky této Smlouvy, zejména
divérnost a zavazky pii postoupeni stanovené
touto Smlouvou, (ii) Zdravotnické zafizeni
zustane zodpovédné za Cinnost téchto tretich
stran, a (iii) Zkousejici ani zadny dalsi zkousejici
nemaji Zadné piimé nebo nepiimé finanéni zajmy
v takovychto tfetich stranach.

23. Ukinnost po uzavieni. Tato Smlouva
nebude povazovéna za piijatou, schvalenou nebo
jinak Uc¢innou, dokud nebude niZe podepsana
vSemi piisluSnymi Smluvnimi stranami. Kazda
ze Smluvnich stran timto prohlaSuje a zarucuje,
7e osoba, kterd se niZe podepisuje jménem této
Smluvni strany, je oprdvnéna uzavirat tuto
Smlouvu a ze tato Smlouva neporusuje Zzadnou
stavajici dohodu nebo povinnost takové Smluvni
strany. Regitelské centrum dale bere na védomi
a souhlasi, Ze Pfijemce (uréeny ve Dodatku A) je
nélezitym pfijemcem pro ucely této Smlouvy.

24, Stejnopisy. Tato Smlouva muze byt
vyhotovena v jednom nebo vice stejnopisech,
z nichz kazdy je povazovan za original a vSechny
spole¢né budou tvofit jeden a tentyZz dokument.
Doruceni vyhotovenych stejnopisit podpisové
strany této Smlouvy faxem, elektronickou postou
v souboru formatu PDF nebo jakymikoli jinymi
elektronickymi prostfedky uréenymi k zachovani
pivodniho grafického a obrazového vzhledu
dokumentu bude stejné ucinné jako doruceni
ruéné vyhotovenych stejnopist této Smlouvy.

25. Nadpisy. Tato Smlouva obsahuje
nadpisy pouze pro snadné&j$i orientaci a nadpisy
nepiedstavuji ani netvoii soucast této Smlouvy a
nemély by byt pouzivany pii vykladu této
Smiouvy.

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
Approved for signature on (23Apr18)

performance of any accrued obligation that such
Party may then have under this Agreement. With
Sponsor’s prior written consent, Institution may
subcontract the performance of certain of its
activities under this Agreement to qualified third
parties, provided that (i) such third parties
perform such activities in a manner consistent
with the terms and conditions in this Agreement,
and comply with all applicable obligations of this
Agreement, including but not limited to, the
confidentiality and assignment obligations set
forth in this Agreement, (ii) Institution remains
liable for such third parties’ performance, and
(iii) neither Investigator nor any sub-investigator
has any direct or indirect financial interest in any
such third parties.

23. Effective Upon Execution. This
Agreement shall not be considered accepted,
approved, or otherwise effective until executed
below by all appropriate Parties. Each of the
Parties hereto represents and warrants that the
person signing below on such Party’s behalf has
the authority to enter into this Agreement, and
that this Agreement does not violate any existing
agreement or obligation of such Party. The Site
further acknowledges and agrees that the Payee
(designated in Exhibit A) is the proper payee for
this Agreement.

24. Counterparts. This Agreement may be
executed in one or more counterparts, each of
which shall be deemed an original, and all of
which, when taken together, will constitute one
and the same instrument. Delivery of an
executed counterpart of a signature page of this
Agreement by facsimile transmission, by
electronic mail in “portable document format”
(“.pdf” format), or by any other electronic means
intended to preserve the original graphic and
pictorial appearance of a document, or by a
combination of such means, shall be as effective
as delivery of a manually executed counterpart of
this Agreement.

25. Headings. This Agreement contains
headings only for convenience and the headings
do not constitute or form a part of this
Agreement, and should not be used in the
construction of this Agreement.
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26. Vys§i  moc. Pokud bude
Zdravotnickému  zafizeni nebo Zadavateli
zabranéno, omezeno, znemoznéno nebo pokud
bude zdrzovan od plnéni této Smlouvy (bud’
uplné nebo castecné) z divodu jakékoli piiciny,
ktera je mimo ramec pifiméfené kontroly
Smluvnich stran (naptiklad Zzivelni pohromy,
vybuch, nemoc, pocasi, valka, terorismus,
povstani, stavka, nepokoje nebo vypadek
elektfiny), takto postizena Smluvni strana bude
po pisemném oznameni druhé Smluvni strané
osvobozena od plnéni vrozsahu takového
zabranéni, omezeni, znemoznéni nebo zdrzeni za
predpokladu, Ze postizend Smluvni strana
vynalozi veskeré své usili, aby zabranila témto
pfi€indm neplnéni nebo je odstranila a aby
pokracovala v pInéni s maximalni rychlosti,
jakmile budou tyto pfi¢iny odstranény.  Pro
Gcely tohoto Clanku nebude nedostatek
finan¢nich  zdroji povaZovan za piicinu
presahujici pfiméfenou kontrolu Smluvnich
stran.

Zadavatel bere na védomi, ze Zdravotnické
zafizeni se zavazuje zvefejnit smlouvu v registru
smluv v souladu se zakonem ¢&. 340/2015 Sh., o
registru smluv, Vv platném znéni, Vv rozsahu
pozadovaném timto zdkonem a odsouhlaseném
CRO/Zadavatelem do péti (5) pracovnich dni ode
dne posledniho podpisu této smlouvy a informuje
o jejim zvetejnéni CRO prostrednictvim datové
schranky fgsuar6. V piipadé, ze CRO neobdrzi
potvrzeni o zvefejnéni smlouvy do péti (5)
pracovnich dni ode dne posledniho podpisu, je
opravnéna podniknout piislusné kroky k jejimu
zvefejnéni.

NA SVEDECTVi CEHOZ Smluvni strany
uzaviraji tuto  Smlouvu svymi nalezité
zplnomocnénymi zastupci.

26. Force Majeure. If the performance of
this Agreement by Institution or Sponsor is
prevented, restricted, interfered with, or delayed
(either totally or in part) by reason of any cause
beyond the reasonable control of the Parties
(such as acts of God, explosion, disease, weather,
war, terrorism, insurrection, civil strike, riots, or
power failure), the Party so affected shall, upon
giving written notice to the other Party, be
excused from such performance to the extent of
such prevention, restriction, interference, or
delay, provided that the affected Party shall use
its reasonable best efforts to avoid or remove
such causes of non-performance and shall
continue performance with the utmost dispatch
whenever such causes are removed.  For
purposes of this Article, a lack of funds shall not
be considered a cause beyond the reasonable
control of the Parties.

The Sponsor acknowledges that the Institution
agrees to release the Agreement to the Contract
Registry in accordance with Act 340/2015 Coll.
On Contract Registry to the extent required
according to this law within five (5) business
days from the date of the last signature hereto
and will inform CRO about such release via data
box no. fgsuar6. In case CRO does not receive
confirmation about such release of the
Agreement within five (5) business days from the
date of the last signature hereto, CRO shall be
entitled to make necessary steps to post the
Agreement.

IN WITNESS WHEREOF, the Parties have
caused this Agreement to be executed by their
duly authorized representatives.

NEMOCNICE PARDUBICKEHO KRAJE, A.S.

Podepsano kym / By:

(Podpis) / (Signature)

Jméno / Name:

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
Approved for signature on (23Apr18)
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Titul / Title:
Datum / Date:

Podepsano kym / By:

(Podpis) / (Signature)
Jméno / Name:
Titul / Title:
Datum / Date: 10. 5. 2018

XXXXXXXXXX

Podepséano kym / Podepsdno kym:

(Podpis) / (Signature)
Datum / Date: 14. 5. 2018

SHIRE HUMAN GENETIC THERAPIES, INC

Podepsano kym / By:

(Podpis) / (Signature)
Jméno / Name:
Titul / Title:
Datum / Date: 30.5.2018

Shire XXXXXXXXXX CZE Pl (XXXXXXXXXX)
Approved for signature on (23Apr18)
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PRILOHA A EXHIBIT A
Rozpis plateb Budget and Payment Schedule
XXXXXXXXXX XXXXXXXXXX
XXXXXXXXXX XXXXXXXXXX
XXXXXXXXXX XXXXXXXXXX
XXXXXXXXXX XXXXXXXXXX
XXXXXXXXXX XXXXXXXXXX

B. Rozpis plateb

B. Payment Schedule

Jak je blize rozepsano ve vyse uvedeném rozpisu
plateb v ¢lanku 5.A, celkova castka splatna
zadavatelem nebo v zastoupeni za zadavatele ve
prospéch fesitelského centra, bez zahrnuti
prabéznych naklada a naklada na
odmény/nahrady, ¢ini 85,009 K¢& na subjekt
hodnoceni za vSechny nav§tévy v ramci
klinického hodnoceni.

As detailed in the Budget referenced above in
Article 5.A, the total amount payable by or on
behalf of Sponsor to Site, not including pass
through and reimbursement costs, is 85,009 CZK
per Study subject for all visits of the Study.

XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX XXXXXXXXXX

XXXXXXXXXX

XXXXXXXXXX | XXXXXXXXXX

XXXXXXXXXX

XXXXXXXXXX | XXXXXXXXXX

XXXXXXXXXX

XXXXXXXXXX

XXXXXXXXXX

XXXXXXXXXX XXXXXXXXXX
XXXXXXXXXX XXXXXXXXXX
XXXXXXXXXX XXXXXXXXXX
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