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Clinical Study Agreement

IQVIA RDS Czech Republic, s.r.o., having a place of 
business at Pernerova 691/42, 186 00 Praha 8 - Karlín,
Czech Republic, Identification number: 247 68 651, Tax 
identification number: CZ247 68 651, represented by 
Ing. Eva Falbrová, Managing Director IQVIA

Alexion Pharmaceuticals, Inc., having a place of 
business at 121 Seaport Blvd, Boston, MA 02210 USA, 
Tax identification number: 85-4136092, represented by 

l 
Alexion

Czech Republic,
physician at the Department of Internal Hematology and 
Oncology, University Hospital Brno Investigator

Fakultní nemocnice Brno, having a place of business 
at Jihlavská 20, 625 00 Brno, Czech Republic, 
represented by MUDr. Ivo Rovný, MBA, Director,
Identification number: 65269705, Tax identification 
number: CZ65269705 Institution

will become effective on the date of its publication in the 
Effective Date .

Smlouva o klinické studii

Tato Smlouva o klinické studii Smlouva
mezi:

IQVIA RDS Czech Republic, s.r.o., se sídlem: 
Pernerova 691/42, 186 00 Praha 8 -

68
68 651, zastoupenou Ing. 

Evou Falbrovou, jednatelkou IQVIA

Alexion Pharmaceuticals, Inc., se sídlem: 121 

-4136092, zastoupenou 

Alexion

á republika
hematologické a onkologické kliniky Fakultní 
nemocnice Brno

Fakultní nemocnice Brno, se sídlem: Jihlavská 20, 
625 00 Brno, Czech Republic, zastoupená: MUDr. 
Ivem Rovným, MBA

Zdravotnické

v ).

Background

Alexion desires Institution and Investigator (jointly, 
Site A Phase 3, Double-

Blind, Multicenter Study to Evaluate the Efficacy and 
Safety of CAEL-101 and Plasma Cell Dyscrasia 
Treatment Versus Placebo and Plasma Cell Dyscrasia 
Treatment in Plasma Cell Dyscrasia Treatment-Naïve 
Patients with Mayo Stage IIIb AL Amyloidosis (the 
Study CAEL101-301 (as such 

Protocol
Site desires to conduct the Study.

Základní informace

provedli klinickou studii s názvem 
multicentrické klinické hodnocení fáze III posuzující 

-

s dosud 

amyloidózou stadia Mayo IIIb Studie
s CAEL101301 (v

Protokol

1.  Conduct of the Studies

1.1 Performance.  Site shall conduct the Study at 

Site shall conduct the Study in strict accordance with 
this Agreement, the Protocol, all applicable 

1.1
v

This Clinical Study Agreement (“Agreement”) between:

(ll H)

(“ ”) and

(" ") and

(H II)’

Register of Agreements (the ,, “)

" ”) to conduct the clinical study

“ ”) with protocol number
may be amended from time to time, the “ ”), and

Institution's facilities under the direction of Investigator.

nemocnice Brnol

(dale ,, “)

Karlin, Ceska
republika, ldentifikaénl cislo: 247 651, Danové
identifikaéni éislo: CZ247

(» “)8

Seaport Blvd, Boston, MA 02210, USA, Danové
identifikaénl éislo: 85

(dale ,, “) a

Cesk , lékar lnterni

(dale ,,Zkousejici“) a

, reditelem, ldentifikacni cislo:
65269705, Danove identifikacni cislo: CZ65269705
(dale ,, zafizeni“),

nabyva Ucinnosti k datu, kdy bude zverejnéna
Registru smluv (.,Datum L'|<':innosti”

Spolecnost Alexion si preje, aby Zdravotnické
zarizeni azkousejlci (souborné ,,Pracovisté“)

Dvojité zaslepene,

Ucinnost a bezpecnost pripravku CAEL 101 a lécby
plazmocelulérni dyskrazie oproti placebu a léébé
plazmocelulérni dyskrazie u pacientfi
nelécenou plazmocelularni dyskrazil s AL

(dale ,, “)
cislem protokolu platném znéni,

dale ,, “) a pracovisté si preje Studii provést.

1. Provédéni studii
Provadéni. Pracovisté provede studii

prostoréch Zdravotnického zarizenl pod vedenim
Zkousejiciho. Pracovisté bude provadét Studii
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(a) international, local, state, and federal laws, rules and 
regulations relating to the Study and privacy, and 

(b) the International Council for Harmonisation of 
Technical Requirements for Pharmaceuticals for 
Human Use (ICH) Harmonised Tripartite Guideline for 
Good Clinical Practice as amended from time to time, 
including, without limitation, the requirements of the 

FDA
or international regulatory authorities and the 
Institutional Review Board or Independent Ethics 

IRB hat is responsible for 
reviewing the Study (collectively (a) and (b), 
Applicable Law Act 

No. 378/2007 Coll., on Pharmaceuticals and on 
amendments to some Act on 
Pharmaceuticals and Decree No. 226/2008 Coll., on 
good clinical practice and detailed conditions of clinical 
trials on medicinal products, as amended, Act No. 
372/2011 Coll., on Medical Services and terms and 
conditions of performa Act on 
Medical Services ) or any subsequent amendments or 
laws substantially replacing any of the foregoing. Site 
acknowledges that IQVIA and Alexion, and their 
respective affiliates, need to adhere to the provisions of 
(i) the Foreign Corrupt Practices Act of the United States 

FCPA
Bribery Act

applicable anti-corruption legislation. Site shall comply 
with all financial disclosure obligations, including the 
disclosure and transfer (to foreign countries) of personal 
data for Study purposes, as may be required by Alexion. 
Institution may not remove or replace Investigator 

attend Alexion-provided training.

v touto Smlouvou, Protokolem, 

(a) mezinárodními, místními, státními a federálními 
zákony, pravidly a Studie 
a

klinickou praxi Mezinárodní rady pro harmonizaci 

(ICH), ve

FDA
USA nebo v

a NEK
ní Studie ((a) a

zákona 
o

Zákon o
a 226/2008 Sb., o správné klinické praxi 
a

a Zákon 
o

Alexion a

FCPA
roku 2010 

(iii) jakékoli jiné 

1.2 Drug.  Alexion shall provide Site, at no charge, 
such quantities of drug required for the Study (the 
Drug

locked, secured area at all times supervised by a 
qualified pharmacist with the same degree of care used 
for its own property, and shall, following completion or 
termination of the Study return or otherwise dispose of 

expense, in accordance with Applicable Law. Site shall 
maintain complete and accurate Drug accountability 
records and shall provide such records to Alexion upon 
request. Site shall not use or divert any Drug for any 
purpose other than conducting the Study for which the 
Drug was provided.

1.2

uchovávat v
a celou dobu pod 
dohledem kvalifikovaného lékárníka se stejným 

majetku, a po

za
souladu 

s
úplné a

na

Food and Drug Administration (“ ”), any other U.S.

Committee (in either case, “ ”) t

“ “), including and without limitation

related acts (“
II)

nce of such services (,,

of America (“ ”), (ii) the Bribery Act 2010 of the
United Kingdom (" ”), and (iii) any other

withoutA|exion’s prior written consent. Investigator shall

“ ”). Site shall safeguard and store the Drug in a

any unused Drug, at A|exion’s direction and reasonable

nemocnice Brnol

prisném souladu s
vsemi platnymi

pfedpisy tykajicimi se
ochrany osobnich udaju, a

(b) harmonizovanou tripartitni smérnici pro spravnou

technickych poiadavkfii na humanni lécivé pripravky
znénl pozdéjslch predpisu, mimo jiné

poiadavku Uradu pro kontrolu potravin a léciv (Food
and Drug Administration; ,, “), jakychkoli jinych
kontrolnich uradu v dalslch zemich

nezavisle etické komise (dale ,, “), ktera je
odpovedna za posouze (b) souhrnné
dale jako ,,Platné prévni piedpisy“), vcetné
<3. 378/2007 Sb., lecivech azménach nékterych
souvisejicich zakonu (dale ,, lééivech“),

vyhlasky <3.
bliislch podminkach klinického hodnoceni

lécivych pripravkfii, ve znéni pozdéjsich predpisfi,
zakona é. 372/2011 Sb. ozdravotnich sluibach

podmlnkach jejich poskytovani (dale ,,
zdravotnich sluibéch“), veznéni pozdéjsich

predpisfii nebo zakonfi podstatné nahrazujlcich vyse
uvedené predpisy. Pracovisté bere na védomi, 2e
spolecnosti IQVIA a jejich prislusné
pridruiené subjekty musi dodriovat ustanoveni (i)
zakona Spojenych statu americkych o zahranicnich
korupcnich praktikach (dale ,, “), (ii)
protikorupcniho zakona Velké Britanie z
(dale ,,Protikorupéni zékon“) a
platné protikorupcni pravni predpisy. Pracovisté
musi splnovat vsechny povinnosti tykajlci se
zverejnovanl financnlch informaci, véetné
zpristupnénl apredavanl (do zahranicl) osobnich
udaju pro uéely Studie, jak muie poiadovat
spolecnost Alexion. Zdravotnicke zarlzeni nesmi
odvolat nebo nahradit Zkousejiciho bez predchoziho
plsemného souhlasu spolecnosti Alexion. Zkousejici
je povinen zucastnit se skoleni poskytnutého
spolecnosti Alexion.

Lécivy' pripravek. Spolecnost Alexion
poskytne Pracovisti bezplatné takové mnoistvi
lééivého pripravku, které je poiadovano pro Studii
(dale ,,Lé<":ivy pfipravek“). Pracovisté bude Lécivy
pripravek chranit a uzamcenem

zabezpeceném prostoru po

stupném pece, jako vprlpadé jeho vlastniho
dokoncenl nebo ukonceni Studie dle

rozhodnuti spolecnosti Alexion vrati nebo
primérenou cenu jinak zlikviduje veskery

nespotrebovany Lééivy pripravek v
Platnymi pravnimi predpisy. Pracovisté bude vést

presné zaznamy oevidenci Lecivého
pripravku a vyiadani tyto zaznamy poskytne
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IQVIA expressly disclaims any liability in connection 
with the Drug, including any liability for any claim arising 
out of a condition caused by or allegedly caused by any 
Study procedures associated with such drug except to 
the extent that such liability is caused by the negligence, 
wilful misconduct or breach of this Agreement by IQVIA.

k
poskytnut.  

souvislosti s

v souvislosti se

ve Studii v souvislosti s

1.3 CRFs.  Site shall complete case report forms 
CRFs

accordance with the Protocol. If electronic CRFs are 
used, Investigator shall attest to the validity of 

signing an acknowledgement.

1.3 CRF.  Po Studii 

CRF souladu 
s

ícího na takových 

1.4 Informed Consent.  Site shall obtain written 
informed consent forms and as applicable any ancillary 

ICFs
which shall be approved by Alexion and the 
requirements of the Ethics Committee for Multicentrics 

ECMT LEC), 
EC

reviewing the Study and must authorize the use and 

health information by and to Alexion and third parties, 
including, but not limited to, Alexion-affiliated companies 
and U.S. and foreign regulatory authorities. Site shall 
ensure that such ICFs shall be in compliance with 
Applicable Law and this Agreement. Site shall obtain the 
prior written informed consent of each Study subject 
before collecting any data from such Study subject for 
the Study. Site shall require Study subjects to re-
execute ICFs when appropriate.

1.4 Informovaný souhlas

souhlasu a
ICF z

musí vyhovovat 
Etické komise pro multicentrická 

MEK a místních etických 
LEK

EK posouzení Studie, 
a

Studii 

a USA a v
souladu 

s touto Smlouvou. 

Studii 
takového 

pacienta ve
Studii v

1.5 Monitoring/Inspections.  Site shall cooperate 
and provide reasonable access, with right to copy to 
In
data with any request by a U.S. or foreign regulatory 
authorities, Alexion or IQVIA and their designees for an 
audit, monitoring, or inspection related to the Study, 
shall notify Alexion within twenty-four (24) hours of such 

1.5 Monitorování/kontroly
spolupracovat a poskytne p
s právem kopírovat k

USA 
nebo v
IQVIA a audit, 

(“ ") following visits by Study subjects in

Investigators electronic signatures on such CRFs by

authorization documents (collectively “ ”), each of

Trials (" ”) and Local Ethics Committees ("
jointly Ethics Committees (“ ”) that is responsible for

disclosure of the applicable Study subject’s protected

stitution's facilities and medical records and applicable

nemocnice Brnol

spolecnosti Alexion. Pracovisté nesmi pouiivat ani
zneuiivat Lééivy pfipravek kjinému uéelu ne2

provadéni Studie, pro kterou byl Lécivy pfipravek

Spolecnost IQVIA timto vyslovné odmita jakoukoli
odpovédnost v Lécivym pfipravkem,
napfiklad odpovédnost za pfipadné naroky vznikle

stavem, ktery byl zpusoben nebo
udajné zpusoben jakymikoli ukony provadénymi

Lééivym pflpravkem, ledaie
by takova odpovédnost vznikla vdfiisledku
nedbalosti, umyslného porusenl povinnosti nebo
poruéeni této Smlouvy na strané spoleénosti IQVIA.

Z navstévach pacientu ve
bude Pracovisté vyplnovat zaznamy subjektil
hodnoceni (Case report form, dale ,, “) v

Protokolem. Pokud jsou pouiity elektronicke
formulafe CRF, Zkousejicl potvrdi platnost
elektronickych podpisu Zkousej
formulafich CRF podepsénlm potvrzenl.

. Pracovisté se
zavazuje ziskat plsemné formulafe informovaneho

pflpadné jakékoli doplnkové autorizacni
dokumenty(souhrnné,, “), nichi kaidy musibyt
schvalen spolecnosti Alexion a
poiadavkum
klinicka hodnoceni (dale ,, “)
komisi (dale ,, “), dale spoleéné Eticka komise
(dale ,, “) odpovldajiclch za

musi schvalit pouiitl azverejnéni chranénych
zdravotnich informacl pfislusného pacienta ve
spolecnosti Alexion atfetimi stranami nebo
spolecnosti Alexion atfetim stranam, vcetné
pfidruienych subjektu spoleénosti Alexion

kontrolnlch ufadu v dalsich zemich.
Pracovisté zajisti, aby takove ICF byly v

Platnymi pravnimi pfedpisy a
Pracovisté je povinno ziskat pfedchozi pisemny
informovany souhlas kaideho pacienta ve
pfed shromaidovanlm jakychkoli udaju od

Studii pro uéely Studie. Pracovisté bude
vyiadovat, aby pacienti ve pflpadé potfeby
znovu podepsali formulafe ICF.

. Pracovisté bude
fiméfeny pfistup

prostfedkum Zdravotnického
zaflzeni alékafskym zaznamum a pfislusnym
udajfiim na zékladé Zadosti kontrolnlch ufadu v

dalsich zemich, spoleénosti Alexion nebo
jejich povéfenych zastupcu 0
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regulatory request and permit Alexion to assist Site in 
responding to any such U.S. or foreign request. To the 
extent practicable and requested by Alexion, Site shall 
permit IQVIA and Alexion to attend any such regulatory 
inspections. To the extent disclosure of Confidential 
Information will occur during any such regulatory 
inspection, Site will limit such disclosure to the extent 
required for such inspections.

monitorování nebo kontrolu související se Studií, 

hodin od
a

USA nebo v
Bude- pokud o

a
ke

na

1.6 IT Security

In the event that the conditions of operation of the 
Institution for the use of hardware and software in the 
Institution cannot be met by the Sponsor, the Institution 
reserves the right not to accept the fulfilment of the 
Sponsor's requirements, not specified prior to the 
signing of this Agreement, if the additional and 
unsubmitted configurations and settings will be in 
conflict with the security policy of the Institution as an 
operator of basic service information systems pursuant 
to Section 2(i) of Act No. 181/2014 Coll., on Cyber 
Security in the Healthcare Sector.

1.6

V
provozu z

nastavení budou 
v rozporu s

zdravotnictví.  

1.7 Personal Data. Both prior to and during the 
course of the Study, Investigator, employees of 

required to provide personal data. This data falls within 
the scope of the law and regulations relating to the 
protection of personal data. The Institution and 
Investigator acknowledge and agree that Alexion has 
legitimate interests in the conduct of the scientific 
research of the Study and is required to comply with 
such laws and regulations and will collect and disclose 
such personal data for these purposes. Further, the Site 
and IQVIA agree to comply with any applicable data 
privacy or data protection legislation in the processing 
of personal data, as it is defined under such applicable 
data privacy or data protection legislation.  For 
Investigator, this personal data may include names, 
contact information, work experience and professional 
qualifications, publications, resumes, and educational 
background and information related to potential conflict 
of interest, and payments made to payee(s) under this 
Agreement for the following purposes: 

1.7 Osobní údaje.
i v

a

a souhlasí s

v rámci Studie a
a
takové osobní úda
a

nebo o
v

a
a informace o informace týkající se 

Institution and members of Investigators team may be

nemocnice Brnol

uvédomi spoleénost Alexion do dvaceti ctyr (24)
takového poiadavku kontrolnlho ufadu

umo2nl spolecnosti Alexion, aby poskytla
Pracovisti soucinnost pfi vyfizovani poiadavkfi
kontrolnlch ufadfii v dalsich zemich.

li to moiné a to spolecnost Alexion
poiada, umoini Pracovisté spolecnosti IQVIA

Alexion zuéastnit se takovych kontrol. Pokud dojde
zvefejnéni Dfiivérnych informaci béhem jakékoli

takové kontroly, omezi Pracoviété takové zverejnéni
miru poiadovanou pro takové kontroly.

IT Bezpecnost
pfipadé, 2e nelze Zadavatelem splnit podminky

dravotnického zafizenl pro pouiiti
hardwaru a softvvaru ve Zdravotnickém zafizeni, si
Zdravotnické zafizeni vyhrazuje pravo nepfijmout
splnénl poiadavku Zadavatele, neuvedenych pfed
podpisem smlouvy, pokud dodatecne a
nepfedloiené konfigurace a

bezpecnostni politikou Zdravotnického
zafizeni jako provozovatele informacnich systému
zakladni sluiby dle § 2 pism. i) zakona c. 181/2014
Sb., o kybernetické bezpecnosti v odvétvi

Pred zahajenlm Studie
jejim prfiibéhu mohou Zkousejicl, zaméstnanci

Zdravotnického zafizenl a élenové tymu
Zkousejiciho poiadovat poskytnuti osobnich udaju.
Tyto udaje spadaji do oblasti pusobnosti zakonfii

pfedpisili tykajicich se ochrany osobnich udajfii.
Zdravotnické zafizeni a Zkousejici berou na védomi

tim, 2e spolecnost Alexion ma
opravnéné zajmy na provadéni védeckého vyzkumu

je povinna dodriovat takové zakony
pfedpisy a bude shromaidovat azvefejnovat

je pro tyto ucely. Dale Pracovisté
spolecnost IQVIA souhlasi, 2e budou pri

zpracovani osobnich udaju dodriovat veskeré
pfislusné pravni pfedpisy o ochrané osobnich udaju

ochrané udaju, jak je definovano
pfislusnych pravnlch pfedpisech oochrané

osobnich udajfl nebo oochrané udajii. Vpripadé
Zkousejiciho mohou tyto osobni udaje zahrnovat
jména, kontaktnl udaje, pracovnl zkusenosti

odbornou kvalifikaci, publikace, Zivotopisy
vzdélani a

potencialnlho stfetu zajmfii aplateb provadénych
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(a) the conduct of the Study, 

(b) verification by governmental or regulatory agencies, 
Alexion, IQVIA, their agents and affiliates, 

(c) compliance with legal and regulatory requirements, 

(d) publication on www.clinicaltrials.gov and websites 
and databases that serve a comparable purpose, 

(e) storage in databases to facilitate the selection of 
investigators for future clinical trials, and 

(f) anti-corruption compliance.

a

u s
a

webu www.clinicaltrials.gov 
a na webech a v
ke

(e) ukládání do
a

1.8 Data Controller. Alexion shall be the data 
controller for the personal data described above, except 
that, if IQVIA deals with any personal data under this 
Agreement in the manner of a data controller, IQVIA
shall be the data controller of such personal data to the 

and/or other applicable legislation enacted under the 
same, equivalent or similar national legislation and any 
other applicable privacy, security and protection laws 

Data Protection Legislation
Investigator and Site staff for study-related purposes 
and all such processing will be carried out in accordance 
with the Data Protection Legislation.

1.8

IQVIA pracovat s jakýmikoli osobními údaji 
na

správcem takových rozsahu, 
v jakém s

v jiných platných 

stejných, rovnocenných nebo obdobných 

klinickým hodnocením a
tako souladu 
s

1.9 Data Protection Requests.

The Institution shall promptly notify the Sponsor or its 
designee in writing if they receive any communication 
with regards to data protection relating to the services 
from a Trial Subject, a data protection authority or other 
regulatory authority. The parties agree that the 
Investigator shall be the primary respondent for any 
requests from a Trial Subject in order to best maintain 

confidentiality. The Institution and/ or 

1.9

hodnocení, aby byla co nejlépe zachována 

extent of such dealings. IQVIA may process “personal
data”, as defined in the Regulation (EU) 2016/679

(collectively “ ”), of

the Trial Subject's

nemocnice Brnol

pfijemci (prijemcilm) plateb podle této Smlouvy pro
nasledujicl ucely:

(a) provadéni Studie,

(b) overovani statnimi nebo kontrolnimi ufady,
spolecnostmi Alexion, IQVIA, jejich zastupci

pfidruienymi subjekty,

(c) zajisténi soulad pravnimi poiadavky
poiadavky kontrolnlch ufadu,

(d) zvefejnéni na
databazich, které slouii

srovnatelnému uéelu,

databazi pro usnadnéni vybéru
zkousejicich pro budoucl klinicka hodnoceni

(f) dodriovani protikorupénlch pfedpisu.

Spravce udajfii. Spravcem udaju bude
spolecnost Alexion s tim, 2e pokud bude spolecnost

zakladé teto Smlouvy stejnym zpfiisobem jako
spravce udajfii, pak bude spolecnost IQVIA

osobnich udajiii v
nimi naklada. Spolecnost IQVIA mfiiie

zpracovavat ,,osobni udaje“, jak jsou definovany
naflzeni (EU) 2016/679 a/nebo v

pravnich predpisech 0 ochrané udaju pfijatych podle

vnitrostatnich pravnich pfedpisu a jakychkoli jinych
platnych zakonfii 0 ochrané soukromi, bezpecnosti a
ochrané (souhrnné ,,Prévni pfedpisy o ochrané
L'|daj[|"), Zkousejlciho apersonalu Pracovisté pro
ucely souvisejici s veskeré

vé zpracovani bude provadéno v
pravnimi pfedpisy o ochrané udaju.

Poiadavkv na ochranu udajfii.

Zdravotnické zafizeni neprodlené pisemné uvédomi
Alexion nebo jlm urcenou osobu, pokud obdrii od
Subjektu hodnoceni, Ufadu pro ochranu udajfii nebo
jiného regulacniho ufadu jakékoli sdéleni tykajici se
ochrany udajfl souvisejicich s poskytovanymi
sluibami. Strany se dohodly, 2e Zkousejici bude
primarnlm respondentem vsech Zadosti od Subjektu
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Investigator will provide Sponsor or its designee with full 
cooperation and assistance in relation to any such 
communication, at no additional cost to Sponsor.

1.10 Security Incidents. The Institution shall be 
responsible for investigating and remediating any 
unauthorized access, acquisition, or disclosure of 
Personal Data held within original medical records 

Security Incident
However, Institution shall notify Sponsor or its designee 
immediately of any such Security Incident. Such notice 
shall summarize in reasonable detail the Security 
Incident and the corrective action to be taken by 
Institution and/or Investigator. The Institution and/or 
Investigator will promptly take adequate remedial 
measures to prevent further risk to Trial Subjects. 
Furthermore, the Institution and/or Investigator will 
promptly provide the Sponsor or its designee with all 
relevant information (known at the time) regarding the 
Security Incident and cooperate with Sponsor or its 
designee to investigate the nature and scope of the 
Security Incident.

1.11 Personal Data Transfer.

For the purposes of any transfer outside the European 
Economic Area or to a country that has not been 
deemed adequately protective by the European 
Commission, Institution and Sponsor   shall duly 
execute the appropriate European Commission 
Standard Contractual Clauses, as amended from time 
to time.

The Parties declare that further requirements regarding 
the protection of personal data are regulated in a 
separate DTA.

1.12 Adverse Events. Site shall report adverse events 
and serious adverse events as directed in the Protocol 
and as required by laws and regulations, and in 
compliance with its IRB reporting obligations.  Site shall 
cooperate with Alexion in its efforts to follow-up on any 
adverse events. 

náklady.

1.10 

ebo 

incident

bu. Takové oznámení 

e

incidentu.

1.11

v samostatné DTA.

1.12

jak je uvedeno v Protokolu a
a v souladu se svými povinnostmi 

bude spolupracovat se
snaze o

( ..

nemocnice Brnol

) or of any Confidential Information.

dfiivérnost Subjektu hodnoceni. Zdravotnické
zarizeni a/nebo Zkouéejlci poskytnou spolecnosti
Alexion nebo jl uréené osobé plnou soucinnost a
pomoc ve vztahu kjakékoli takové komunikaci, ani2
by spolecnosti Alexion vznikly jakékoliv dodatecne

Bezpecnostni incidenty. Zdravotnické zafizeni
bude odpovédné za vysetfovani a napravu
jakéhokoli neopravnéného pfistupu, ziskani n
zverejnéni osobnich udajfi uchovévanych v
pfiivodnlch lékafskych zaznamech (,,Bezpeénostni

“) nebo jakychkoli dfiivérnych informaci.
Zdravotnické zafizeni vsak o kaidém takovém
bezpecnostnim incidentu neprodlené informuje
Alexion nebojim urcenou oso
bude shrnovat pfiméfené podrobné bezpecnostni
incident a napravna opatfeni, ktera ma Zdravotnicke
zaflzeni a/nebo Zkousejici podniknout. Zdravotnické
zafizeni a/nebo Zkousejlci neprodlené pfijmou
adekvatni napravna opatfenl, aby zabranili dalsimu
riziku pro Subjekty hodnoceni. Zdravotnické zarizeni
a/nebo Zkousejlci dale neprodlené poskytnou
spolecnosti Alexion nebo ji urcené osobé vsechny
relevantni informace (v té dobé znamé) tykajici se
bezpecnostniho incidentu a budou spolupracovat s
spolecnosti Alexion nebo ji urcenou osobou na
prosetfenl povahy a rozsahu bezpecnostniho

Pfenos osobnich udajfl.
Pro ucely jakéhokoli pfevodu mimo Evropsky
hospodafsky prostor nebo do zemé, ktera nebyla
Evropskou komisl povaiovana za adekvatné
ochrannou, Zdravotnické zaflzeni a Zadavatel radné
vyplni pfislusné Standardni smluvni doloiky
Evropské komise, ve znéni pozdéjsich pfedpisu.

Smluvni strany prohlaéuji, Ze dalsi poiadavky
tykajici so ochrany osobnich fidajfi jsou upraveny

Neiadouci pfihody. Pracovisté bude hlasit
neiadouci pflhody azavainé neiadouci pflhody,

jak to vyiaduji zakony
pfedpisy a

tykajlcimi se jejich oznamovani NEK. Pracovisté
spolecnosti Alexion pfi jeji

sledovanijakychkoli neiadoucich pfihod.
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and IQVIA, any finding that could affect the safety of 
participants, influence the conduct of the Study, or that 
Ale
to continue the Study.

Studie nebo o

1.13 Duties of Investigator. Investigator is 
responsible for the conduct of the Study at Institution. 

Brochure or device labelling instructions, to ensure that 
all informed consent requirements are met, to ensure 
that all required reviews and approvals by applicable 
regulatory authorities and IRBs are obtained, and to 
review all CRFs to ensure their accuracy and 
completeness.  

1.13
zodpovídá za Zdravotnickém 

kontrolovat informace uvedené v souboru informací 
pokynech ke

ného souhlasu, zajistit 
získat 

etickými 
komisemi a

úplné údaje.  

1.14 Subject Injury.  Alexion shall reimburse 
Institution for the direct, reasonable and necessary 
medical expenses incurred by Institution and not 
covered by third-party payors for the treatment of any 
physical injury

(a) due to an adverse reaction to the drug or 

(b) caused by treatment or procedures required by the 
Protocol that the Study subject would not have 

Study, except to the extent that such injury is caused 
by: 

(i) failure by Institution, Investigator or any of their 
respective personnel to comply with this Agreement, 
the Protocol, any written instructions of Alexion 
concerning the Study, or any Applicable Law issued 
by any regulatory authority, or 

(ii) negligence or wilful misconduct by Institution, 
Investigator or any of their respective personnel or 

(iii) failure of the Study subject to follow the 
reasonable instructions of the Investigator relating to 
the requirements of the Study.

provision shall not be limited to the amount payable 

1.14 Zdravotní újma Subjektu hodnocení.  

které nejsou 
souvislosti s

jakékoli fyzické újmy 

(a) v na

Protokolem, které by pacient ve
výjimkou 

(i)

Alexion týkajících se Studie nebo Platných 

strany Zdravotnického 
jejich 

(ii) strany 

jakéhokoli z

(iii)

ze strany pacienta ve Studii.

Alexion will promptly report to the Site, the Site’s IRB,

xion determines could alter the Site's IRB approval

Without limitation, it is lnvestigator’s duty to review and
understand the information in the lnvestigator’s

received if not for the subject's participation in the

Alexion’s liability to reimburse the Institution under this

nemocnice Brnol

Spolecnost Alexion neprodlené oznaml Pracovisti,
LEK Pracovisté a spolecnosti lQVlAjakékoli zjisténi,
které by mohlo ovlivnit bezpeénost ucastniku,
ovlivnit provadéni kterém spolecnost
Alexion usoudi, 2e by mohlo zménit souhlas LEK
Pracovisté s dalsim provadénim Studie.

Povinnosti zkouseiiciho. Zkousejici
provadéni Studie ve

zafizeni. Povinnosti Zkouéejiciho je mimo jiné

pro zkousejiclho nebo v znaceni
prostfedkil a rozumét jim tak, aby zajistil splnéni
vsech poiadavku informova
provedenl vsech poiadovanych posouzeni a
schvaleni pfislusnymi kontrolnimi ufady a

kontrolovat vsechny formulafe CRF, zda
obsahujl presné a

Spolecnost Alexion uhradl Zdravotnickemu zarizeni
prime, priméfene a nezbytné lécebné vylohy, ktere
vznikly Zdravotnickému zafizenl a
hrazeny plétci tfetlch stran v lécbou

dusledku neiadouci reakce Lécivy
pfipravek nebo

(b) zpfiisobené lecbou cl postupy poiadované
Studii neobdr2el,

pokud by se Studie neucastnil, s
pfipadu, kdy je pflcinou takové fyzické ujmy:

nedodrienl ustanoveni této Smlouvy,
Protokolu, pisemnych pokynu spolecnosti

pravnich pfedpisu nebo pfedpisi] vydanych
kontrolnimi ufady ze
zaflzeni, Zkousejiciho nebo jakéhokoli z
pfislusnych pracovniku; nebo

nedbalost ci zamérne pochybeni ze
Zdravotnického zafizeni, Zkousejiciho nebo

jejich pfislusnych pracovnlkfii; nebo

nedodrieni pfiméfenych pokynfi
Zkousejiciho tykajicich se poiadavkfi Studie

Odpovédnost spolecnosti Alexion vyplatit
Zdravotnickému zafizeni nahradu podle tohoto
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under any insurance required to be carried by Alexion 

actual damages described in the paragraph above in the 

representative's claim successfully claimed under 
Czech legal order. 

Institution shall not be entitled to such reimbursement 
according to the previous paragraph if:

(a) The injury of the subject (including death) has 
been caused by wilful act, negligence, wrongful conduct 
or breach of any obligation stipulated for the Institution 
or the Investigator by legal guideline or by this 
Agreement including all its appendices;

(b) The Institution fails to notify Alexion in writing 
within twenty (20) working days of the date the 
Institution became aware of the claim for damages 
having been made. The notice shall be sent by 
registered post to Alexion.

(c) has not 
permitted Alexion to take a part in negotiations 
(including negotiations out of court) concerning the 
claim which may result in a legal suit at law.

(d) The Institution has recognized the claim without 
such 

recognition.

(e) Institution acknowledges and agrees that it shall be 
responsible for Investigator and any of their 
respective personnel negligence or wilful misconduct 
and will indemnify and hold harmless Sponsor and CRO 
from any losses suffered as a result of the third-party
claims resulting from the negligence or wilful 
misconduct of the Institution, Investigator and any of 
their respective personnel

ustanovení se nebude omezovat na
v

jak je popsáno v
pacienta nebo pohledávky právního zástupce 

takovou 
náhradu pod

(a)

touto 

(b)

na

(c)

nároku, 

(d)
k

2.  Payment 2.  Platba

In full consideration for the proper performance of the 
Study in strict adherence to the Protocol, IQVIA, will 
administer payment to Site as set forth in, and in 
compliance with, the budget and payment schedule set 

Budget with the last payment 
being made after Site completes all of its obligations 
under this Agreement and the Protocol and IQVIA 
receives all properly completed CRFs and, if requested, 

Za
v

v v rozpisu plateb v
a v souladu s
poslední platba bude provedena

a Protokolu a

but shall extend to the full amount of the Institution's

amount of subject's claim or of subject's legal

Upon Alexion’s request the Institution

obtaining Alexion’s prior written consent to

Institution's,

forth in Exhibit A (the “ "),

nemocnice Brnol

castku splatnou
ramci jakéhokoli pojisténl, které musi mlt sjednano

spolecnost Alexion, ale bude se tykat plné vyse
skutecnych skod vzniklych Zdravotnickému zafizeni,

odstavci vyse, ve vysi naroku

pacienta uspésné uplatnénych podle ceského
pravniho fadu.

Zdravotnické zafizeni nema narok na
le pfedchozlho odstavce, pokud:

zdravotnl ujma pacienta (vcetné smrti) byla
zpfisobena umyslnym jednanim, nedbalosti,
protipravnim jednanim nebo porusenim jakékoli
povinnosti stanovené pro Zdravotnicke zafizeni
nebo Zkousejiciho pravnim pfedpisem nebo
Smlouvou vcetné vsech jejich pfiloh;

Zdravotnické zafizeni nebude spolecnost
Alexion pisemné informovat o uplatnénl naroku

nahradu skody do dvaceti (20) pracovnich dnu
ode dne, kdy se Zdravotnické zarlzenl o uplatnéni
dozvédélo. Oznameni musi byt spolecnosti Alexion
zaslano doporuéenou zasilkou.

Zdravotnické zafizeni neumoinilo
spolecnosti Alexion zucastnit se najeji Zadost
jednanl (vcetné mimosoudnich jednani) o
které mfiiie vyustit v soudni Zalobu;

Zdravotnické zafizeni uznalo narok, ani2 by
takovému uznani ziskalo pfedchozl pisemny

souhlas spolecnosti Alexion.

(e) Zdravotnicke zafizeni bere na védomi a souhlasi
s tim, 2e nese odpovédnost za nedbalost nebo
umyslné pochybeni Zdravotnickeho zaflzeni,
Zkousejiciho a vsech jejich pfislusnych pracovniku a
odskodni Zadavatele a CRO za veskeré ztraty
vznikle v dusledku naroku tfetlch stran vzniklych v
dusledku nedbalosti nebo umyslného pochybeni
Zdravotnického zafizeni, Zkousejiciho a vsech jejich
pfislusnych pracovniku.

pfedpokladu fadného provedenl Studie
pfisném souladu s Protokolem bude spolecnost

IQVIA spravovat platby Pracovisti, jak je stanoveno
rozpoctu a Pfiloze A,

nimi, (dale ,,Rozpo<':et“), pficemi
poté, co Pracovisté

splni vsechny své zavazky podle této Smlouvy
spolecnost IQVIA obdril vsechny
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all other Confidential Information (as defined below). 
Neither Institution nor Investigator shall, under any 
circumstances, submit any invoice or charges to any 
patient, Medicare, Medicaid or other government 
program, insurer or any other person for payment with 
respect to the Drug or performance of the Study.

The estimated value of financial payment under this 
Agreement shall be approximately CZK 600 000.

za
fakturu ani náklady související s
jakémukoli pacientovi, programu Medicare, Medicaid 
nebo jinému vládnímu programu, pojistiteli ani 

600 000 

3.  Medical and Study Records studijní záznamy

3.1 Medical Records.  Site shall own all right, title 
and interest in and to the medical records kept by Site 

Medical Records
excluding the Study Records (as defined below). 
Subject to the applicable ICFs, IQVIA and Alexion shall 
have the right to access, use and disclose the Medical 
Records for the conduct of the Study.

3.1
podíly 

na

záznamy výjimkou Stud

a Alexion právo na

3.2 Study Records.  Alexion shall own all right, title 
and interest in and to all records, results, data, forms, 
correspondence and other information and documents, 
including eCRF/CRFs and any photographs, videos, 
films and other recorded images, including without 
limitations x-rays, MRI, CT, ultrasound and other scans, 
collected or created in connection with the Study 

Study Records
to Alexion all of their right, title and interest, including all 
intellectual property rights in and to the Study Records. 
The Study Records shall be deemed Confidential 
Information, provided that Site shall have the right to 

(a) use the Study Records as necessary in order to 
perform the Study, and 

(b) use and disclose the Study Records as part of 
publications and presentations only as permitted under 

3.2 Studijní záznamy
podíly 

na

a
a jiných 

a
v souvislosti se Studií (souhrn Studijní 
záznamy

podíly týkající 

k

prezentací, jak je povoleno 
v

3.3 Retention.  Site shall retain the Study Records
for a period of 25 years in the manner required by 

Retention Period Site shall 

3.3 Uchovávání uchovávat 
Studijní záznamy po dobu 25 let, a to
který Doba 
uchovávání

with respect to Study subjects (" ”) but

(collectively, the " "). Site hereby assign

the Section of this Agreement labelled "Publications"

Applicable Law (" ”).

nemocnice Brnol

vyplnéné formulafe CRF a, pokud oto poiada,
veskeré dalsi Dfivérné informace (jak je definovano
nl2e). Zdravotnické zafizeni ani Zkousejici

Zadnych okolnosti nepfedloii k uhradé jakoukoli
provadenim Studie

libovolne jiné osobé.
Pfedpokladana castka financni uhrady dle této
Smlouvy cini pfibliiné K6.

3. Lékafské a
Lékarské zaznamy. Pracovisti budou

naleiet veskera prava, naroky a
lekafskych zaznamech vedenych Pracovistém,

ktere se tykajl pacientfl ve Studii (dale ,,Lékafské
"), avsak s ijnich zaznamu

(jak je definovano ni2e). Za podminky, 2e jsou
poskytnuty pfislusné ICF, maji spolecnosti IQVIA

pflstup, pouiitl azverejnéni
lékafskych zaznamu pro ucely provadéni Studie.

. Spolecnosti Alexion
budou naleiet veskera prava, naroky a

vsech zaznamech, vysledclch, udajich,
formulafich, korespondenci adalslch informacich

dokumentech, véetné formulaffii eCRF/CRF
jakychkoli fotografii, videl, filmfii a

zaznamenanych obrazovych materialu, mimo jiné
rentgenovych snimku, MR, CT, ultrazvukovych

dalsich skenu, shromaidénych nebo vzniklych
né ,,

"). Pracovisté timto pfevadl spolecnosti
Alexion sva veskera prava, naroky a
se Studijnlch zaznamu, véetné vsech prav
dusevniho vlastnictvi. Studijni zaznamy budou
povaiovany za Duvérné informace za podminky, ie
Pracovisté bude mit pravo

(a) pouiivat Studijni zaznamy podle potfeby
provadéni Studie, a

(b) pouiivat a zvefejnovat Studijni zaznamy pouze
jako soucast publikaci a

clanku této Smlouvy nazvaném ,,Publikace".

. Pracovisté bude
zpusobem,

vyiadujl Platné pravni pfedpisy (dale ,,
“). Pracovisté neprodlené uvédomi
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immediately notify Alexion of any theft or loss of the 
Drug or Confidential Information.

3.4 Audits.  For so long as Site is obligated to retain 

or such shorter periods as may be needed for 
exceptional circumstances, conduct audits of the 
Medical Records and Study Records related to the 
Study. Investigator shall make himself or herself 
available during such audits (or above-mentioned 
monitoring/inspection visits) to discuss the Study and 
shall cooperate with Alexion in such process.

3.4 Audity.  Po
uchovávat Stud
Alexion na

se

bude k projednávání Studie, 

se

4.  Confidential Information

4.1 Confidential Information.  Site shall, during the 
term of this Agreement and thereafter, hold in 
confidence all information and materials disclosed, 

Confidential 
Information
information or material can be proven by written record:

(a) is or becomes generally available to the public other 
than as a result of disclosure by Site;

(b) is already know by or in the possession of Site at the 
time of disclosure by Alexion;

(c) is independently developed by Site without use of or 
reference to Confidential Information; or 

(d) is obtained by Site from a third party that has not 
breached any obligation of confidentiality.

4.1
po dobu platnosti této Smlouvy a
v

výjimkou 

takové informace nebo materiály:

(a) jsou

ze

(b)
v

(c)
nebo odkazu na nformace; nebo 

(d)
hlediska 

4.2 Use and Non-Disclosure.  Site shall use 
Confidential Information solely to conduct the Study and 
shall disclose Confidential Information only to persons 
who have a need to know such Confidential Information 
to conduct the Study and who are bound in writing to 
protect the confidentiality of such Confidential 
Information. Site shall instruct all persons to whom 
Confidential Information is disclosed to abide by the 
terms of this Agreement, and Site shall be liable for all 
acts and omissions of such persons that would be 
deemed to be a breach of this Agreement if such actions 
or omissions were those of Site. Without limiting the 
foregoing, Site agrees not to disclose the Study Results 
or any observations concerning the Study to any third 
parties, including financial analysts, except as expressly 
permitted under this Agreement.

4.2

Studie a

k

Smlouvy, jako by se jednalo o

s
podle této Smlouvy.

Study Records, Alexion may, upon ten (10) days’ notice

collected or created by or for Alexion (“
”), except to the extent that such

nemocnice Brnol

spolecnost Alexion ojakékoli kradeii nebo ztraté
Lécivého pfipravku nebo Dfiivérnych informaci.

dobu, kdyje Pracovisté povinno
ijni zaznamy, mE|2e spolecnost

zakladé oznameni poskytnutého deset
(10) dnfl pfedem, nebo méné, pokud si tak vyiadaji
mimofadne okolnosti, provadét audity Lekafskych
zaznamfl aStudijnich zaznamfil souvisejicich

Studii. Béhem takovych auditlii (nebo vyse
uvedenych monitorovacich/kontrolnich navétév)

dispozici Zkousejlcl k
ktery bude pfi tomto procesu spolupracovat

spolecnostl Alexion.
4. Duvérné informace

Duvérne informace. Pracovisté bude
pote driet

tajnosti vsechny informace a materialy zvefejnéne,
shromaidéné nebo vytvofene spolecnosti Alexion
nebo pro ni (dale ,,DE|vérné informace“) s
pfipadili, kdy lze pisemnym zaznamem prokazat, ie

nebo se stanou obecné dostupnymi
vefejnosti jinak, nei v dusledku zvefejnéni

strany Pracovisté;
jsou jii znamy nebo jsou vdrieni Pracovisté

dobé zvefejnénl spolecnosti Alexion;
byly Pracovistém nezavisle vyvinuty bez pou2iti

Duvérné i
Pracovisté
neporusila
duvérnosti.

ziskalo odtfeti strany, ktera
Zadnou povinnost z

Pouiiti a nezvefenéni. Pracovisté smi
Duvérné informace pouiivat vyhradné k provadéni

zpfistupni je pouze osobam, ktere maji
potfebu takové Duvérné informace znat pro
provadénl Studie akteré se pisemné zavazaly

ochrané duvérnosti téchto Duvérnych informaci.
Pracovisté pouél vsechny osoby, kterym jsou
zpfistupnény Dtivérné informace, aby dodriovaly
podminky této Smlouvy. Pracovisté ponese
odpovédnost za veskerajednanl a opomenuti téchto
osob, ktera by byla povaiovana za poruseni této

jednani éi opomenuti
Pracovisté. Bez omezeni vyse uvedeného se
Pracovisté zavazuje, 2e nezvefejni Vysledky studie
ani jakakoli pozorovani tykajici se Studie Zadnym
tfetim stranam, vcetné financnich analytikfi,

vyjimkou pfipadfl, ktere je tak vyslovné povoleno
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4.3 Care.  Site shall protect Confidential Information 
using not less than the same care with which Site treat 
their own confidential information but, in no event, less 
than reasonable care.

4.3
jakou zachází 

s

4.4 Injunctive Relief.  Site agrees that 

result in significant and irreparable damage to Alexion, 
and

(b) Alexion shall be entitled, in addition to other 
remedies available at law, to injunctive or other 
equitable relief by a court of appropriate jurisdiction, 
without posting bond.

4.4 .
s

bude mít za následek významné a nenapravitelné 

jiných 

právo na
soudu s odpovídající jurisdikcí, 

a

4.5 Notwithstanding the foregoing, Institution, Alexion 
and IQVIA hereby acknowledge that this Agreement 
shall be published pursuant to Act no. 340/2015 Sb., on 
Agreements Register. As and between the Parties, 
Institution agrees to publish the Agreement pursuant to 
the foregoing. Any information which constitutes trade 
secret of either Party is exempted from such publication. 
For the purposes of this Agreement, trade secrets 
include, but are not limited to, Attachment A Budget 
and payment schedule, the minimum enrolment goal, 
expected number of Study subjects enrolled and the 
expected duration of the Study. Furthermore, personal 
data of the individuals are also exempted from 
publication, unless they have been previously published 
in another public register. The version of this Agreement 
intended for publication shall be provided to the 
Institution by IQVIA via e-mail. The Institution is obliged 
to publish this Agreement in accordance with the article 
herein above. The Institution will inform IQVIA of 
publishing the Agreement in the Agreements Register 
by designating the following email address: 

as the email address to which 
a notification of publication in the Agreements register 
shall be sent. Should the Institution fail to publish this
Agreement within 5 working days from the last signature 
date, it may be published by Alexion or IQVIA.

4.5 Bez ohledu na
IQVIA berou 

na
v souladu se 340/2015 Sb. o registru 
smluv. Jak je dohodnuto mezi Smluvními stranami, 

smlouvy mezi stranami v souladu s

tajemství kterékoli ze Stran, jsou z takového 

Studii a Studie. 
Dále jsou od

v Verze této Smlouvy 

-
mailu
Smlouvu v souladu s

informovat o Registru smluv 
-mailovou adresu: 

 jako e-mailovou adresu, 
na kterou bude zasláno oznámení o
v

5 data 

Alexion nebo IQVIA.

5.  Publication 5.  Publikace

(a) any breach of Sections labelled “Publication”,
"Intellectual Property” or "Confidential lnformation" will

nemocnice Brnol

R. Pracovisté bude chranit Duvérné
informace alespon se stejnou péci, s

vlastnimi dfiivérnymi informacemi, ale viadném
pfipadé s mensl nei pfimérenou péci.

Pfedbéiné opatfeni Pracoviété souhlasi
tim, 2e

(a) jakékoli poruseni ustanoveni clankfir ,,Publikace“,
,,Dusevni vlastnictvi“ nebo ,,DE|vérné informace“

skody na strané spolecnosti Alexion a

(b) spoleénost Alexion bude mit kromé
opravnych prostfedku dostupnych podle zakona

vyiadani pfedbéiného opatfeni nebo jiny
opravny prostfedek u

to bez sloieni kauce.

vyse uvedené timto Zdravotnické
zaflzeni aspolecnosti Alexion a

védoml, 2e tato Smlouva bude zvefejnéna
zakonem <":.

Zdravotnické zafizeni souhlasi se zvefejnenim
vyse uvedenym.

Jakékoli informace, které pfedstavujl obchodni

zvefejnéni vyjmuty. Pro uéely této Smlouvy pojem
obchodni tajemstvl zahrnuje mimo jiné Prilohu A -
Rozpocet a rozpis plateb, minimalni cilovy pocet
zafazenych pacienti], ocekavany pocet zafazenych
pacientfii ve ocekavanou dobu trvani

zvefejnéni osvobozeny take osobni
udaje fyzickych osob, pokud nebyly dfive zvefejnény

jiném vefejném rejstfiku.
uréena ke zvefejnéni bude Zdravotnickému zafizeni
poskytnuta spolecnosti IQVIA prostfednictvim e

. Zdravotnické zafizeni je povinno zvefejnit tuto
vyse uvedenym clankem.

Zdravotnické zarlzeni bude spolecnost IQVIA
zvefejnéni Smlouvy v

tak, 2e urci nasledujici e

zvefejnéni
Registru smluv. Pokud Zdravotnické zafizenl tuto

Smlouvu nezvefejni do pracovnich dnfii od
poslednlho podpisu, muie ji zvefejnit spolecnost

CONFIDENTAL/DUVERNE
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5.1 Disclosure.  Site acknowledges that, if the 
Study is a multi-site study and a multi-site publication is 
intended, there is a need for a coordinated approach to 
any publication or presentation of results from 
participating sites. Site shall not publish or present any
results from the Study to any third parties until the 
earliest of: 
(a) Alexion publishes the results from all sites 
participating in the Study, 

(b) Site receives notification from Alexion that 
publication of the multi-site results is no longer planned, 
or

(c) eighteen (18) months following the completion of the 
multi-site study at all sites. Prior to publishing or 
presenting any results from the Study, whether single or 
multi-site, Site must first provide Alexion with a copy of 
any proposed publication or presentation (in each case, 

submission or presentation of such Publication. Alexion 
may request, and Site shall comply with such request, 

(i) that any of its Confidential Information be deleted or 
modified, or 

(ii) that the publication or presentation be delayed for up 
to sixty (60) additional days to allow Alexion to seek 
legal remedies or file patent applications.

5.1
pokud je Studie multicentrická a

prezentovat jakékoli výsledky ze

z

nebo 

multicentrické studie na

ze

Alexion kopii jakékoli navrhované publikace nebo 
prezentace (v

takové Publikace. Spo

(i) aby byly vymazány nebo upraveny jakékoli její 

Alexion mohl

5.2 Media Contacts/Use of Name.  Institution and 
Investigator shall not, and shall ensure that Institution 
personnel do not, engage in interviews or other contacts 
with the media, including but not limited to newspapers, 
radio, television and the Internet, related to the Study, 
intellectual property, or data without the prior written 
consent of IQVIA or Alexion, as applicable. This 
provision does not prohibit publication or presentation of 
data, generated at Site, in accordance with this Section. 

promotion without prior written permission, except that 
Alexion and IQVIA may identify Site as a Study site in 
Study publications and communications, including 
clinical trial websites and Study newsletters. Alexion will 
register the Study with a public registry in accordance 
with Applicable Law and report the results of the Study 
publicly when and to the extent required by Applicable 

5.2 Kontakty s médii .

zajistí, aby tak 

a internetu, týkajících se

le 

v souladu s smluvních 

spojení s jakoukoli 
reklamou ne
písemného povolení, s
Alexion a

publikacích a

a "Publication") at least sixty (60) days prior to

No party hereto shall use any other party's name, or
Alexion’s name, in connection with any advertising or

nemocnice Brnol

Zvefejnéni. Pracovisté bere na védomi, Ze
zamysli se jeji

multicentricka publikace, je zapotfebi
koordinovaného pfistupu kjakémukoli zvefejnéni
nebo prezentaci vysledku ze zucastnénych
pracovist'. Pracovisté nesmi publikovat ani

Studie Zadnym
tfetim stranam, dokud nenastane nejdfivéjsi

nasledujlcich moinosti:
(a) spolecnost Alexion zvefejni vysledky ze vsech
pracovist' ucastnlcich se Studie,

(b) Pracovisté obdril oznameni od spolecnosti
Alexion, 2e multicentricka publikace sejii neplanuje,

(c) osmnact (18) mésiciii po dokonceni
vsech pracovistich. Pfed

zvefejnénlm nebo prezentaci jakychkoli vysledku
Studie, at’ uijednoduchym nebo multicentrickym,

musi Pracovisté nejdflve poskytnout spolecnosti

obou pfipadech ,,Publikace“) alespon
sedesat (60) dni pfed pfedloienlm nebo prezentaci

lecnost Alexion muie
poiadat, a Pracovisté takovému poiadavku vyhovi,

Duvérné informace, nebo
(ii) aby bylo zvefejnéni nebo prezentace pozdrieno
a2 osedesat (60) dalsich dniii, aby spolecnost

a vyuiit opravné pravnl prostfedky
nebo podat patentové pfihlasky.

/ pouiitl iména
Zdravotnické zarlzenl aZkousejicl se nesmi
ucastnit, a necinili ani pracovnici
Zdravotnického zafizeni, rozhovorfii ani jinych
kontaktili smédii, vcetné novin, radia, televize

Studie, dusevniho
vlastnictvi nebo udaju bez pfedchoziho pisemného
souhlasu spolecnosti IQVIA nebo Alexion, pod
potfeby. Toto ustanoveni nezakazuje zverejnovani
ani prezentaci udajfi vznikajicich na Pracovisti

timto clankem. Zadna ze
stran nesmi pouiivatjméno Zadne jiné strany nebo
jméno spolecnosti Alexion ve

bo propagacl bez pfedchoziho
tou vyjimkou, Ze spolecnosti

IQVIA mohou uvadét Pracovisté jako
Studijni pracovisté v sdélenich
tykajlcich se Studie, vcetné webovych stranek
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Law. Site may, however, disclose the existence of this 
Agreement and that Site is conducting the Study.

klinických studií a

a
v rozsahu, 

v
z
provádí Studii.

5.3 Publication on the Agreement Register.
Notwithstanding the foregoing, Institution, Alexion and 
IQVIA hereby acknowledge that this Agreement shall be 
published pursuant to Act no. 340/2015 Sb., on 
Agreements Register. As and between the parties, 
Institution agrees to publish the Agreement pursuant to 
the foregoing. Any information which constitutes trade 
secret of either Party is exempted from such publication. 
For the purposes of this Agreement such trade secrets 
include, but are not limited to, the design of individual 
visits described in the payment table/s in Attachment A, 
the minimum enrolment goal, expected number of Study 
subjects enrolled, the expected duration of the Study, 

respect to matters integral to trade secret. Furthermore, 
personal data of the individuals are also exempt from 
such publication, unless they have been previously 
published in another public register. The version of this 
Agreement intended for publication shall be provided to 
the Institution by IQVIA via e-mail. The Institution is 
obliged to publish this Agreement in accordance with 
the article herein above. Should the Institution fail to 
publish this Agreement within 5 working days from the 
last signature date, it may be published by Alexion or 
IQVIA.

5.3 registru smluv. Bez ohledu na

Alexion a IQVIA berou na
souladu se 340/2015 

Sb. o registru smluv. Jak je dohodnuto mezi 
Smluvními stranami, Zdravotn
se souladu 
s

Stran, 
jsou z
Smlouvy mezi taková obchodní tajemství pa

tabulce 
(tabulkách) úhrad v

a ech, 

Dále jsou od

Verze této 

-mailu
souladu s

5
od

6.  Intellectual Property

Site shall promptly disclose to Alexion and IQVIA any 
invention, data, discoveries or other know-how (whether 
or not patentable), innovations, communications, 
clinical data, reports, records, documentation, and any 
other results developed independently or jointly with 
others, which invention, discovery or know-how arises 
from the performance of the Protocol or is related to the 

Invention of Institution and 
Investigator, represents and warrants that each 
employee, consultant and contractor that it uses in the 

Alexion a IQVIA jakýkoli vynález, údaje, objevy nebo 
jiné know-

dokumentaci a jaké

vynález, objev nebo know-how pochází z
Protokolu nebo souvisí s
z Vynález

a

and Alexion’s specific company positions taken with

Drug (each, an " "). Each

nemocnice Brnol

informacnlch bulletinfil Studie.
Spolecnost Alexion registruje Studii ve verejném
registru, jak to vyiadujl Platné pravni pfedpisy,

vefejné oznami vysledky Studie, pokud to budou
Platné pravni pfedpisy vy2adovat a

jakém to budou vyiadovat. Pracovisté vsak m02e
vefejnit existenci této Smlouvy a skutecnost, 2e

Zvefejnéni v vyse
uvedené timto Zdravotnické zafizeni a spolecnosti

védomi, 2e tato Smlouva
bude zvefejnéna v zakonem c.

ické zarlzeni souhlasi
zvefejnénim smlouvy mezi stranami v

vyse uvedenym. Jakékoli informace, které
pfedstavuji obchodni tajemstvi kterékoli ze

takového zvefejnéni vyjmuty. Pro ucely této
tfi mimo

jiné plan jednotlivych navstév popsany v
Pfiloze A, minimalni cilovy pocet

zafazenych pacientfl, ocekavany pocet zafazenych
pacientu ve Studii, ocekévana doba trvani Studie

specifické postoje spolecnosti Alexion ve véc
ktere jsou nedilnou soucastl obchodnlho tajemstvi.

takového zvefejnénl osvobozeny také
osobni udaje fyzickych osob, pokud nebyly drive
zvefejnény vjinem vefejném rejstfiku.
Smlouvy urcena ke zvefejnéni bude Zdravotnickemu
zaflzeni poskytnuta spolecnosti IQVIA
prostfednictvim e Zdravotnické zafizeni je
povinno zvefejnit tuto Smlouvu v vyse
uvedenym clankem. Pokud Zdravotnické zarlzeni
tuto Smlouvu nezvefejnl do pracovnich dnC|

data posledniho podpisu, muie ji zverejnit
spolecnost Alexion nebo IQVIA.

6. Dusevni vlastnictvi
Pracovisté neprodlené oznami spolecnostem

how (at' ui patentovatelne ci nikoli),
inovace, sdéleni, klinické udaje, zpravy, zaznamy,

koli dalsi vysledky vyvinuté
nezavisle nebo spolecné sostatnimi, pficemi

provadéni
Lééivym pfipravkem (kaidy

nich se oznacuje jako ,, "). Zdravotnické
zafizeni a Zkousejicl prohlasuji zarucuji, Ze kaidy
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performance of this Agreement has an express written 
obligation to assign all rights, title and interest in any 
Invention to Institution and Investigator respectively.  
Each of Institution and Investigator will assign, and 
hereby does assign, to Alexion all right, title and interest, 
including all intellectual property rights, in and to 
Inventions. Site shall, and shall cause its personnel to, 

documents and reasonably perform such activities 
deemed necessary or appropriate to obtain a patent or 

any of the foregoing or in order to carry into effect the 
provisions of this Section.

dodavatel, kterého 

a podíl na jakémkoli vynálezu.  Zdravotnické 
ní a

a

a poskytne na
dokumenty a

nezbytné nebo vhodné 
k

uvedeného, nebo za
ke

pracovníky.

7.  Equipment 7.  Vybavení 

7.1 Supply.  Alexion, through IQVIA, may provide to 
Site certain electronic and other equipment further 

Equipment
use in performance of the applicable Study. Title to the 
Equipment remains with Alexion, and Site shall return 

7.1 Dodávka

popsaná v Protokolu Vybavení

právo k
a na
Vybavení vrátí.

7.2 Maintenance; Security.  During the Study, Site 
shall promptly notify IQVIA or its designee of any 
malfunctioning Equipment and IQVIA shall use 
reasonable efforts to replace or repair any 
malfunctioning Equipment at no expense for Site, 
unless such malfunction is due to the negligence or 
wilful misconduct of Site. Site shall implement 
reasonable and appropriate administrative, physical 
and technical safeguards to protect the confidentiality, 
integrity and availability of all data on any electronic 
Equipment.

7.2

Vybavení a
úsilí k

z
vhodná 

administrativní, fyzická a
na

jakémkoli elektronickém Vybavení.

7.3 Disclaimer.  NEITHER ALEXION NOR IQVIA
MAKE ANY REPRESENTATIONS OR WARRANTIES
OF ANY KIND CONCERNING THE EQUIPMENT,
EXPRESS OR IMPLIED, INCLUDING WITHOUT
LIMITATION WARRANTIES OF MERCHANTABILITY,
FITNESS FOR A PARTICULAR PURPOSE OR TITLE.

7.3 .  S

ANI NEPOSKYTUJÍ ZÁRUKY JAKÉHOKOLI 
DRUHU TÝKAJÍCÍ SE VYBAVENÍ, VÝSLOVNÉ ANI 

PRODEJNOSTI, VHODNOSTI KE KONKRÉTNÍMU 

8.  Term and Termination 8. Doba platnosti a

8.1 This Agreement will become effective on the date of 
its publication in the Register of Agreements in 
accordance with Act No. 340/2015 Coll., on Register of 

Effective Date ) and shall continue 
until completion of the Study, unless terminated as 

340/2015 Sb., o registru smluv ( )

execute and deliver, at Alexion’s expense, any

other proprietary protection in Alexion’s name covering

described in the Protocol (the " ") solely for

the Equipment upon Alexion’s request.

Agreements (the ,, "

nemocnice Brnol

zaméstnanec, konzultant a
vyuiivaji pri plnéni této Smlouvy, se vyslovné
pisemné zavézal postoupit Zdravotnickemu
zaflzeni, resp. Zkousejicimu veskera prava, naroky

zaflze Zkousejici pfevede, atimto pfevadéji,
spolecnosti Alexion sva veskera prava, naroky

podily tykajici se Vynalezfii vcetné vsech prav
duéevniho vlastnictvi. Pracovisté vypracuje

naklady spolecnosti Alexion véechny
provede pfiméfené takové cinnosti,

které jsou povaiovany za
ziskani patentu ci jiné vlastnické ochrany jménem

spolecnosti Alexion pokryvajici cokoliv zvyse
ucelem provedenl ustanoveni

tohoto clanku, a stejnemu zavaie i své

. Spolecnost Alexion mfiiie
prostfednictvim spolecnosti IQVIA poskytnout
Pracovisti urcita elektronicka ajina zafizeni dale

(dale ,, ") vyhradné
pro pouiiti pfi provadénl pflslusné Studie. vlastnické

Vybaveni zustava spolecnosti Alexion
Zadost spolecnosti Alexion Pracovisté

Udr2ba' zabezpeceni. Béhem studie bude
Pracovisté neprodlené informovat spolecnost IQVIA
nebo ji urcenou osobu ojakemkoli nefunkcnim

spolecnost IQVIA vynaloii pfiméfené
vyméné nebo opravé jakéhokoli nefunkcniho

Vybavenl bez jakychkoli nakladfii na strané
Pracovisté, ledaie by takova zavada byla
pusobena nedbalosti nebo zamérnym pochybenim

Pracovisté. Pracovisté pfijme primérena a
technicka opatreni

ochranu dfiivérnosti, integrity a dostupnosti vsech
udaju v

Odmitnuti odpovédnosti POLECNOSTI
ALEXION ANI IQVIA NECINI ZADNA PROHLASENi

PREDPOKLADANE, MIMO JINE ZARUKY

UCELU NEBO PRAVNIHO TITULU.
ukonéeni platnosti Smlouvy

8.1 Tato Smlouva nabyva ucinnosti k datu, kdy bude
uvefejnéna vRegistru smluv, dle zakona <":.

,,Datum L'|<':innosti“
a zfiistane v ucinnosti do okamiiku dokonceni
Studie, pokud nebude vypovézena, jak je zde
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provided herein or extended upon written agreement 
signed by the parties. dohody podepsané smluvními stranami.

8.2 Termination by IQVIA or Alexion. IQVIA or 
Alexion may terminate the Study or this Agreement in 
its entirety at any time.  

8.2
Alexion

jako celku.  

8.3 Suspension.

(a) If IQVIA or Alexion suspects that Site has materially 
breached this Agreement, then, except to the extent that 
Study subject safety may be jeopardized, IQVIA may 
suspend performance of all or part of this Agreement, 
including, but not limited to, subject enrolment. For the 
avoidance of doubt, this clause (a) shall not be deemed 

this Agreement or the Study.

(b) Site may suspend its performance of the Study upon 
written notice if, in the reasonable medical judgment of 
Investigator, it is reasonably determined that continued 
conduct of the Study is likely to endanger the safety, 
health or welfare of Study subjects or if its IRB 
withdraws approval. In the event of any such 
suspension, Site shall promptly notify Alexion and IQVIA 
of same by telephone, and, within five (5) business days 
after such suspension, shall provide Alexion with a 
detailed written explanation for the suspension of the 
Study at Site with any associated documentation in 
support thereof, including withdrawal of IRB approval, if 
appropriate.  

8.3 Pozastavení.

Smlouvy ze

s

pochybnostem, toto ustanovení (a) nebude 

na

Studii, nebo pokud EK odvolá své 
souhlasné stanovisko. V
takového pozastavení o

Alexion a IQVIA a do
po
Alexion po
Studie na

odvolání souhlasného stanoviska EK, pokud je to 
relevantní.  

8.4 Mutual Right to Terminate. Any party may 
terminate this Agreement upon thirty (30) days written 
notice for an uncured breach by another party of a 
material term of this Agreement or the Study or upon 
termination of regulatory approvals by the FDA or any 
other governmental or regulatory authority to conduct 
the Study.

8.4 Vzájemné právo na . Tuto Smlouvu 
smluvních stran 

na
z
podmínky této Smlouvy nebo Studie druhou stranou, 
nebo z sti souhlasu 

8.5 Effect of Termination.  Upon receipt of or after 
providing notice of termination, Site shall immediately 
cease any subject recruitment or enrolment of patients, 
and shall promptly, which in no event shall exceed five 
(5) business days, cease conducting the Study and 
follow the specified termination procedures. Site 
ensures that any required subject follow-up procedures 
are completed and make all reasonable efforts to 
minimize further costs. Site shall perform such wind-
down and transition services as Alexion may reasonably 

8.5 .  Po
po poskytnutí oznámení o

Studii a bude postupovat podle specifikovaných 

pacient
k

to be a waiver of IQVIA’ or Alexion’s right to terminate

nemocnice Brno

uvedeno, nebo prodlouiena na zakladé pisemné

Ukonceni ze stranv spolecnosti IQVIA nebo
. Spolecnost IQVIA nebo Alexion m02e

kdykoli ukoncit Studii nebo platnost této Smlouvy

(a) Pokud se spolecnost IQVIA nebo Alexion
domnlvaji, 2e doslo kvyznamnému poruseni této

strany Pracovisté, m02e spolecnost
IQVIA pozastavit plnéni této Smlouvy jako celku
nebo jeji casti, mimo jiné zarazovani pacientu,

vyjimkou prlpadu, kdyby tlm mohla byt ohroiena
bezpeénost pacientfii ve Studii. Aby se pfedeslo

povaiovano za vzdani se prava spolecnosti IQVIA
nebo Alexion ukoncit tuto Smlouvu nebo Studii.

(b) Pracovisté muie pozastavit provadéni Studie
zakladé pisemného oznameni, pokud je podle

pfiméfeného lékafského usudku Zkousejiciho
pfiméfené rozhodnuto, 2e dalsi provadéni Studie
pravdépodobné ohrozi bezpecnost, zdravi nebo
blaho pacienti‘) ve

pflpadé jakéhokoli
ném bude Pracovisté

neprodlené telefonicky informovat spoleénosti
péti (5) pracovnich dnfii

takovém pozastaveni poskytne spolecnosti
drobne pisemné vysvétleni pozastaveni
Pracovisti vcetné veskere souvisejici

dokumentace jako podpory vysvétleni, vcetne

ukoncenl
muie ukoncit kterakoli ze

zakladé tficetidenni (30) vypovédni lhuty
dfiivodu nenapraveného poruseni vyznamné

dfiivodu ukonceni platno
kontrolniho ufadu FDA nebo jiného statniho <":i
kontrolniho ufadu s provadénim Studie.

Ucinek vypovédi pfijeti nebo
ukonceni Pracovisté

neprodlené zastavi jakykoli nabor nebo zafazovani
pacientu a okamiité, v Zadném pfipadé ne pozdéji
ne2 za pét (5) pracovnich dnfii, pfestane provadét

postupfi ukonceni. Zajisti, aby byly dokonceny
vsechny poiadované postupy nasledného sledovani

0, avynaloii veskeré pfiméfené usili
minimalizaci dalslch nakladfii. Pracovisté poskytne

CONFIDENTAL/DUVERNE



TZA67596_USA(en)_ -CAEL101-301 CSA (tripartite) template_Czech Rep
Alexion Pharmaceuticals, Inc.// CAEL101-301
Fakultní 
Version//Verze: 020223              

16

request and IQVIA shall make a final payment for visits 
or milestones properly performed and for approved non-
cancellable expenses properly incurred prior to the 
effective date of termination pursuant to this Agreement 
in the amounts specified in the Budget; provided, 
however, that twenty percent (20%) of this final payment 
will be withheld until final acceptance by Alexion of all 
Study subject CRF pages and all data clarifications 
issued and satisfaction of all other applicable conditions 
set forth in the Agreement.  

a
schválených 

v
za %) této 

Alexion s nou platností neschválí strany CRF 
Studii a dokud nebudou 

uspokojeny 

ve

8.6 Survival.  Obligations of the parties 

(a) that have accrued under this Agreement (including 
the Protocol and the Budget) shall survive termination 
or completion of the Study and 

(b) under the Sections labelled

Sections which by their terms expressly survive, shall 
survive termination or expiration of this Agreement.

8.6 Závazky stran 

(a), které vznikly po
Protokolu a platnosti 
po

(b) závazky uvedené v studijní 

kontro
a
podmínek v

platnosti i po
platnosti této Smlouvy.

9.  Regulatory and Other Representations and 
Warranties a záruky

9.1 Debarment.  Site represents and warrants that 

(a) it, Investigator and any person employed directly in 
or for the performance of the Study have not been 

(i) disqualified from serving as a testing facility 
or investigator, or 

(ii) debarred under Applicable Laws, 

(b) no debarred person will in the future be employed by 
Site in connection with the Study, and 

(c) the foregoing may be relied on by Alexion in any 
application for marketing approvals. During the term of 
this Agreement and for two (2) years after the expiration 
or termination of the Study, Site shall promptly, which in 
no event exceeds five (5) business days, notify IQVIA, 
in writing, if any such disqualification, debarment or ban 
occurs.

9.1
a

(a) jakákoli osoba 

nebyli 

(i) diskvalifikováni z výkonu funkce 

nebo 

(ii)

(b)
v souvislosti 
se Studií a

(c) na
ve marketingové schválení. 

po dobu dvou 
(2) let od

v
do

takové ukoncovaci a pfechodové sluiby, jaké muie
pfimérené poiadovat spolecnost Alexion,

spolecnost IQVIA provede konecnou uhradu fadne
provedenych navstév nebo milnikfii a
nezrusitelnych vydajfii radné vynaloienych pfed
datem ucinnosti ukonceni podle této Smlouvy

castkach uvedenych v rozpoctu; avsak
pfedpokladu, Ze dvacet procent (20

konecné platby bude zadrieno, dokud spolecnost
konec

vsech pacienti: ve
poskytnuta veskera vyjasnéni udajfii a
vsechny ostatni platné podminky stanovene

Smlouvé.

Pfetrvani platnosti.
dle této Smlouvy (vcetné

Rozpoctu), zfiistavaji v
ukonceni nebo dokonceni Studie a

..MediCa| and Stud clancich,,Lekarskéa
y zaznamy", ,,Dfi|vérné |nformace", ,,Publikace“,Records”, “Confidential lnformation", “Publication”, Duéevm V|aStniCtVi.. a Ujiéténi Ve vztahu ke

"Intellectual Property”, and “Regulatory and Other " ‘mm madam aaaléi ujiéténi azéruky.
Representations and Warranties” and any Other jakychkolidalsich clanclch,jejich2 platnostpodle

nemocnice Brnol

nich uvedenych vyslovné pfetrvava,
zfiistanou v ukonceni nebo vyprseni

9. Ujisténi ve vztahu ke kontrolnim ufadum
dalsi ujisténi a
 . Pracovisté prohlasuje

zarucuje, 2e
Pracovisté, Zkousejlcl a

zaméstnana pfimo ve Studii nebo pro jeji provadéni

zkusebniho zarizeni nebo zkousejiciho,

jim nebyla zakazana cinnost podle
Platnych pravnich pfedpisu,

Zadna osoba se zakazem cinnosti nebude
budoucnu zaméstnana na Pracovisti v

vyse uvedené se muie Alexion spolehnout
véci jakékoli Zadosti o

Béhem doby platnosti této Smlouvy a
vyprseni platnosti nebo ukonceni Studie

musi Pracovisté neprodlené, a kaidém pripadé
nejpozdéji péti (5) pracovnich dnu, pisemné
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takové 

9.2 General.  Site represents and warrants that 

(a) it has the full power and right to enter into this 
Agreement, 

(b) it shall strictly comply with all Applicable Law, and 

(c) there are no prior commitments with a third party that 
might interfere with its obligations hereunder, and 

(d) it possesses and shall carry at its own expense 
comprehensive general liability insurance with limits of 
not less than $1,000,000 per occurrence and 
$3,000,000 in the aggregate, and professional 
malpractice insurance (or similar errors and omissions 
insurance) with limits of not less than $1,000,000 per 
occurrence and $3,000,000 in the aggregate. Site shall 
maintain such coverage for the duration of this 
Agreement and for two (2) years thereafter.

Alexion hereby represents and warrants that it will 
obtain clinical trial insurance in accordance with § 58,
par. 2 of Act on Pharmaceuticals as may be 
subsequently amended. 

9.2 Obecné

(a)

(b)

(c)
stranou, které by mohly být na

(d) bude na

1 000 000 USD na jednu pojistnou událost 
a 3 000 000 USD úhrnem, a

opomenutí) s
1 000 000 USD na jednu pojistnou událost 
a 3 000 000

Smlouvy a po dva (2) 
následující roky.

souladu 
s § 58 odst. 2 Zákona o

9.3 Anti-Bribery/Fraud.  Site represents and 
warrants that neither it nor its owners, directors, 
employees, agents, or consultants will directly or 
indirectly, offer or pay, or authorize an offer or payment 
of, any money or anything of value to any government 
or public official  or public entity, with the knowledge or 
intent that the payment, promise or gift, in whole or in 
part, will be made in order to improperly influence an 
official act or decision that will assist Alexion, IQVIA, 
Institution or any Investigator in securing an improper 
advantage or in improperly obtaining or retaining 
business or in directing business to any person or entity. 
Additionally, if Site or any of its owners, directors, 
employees, agents, or consultants are government or 

payees under this Agreement is not intended to 
improperly influence any decision that any individual 
may make in their capacity as a government or public 
official.

9.3 ochrana proti 

ono 

subjektu s

provedeny za

nebo ja

jeho 

souhlasí s

k
rámci své 

9.4 Anti-Kickback.  Institution and Investigator 
agree that their judgment with respect to the advice and 
care of each Study subject will not be affected by the 
compensation received from this Agreement, that such 

9.4 .  Zdravotnické 

pacienty ve Studii 

vyplácena podle této Smlouvy, a

public officials, they agree that Alexion’s payment to

nemocnice Brnol

informovat spolecnost IQVIA, pokud dojde k
diskvalifikaci, vylouceni nebo zakazu.
i. Pracovisté prohlasuje a zarucuje,

2e ma plnou moc a pravo uzavfit tuto Smlouvu,
2e bude dfisledné dodriovat veskera ustanoveni

Platnych pravnich pfedpisu,
2e neexistuji Zadne pfedchozi zavazky s treti

prekaiku niie
uvedenym zavazkfiim Pracovisté, a

2e ma a své naklady udriovat
vseobecne pojisténl odpovédnosti s limity nejmené

profesionalnl pojisténi
odpovednosti pfi vykonu povolani (nebo obdobné
pojisténi pro omyly a limity nejmené

USD uhrnem. Pracovisté musi udriovat
toto pojisténi behem trvani této

Spolecnost Alexion timto prohlasuje a zarucuje, ie
uzavfe pojisténi klinickeho hodnoceni v

lecivech, ve zneni
pozdéjsich predpisu.

Protikorupcni ujednani a
podvodfiim. Pracovisté prohlasuje azarucuje, 2e

samo, jeho vlastnici, feditelé, zaméstnanci,
zastupci nebo konzultanti nebudou pfimo ani
neprimo nabizet nebo platit, nebo schvalovat
nabidku nebo platbu, jakychkoli financnich
prostfedku nebo cehokoli hodnotného jakémukoli
vladnimu nebo verejnemu ciniteli nebo vefejnému

védomim nebo zamérem, 2e platba,
pfislib nebo dar, at’ u2 vcelku nebojeho cast, budou

ucelem nepatficného ovlivnéni
ufednlho ukonu nebo rozhodnuti, ktere by
spolecnosti Alexion, IQVIA, Zdravotnickemu zafizeni

kémukoli Zkousejicimu pomohlo zajistit si
nepatficnou vyhodu nebo nepatficné ziskat nebo
udriet si obchodni pflleiitost, nebo nasmérovat
obchodni prileiitost k libovolne osobé ci subjektu.
Pokud jsou navic Pracovisté nebo kterykoli z
vlastnlkfii, reditelu, zaméstnancfii, zastupcfii nebo
konzultanti: vladnimi nebo vefejnymi ciniteli,

tim, 2e platba spolecnosti Alexion
pfijemcfim plateb podle této Smlouvy nenl urcena

tomu, aby nepatficné ovlivnila jakékoli rozhodnuti,
ktere mfiiie kterykoli jednotlivec ucinit v
funkce vladniho nebo vefejného cinitele.

zaflzeni a Zkousejici se zavazuji, 2e jejich usudek
ohledné konzultaci a pece o
nebude nijak ovlivnén odménou, ktera jim bude

potvrzuji, 2e tato
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compensation does not exceed the fair market value of 
the services that are being provided, and that no 
payments are being made for the purpose of inducing 
Institution or Investigator to purchase or prescribe any 
drugs, devices or products. If Alexion or IQVIA provides 
any free products or items for use in the Study, 
Institution and Investigator agree that they will not bill 
any Study subject, insurer or governmental agency, or 
any other third party, for such free products or items. 
Institution and Investigator agree that they will not bill 
any Study subject, insurer, or governmental agency for 
any visits, services or expenses incurred during the 
Study for which they have received compensation from 
IQVIA or Alexion, or which are not part of the ordinary 
care they would normally provide for the Study subject, 
and that neither Institution nor any Investigator will pay 
another physician to refer subjects to the Study.

které budou poskytovat, a ny 

nákupu nebo 

-
Alexion nebo IQVIA poskytovat k Studii 

výrobky a
ve

souhlasí s Studii, 
po
výdaje, které jim vzniknou v za
budou od

Studii jinak poskytovali. 
Zavazu

Studie.

9.5 Financial Disclosure.  In accordance with 
Applicable Law, Site represents and warrants that it will, 
for Investigator and, if applicable, each listed or 
identified sub-investigator, who is directly involved in the 
treatment or evaluation of Study subjects, promptly 
return to IQVIA a financial disclosure form that has been 
completed and signed by such Investigator or sub-
investigator and to allow transfer of the financial data to 
the US, which shall disclose any applicable interests 
held by such Investigator or sub-investigators or their 
spouses or dependent children. Site agrees that IQVIA 
may withhold payments if it does not receive a 
completed form from Investigator and each applicable 
sub-investigator. Site shall ensure that all such forms 
are promptly updated as needed during the Study and 
for two (2) years after its completion. Site acknowledges 
that the completed forms may be subject to review by 
governmental or regulatory agencies, Alexion, IQVIA, 
and their designees, and Site consents to such review.

9.5 .  V souladu 
s
a
relevantní

podílí na Studii, 

a o

USA, s

a

po dobu dvou (2) let po jejím 

a takovou kontrolou 
souhlasí.

9.6 Consequential Damages. Neither IQVIA nor 
Alexion shall be responsible to Site for any lost profits, 
lost opportunities, or other consequential damages. 
Except in the case of breach of the Section labelled 

to IQVIA or Alexion for any lost profits, lost 
opportunities, or other consequential damages.  

9.6

za

za

10.  General

10.1 No Agency.  Site and Alexion are independent 
contractors and nothing in this Agreement will create or 

10.1 Zákaz zastoupení
Alexion jsou nezávislí dodavatelé a nic z toho, co je 

Confidential lnformation”, Site shall not be responsible

nemocnice Brnol

odména nepfevysuje beznou odménu za sluiby,
2e jim nejsou vyplace

Zadne dalsi castky za ucelem navadét Zdravotnické
zaflzeni nebo Zkousejiciho k
pfedepisovani urcitych léciv, zdravotnickych
prostfedkfl nebo vyrobkfii. Budou li spolecnost

pou2iti ve
néjaké vyrobky nebo polo2ky zdarma, zavazuji se
Zdravotnické zarlzeni a Zkouéejlci, Ze takové

poloiky nebudou uctovat pacientum
Studii, pojistovnam, statu ani jinym tretim

osobam. Zdravotnické zarlzenl aZkousejici
tim, 2e nebudou pacientfirm ve

jisfovnam ani statu uctovat navstévy, sluiby ani
prubéhu Studiea né2

spolecnosti IQVIA nebo Alexion dostavat
odménu, pfipadné ktere nebudou soucasti beine
lécby, ji2 by pacientfiim ve

jl se take, 2e nebudou jinym lékaffiim vyplacet
Zadnou odménu za doporuceni pacienti] do

Zvefejnéni financnlch informaci
Platnymi pravnlmi pfedpisy Pracovisté prohlasuje
zarucuje, 2e pro Zkousejlciho a, pokud je to

, kaidého uvedeného nebo
identifikovaného spoluzkousejlciho, ktery se primo

lecbé nebo hodnoceni pacienti] ve
neprodlené zasle spolecnosti IQVIA formular pro
zvefejnénl financnich udajfii, ktery byl vyplnén

podepsan takovym Zkousejicim neb
spoluzkousejicim, aumoini pfedavani financnich
udajfii do uvedenim jakychkoli pfislusnych
majetkovych zajmfl tohoto Zkousejiclho nebo
spoluzkousejicich nebo jejich manielu/manielek ci
zavislych deti. Zdravotnické zarlzeni souhlasi, 2e
spolecnost IQVIA mfiiie pozdriet platby, pokud
neobdrii vyplnény formulaf od Zkousejiciho

kaidého odpovidajiclho spoluzkousejlciho.
Pracovisté zajisti, aby vsechny takové formulare byly
neprodlené dle potfeby aktualizovany behem
provadénl Studie a
dokoncenl. Pracovisté bere na védomi, 2e vyplnéné
formulare mohou podléhat kontrole statnich nebo
kontrolnich ufadu, spolecnosti Alexion, IQVIA

jejich zastupcu, a Pracovisté s

Nasledné skody. Spolecnost IQVIA ani
Alexion nenesou odpovédnost vuci Pracovisti

jakékoli uslé zisky, ztracené pfileiitosti nebo jiné
nasledné skody. Kromé pflpadu porusenl clanku
,,Dfivérné informace" Pracoviété nenese
odpovédnost vuci spolecnosti IQVIA nebo Alexion

jakékoli uslé zisky, ztracené pfileiitosti nebo jiné
nasledné skody.

10. Obecné
. Pracovisté a spolecnost
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imply any agency relationship between the parties or 
Alexion nor will the Agreement constitute a joint venture 
or partnership between the parties. Neither IQVIA nor
Alexion shall be responsible for any employee benefits, 

employment-related taxes as to Investigator or Site or 
their staff.

uvedeno v
nevyplývá jakýkoli vztah zastoupení mezi stranami 

enesou 

10.2 Assignment.  Institution, on behalf of itself and 
its personnel, agrees to not subcontract, assign or 
transfer any rights or obligations under this Agreement 
without the written consent of IQVIA and Alexion. 
Institution shall ensure that all third parties who provide 
services on behalf of Institution comply with the terms of 

assign this Agreement, in whole or in part, to Alexion or 
to a third party, and IQVIA shall not be responsible for 
any obligations or liabilities under this Agreement that 
arise after the date of the assignment, and Site hereby 
consents to such an assignment provided that the 
obligations of Site and performance by Investigator 
remain the same. 

10.2 Postoupení jménem 
sebe a souhlasí s

Alexion 

Na
IQVIA postoupit tuto Smlouvu jako celek nebo 

a
povinnosti ani závazky vyplývající z této Smlouvy, 
které vzniknou po datu postoupení, a
s tímto postoupením souhlasí za

strany 

10.3 Severability.  This Agreement, including the 
Protocol and Budget (which are hereby incorporated by 
reference), is the sole and complete agreement 
between the parties and replaces all other written and 
oral agreements relating to the Study. No amendments 
or modifications to this Agreement shall be valid unless 
in writing and signed by all the parties. If any provision 
of the Agreement is held to be invalid, void or 
unenforceable, such provision shall be deemed to be 
restated to reflect as nearly as possible the original 
intention of the parties in accordance with Applicable 
Law and the remaining provisions of this Agreement 
shall remain in full force and effect.

10.3
Protokolu a

úplnou dohodu mezi 
smluvními stranami a
písemné a ústní dohody související se

pokud nebudou v nebudou 
-li 

jakékoli ustanovení Smlouvy shledáno 
neplatným nebo nevymahatelným, bude takové 

v souladu s zbývající 
plné 

platnosti a

10.4 Order of Precedence.  If this Agreement 
conflicts with the Protocol, 

(a) this Agreement shall govern as to contractual 
obligations and 

(b) the Protocol shall govern as to scientific obligations.  

10.4 .  V
Smlouvou a Protokolem se, 

10.5 Waiver. To be effective, any amendment of this 
Agreement must be in writing, reference this 
Agreement, and be signed by the parties. 
Notwithstanding the foregoing, Alexion may at any time 
modify the Protocol by written notice to Site, subject to 
the approval of the applicable IRB.

10.5
v

musí odkazovat na tuto Smlouvu a musí být 
podepsána smluvními stranami. Bez ohledu na

to
se

pensions, workers’ compensation, withholding

this Agreement. Upon Alexion’s request, IQVIA may

nemocnice Brnol

této Smlouvé, nevytvarl ani znéj

nebo spolecnosti Alexion, a Smlouva nebude rovnéi
pfedstavovat spolecny podnik nebo partnerstvi mezi
stranami. Spolecnost IQVIA ani Alexion n
odpovédnost za Zadné zaméstnanecké vyhody,
dfiichody, odskodnéni pracovnikfii, sraikove dané ani
dané souvisejici se zamestnanim, pokud jde o
Zkousejlciho nebo Pracovisté <":i jejich personal.

. Zdravotnické zarlzeni,
svych zaméstnancfii, tim, 2e bez

pisemného souhlasu spolecnosti IQVIA a
neuzavfe subdodavatelskou smlouvu, nepostoupi
ani nepfevede jakakoli prava nebo povinnosti podle
této Smlouvy. Zdravotnické zafizeni zajisti, aby
vsechny treti strany, ktere poskytuji slu2by jeho
jménem, dodriovaly podminky této Smlouvy.

Zadost spolecnosti Alexion miiiie spolecnost

castecné spolecnosti Alexion nebo tfeti strané
spolecnost IQVIA nebude odpovédna za Zadné

Pracovisté
predpokladu, 2e

povinnosti Pracovisté a plnénl ze
Zkousejiciho zfiistanou stejné.

Oddélitelnost. Tato Smlouva vcetné
Rozpoctu (ktere jsou timto zahrnuty

formou odkazu) tvori vyhradni a
nahrazuje veskeré jiné

Studii. Zadné
dodatky nebo zmény této Smlouvy nebudou platné,

pisemne formé a
podepsany vsemi smluvnlmi stranami. Bude

neucinnym,

ustanoveni povaiovano za preformulované tak, aby
co nejvlce odpovidalo pfiivodnimu zaméru stran

Platnymi pravnimi pfedpisy, a
ustanoveni této Smlouvy zfiistanou zachovana v

ucinnosti.
Pfednost pfipadé rozporu mezi touto

(a) smluvnl zavazky rldl touto Smlouvou a

(b) védecke zavazky se ridi Protokolem.
 .Aby byla jakékoli zména

této Smlouvy ucinna, musi byt pisemne formé,

vyse
uvedené muie spoleénost Alexion kdykoli upravit
Protokol plsemnym oznamenim Pracovisti, a

souhlasem prislusné NEK.
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10.6 Prevailing language. The Agreement is drawn 
up in English and in Czech language versions. In case 
of any dispute, the Czech language version shall 
prevail.

10.6 Smlouva je sepsána 
v anglické a

10.7     Counterparts. This Agreement is executed in four 
(4) counterparts, out of which each Party shall receive 
one counterpart, each of them shall constitute an 
original and all of which, when taken together, shall 
constitute one agreement. Signatures to this Agreement 
may be delivered by qualified electronic signature..

10.7 Stejnopisy. Tato Smlouva je vyhotovena ve 
stejnopisech, z

originál 
a

podepsána 
kvalifikovaného elektronického 

podpisu.

10.8 Governing Law. This Agreement shall be 
interpreted and enforced under the laws of Czech 
Republic

10.8 Rozhodné právo. Tato Smlouva bude 
vykládána a

ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic s.r.o. / SOUHLASU 

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY Fakultní nemocnice Brno / 
Fakultní nemocnice Brno

By/ Jméno: MUDr. Ivo Rovný, MBA

Title/ Funkce:

(must authorized to sign on Institution s behalf) / (musí se jednat o
zástupce Zdravotnického 

Signature/ Podpis:

Date/ Datum:

Pfednostni 'azyk.
ceske jazykove verzi. Vpripadé

jakychkoli nesrovnalosti je rozhodujlci ceska verze.

ctyfech (4) nichi kaida Strana
obdrii pojednom, kaidy bude povaiovan za

vsechny spoleéné budou tvofit jednu smlouvu.
Tato Smlouva mfiiie byt rovnéi
prostrednictvim

jeji plnéni bude vymahano podle
pravniho radu Ceske republiky.

NA DUKAZ
PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE IQVIA RDS Czech Republic s.r.o.

sviZiJ PODPIS OPRAVNENY ZASTUPCE
NA DUKAZ SOUHLASU PRIPOJUJE

Director/feditel

zafizenl):
podpis opravnéného

nemocnice Brnol
CONFIDENTAL/DUVERNE
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ACKNOWLEDGED AND AGREED BY THE IN

Name/ Jméno:

Signature/ Podpis:

Date/ Datum:

Signed by IQVIA RDS Czech Republic, s.r.o., under a Limited Agency Agreement dated 18 Nov 2021 in the 
name of Alexion Pharmaceuticals Inc./

Alexion Pharmaceuticals Inc.

Name/ Jméno:

Signature/ Podpis:

Date/ Datum:

EXHIBIT A

Budget and Payment Schedule

A

rozpis plateb

EXHIBIT B

Power of Attorney/Delegation Letter of IQVIA Plná moc

PODHSZKOUSEflCi
VESTIGATOR I NA DUKAZ SOUHLASU PRIPOJUJE SVUJ

Podepsano spolecnosti IQVIA RDS Czech Republic, s.r.o., na
zakladé smlouvy o omezeném zastoupeni ze dne 18. listopadu 2021 jménem

PRlLOHA

Rozpocet a

PRROHAB
/ povéreni spolecnosti IQVIA

nemocnice Brno
CONFIDENTAL/DUVERNE
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EXHIBIT A P A

BUDGET & PAYMENT SCHEDULE R ROZPIS PLATEB

 

2

Invoiced 
to/Iniciátor 
fakturace 5

Payment in 
CZK without 
VAT 
INST/Platba v 

RlLOHA

OZPOCET A

VisitINév§téva

Kc':, bez DPH

nemocnice Brnol
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Náklady související s 

2

Invoiced 
to/Iniciáto
r
fakturace 
5

Payment in 
CZK without 
VAT 
INST/Platba 

DPH

IYlecbou I za kaidé provedené
vysetfeni v Kc, bez

nemocnice Brnol
CONFIDENTAL/DUVERNE
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Pharmacy fees/Lékárenské poplatky 2
Iniciátor 
fakturace 5

Platba v K<':, bez DPH

nemocnice Brnol V I
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1 Úhrada   

 

2 Platby 4x , 

 Kalkulaci na 
 IQVIA

kalkulace je monitor.  30 
 

 souladu s harmonogramem uvedeným v  
 

 fakturaci je  

 

Insitution fees/Náklady pro nemocnici Iniciátor 
fakturace 5 Platba v Kc, bez DPH

pred podpisem smlouvy na zakladé samostatné vystavené fa ktury Zd ravotnickym zarizenim.

budou provadény roéné, a to ke konci kalendarniho étvrt/eti na zékladé faktury. Faktura
bude vystavena poskytovatelem na zakladé kalkulace vytvorené Zadavatelem, a to do 15 dnfi od
doruéeni kalkulace poskytovateli (pficemi datum doruéeni je zaroven datem uskuteénéni
zdanitelného plnéni). Kalkulace bude poskytnuta na veskeré poloiky uvedené v rozpoétu.
vesfkeré po/ofky uvedené vrozpoétu poskytne spoleénost , osoba zodpovédnd za pfedloieni

Splatnost faktury éini dni od doruéeni. Pri pozdni uhradé je poskytovatel
opravnén iliétovat urok z prodleni v zakonné vysi. V pripadé, ie zadavatel nedoruéi poskytovateli
kalkulaci véas v predchozim textu, a déle v pripadé pozdni
uhradyje poskytovatel oprévnén pozastavit zadévéni dat do databéze, a to ai do provedenl prislusné
uhrady. Kontaktni osoba pro zasiléni podkladfii k

nemocnice Brnol V I
CONFIDENTAL/DUVERNE
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cena za dodávky léku  CyBorD (Cyclophosphamide, bortezomib, 
dexamethasone) a Daratumumab  se bude  

 

 

4 V rámci tohoto klinického h
  spojených s 

 úhradu 

 souladu s § 36 odst. 13 zákona 
 

z 
fakturu, a to ve   

 

Iniciátor fakturace rétní platby bude iniciovat 

 

 

1 Payment before signing the contract on the basis of a separate invoice issued by the Institution. 

 

2 Payments will be made 4 times a year, at the end of the calendar quarter on the basis of an invoice. 
The invoice will be issued by the Provider on the basis of a quotation produced by the Employer within 
15 days of the receipt of the quotation by the Provider (the date of receipt being the date of the 
taxable supply). The quotation will be provided for all items listed in the budget. The quotation for all 
items listed in the budget will be provided by IQVIA, the person responsible for submitting the 
quotation is CRA. The invoice is due 30 days from receipt. In the event of late payment, the provider 
is entitled to charge default interest at the legal rate. In the event that the contracting authority fails 
to deliver the calculation to the provider on time in accordance with the timetable set out in the 
preceding text, and in the event of late payment, the provider is entitled to suspend data entry into 
the database until the relevant payment has been made. The contact person for sending billing 
documents is

 

3 The actual invoiced price for the supply of the Medication CyBorD (Cyclophosphamide, bortezomib, 
dexamethasone) and Daratumumab will be based on the actual purchase price of the Product. The 
pharmacy's margin will be added to the price of the Preparation according to the state's degressive 
margin range. The cost of the purchase will be reimbursed on an ongoing basis, in accordance with 
the Hospital Pharmacy's requirements. 

3 Skutecné fakturované
odvijet od skuteéné nakupni ceny Pfipravku. K cené

Pripravku bude pfipoéitana marie lékéirny dle statem stanoveném rozmezi degresivni marie. Naklady
vvna nakup budou hrazeny prfiibezné, ve lhfiitach dle poiadavkfii Nemocniéni lékérny.

odnoceni se Zadavatel dale zavazuje vyplatit Zdravotnickému zarizeni
pausélni Eéistku ve vysi na uhradu nakladfi subjektfi klinického hodnoceni
cestou do Zdravotnického zafizeni a zpét (dale jen ,,cestovni naklady”). Pauséilni Eéstka na
cestovnich nékladfii (dale jen ,,pau§al”) bude Zadavatelem vyplacena na zakladé faktury vystavené
Zdravotnickym zafizenim po uzavfeni této smlouvy. Pausal se v
ff. 235/2004 Sb., o dani 2 pfidané hodnoty, ve znéni pozdéjsich pfedpisfii, nezahrnuje do zakladu dané

pridané hodnoty. Po vyéerpani tri Etvrtin pausélu je Zdravotnické zarizeni opravnéno vystavit dalsi
stejné vysi jako pfedchozi.

5 Sloupec nadepsany ,, ” uvadi, zda provedeni konk
Zadavatel/CR0 prostfednictvim Etvrtletniho/pololetniho prehledu nebo Zdravotnické zafizeni
prostfednictvim faktury.

nemocnice Brnol V I
CONFIDENTAL/DUVERNE



TZA67596_USA(en)_ -CAEL101-301 CSA (tripartite) template_Czech Rep
Alexion Pharmaceuticals, Inc.// CAEL101-301
Fakultní 
Version//Verze: 020223              

27

 

4 In the context of this clinical trial, the Sponsor further agrees to pay the Institution a lump sum of 
CZK 40 000,- to cover the costs of the clinical trial subjects associated with travel  to and from the 
Institution (hereinafter referred to as 'travel costs'). The lump sum for the reimbursement of travel 
costs (hereinafter referred to as the 'Lump Sum') shall be paid by the Sponsor on the basis of an invoice 
issued by the Institution after the conclusion of this Agreement. The lump sum shall not be included 
in the value added tax base in accordance with Section 36(13) of Act No. 235/2004 Coll., on Value 
Added Tax, as amended. After three quarters of the lump sum has been used up, the Institution is 
entitled to issue another invoice in the same amount as the previous one.  

 

5 The column headed 'Initiator of invoicing' indicates whether the making of a particular payment 
will be initiated by the sponsor/CRO through the quarterly/semi-annual statement or by the 
Institution through the invoice. 

 

 

A. PAYEE DETAILS A. Ú

The Parties agree that the payee designated below is the 
proper payee for this Agreement, and that payments under 
this Agreement will be made only to the following payee 

Smluvní strany souhlasí s

podle této Smlouvy a
Smlouvy budou hrazeny pouze následujícímu 

Contract Payee

Payee Name 

(Must match name in 
the contract)

Fakultní nemocnice Brno

Payee Address Jihlavská 20, 625 00 
Brno, Czech Republic / 

ze Smlouvy

plateb 
(musí odpovídat 
jménu ve 

Fakultní nemocnice Brno

plateb

Jihlavská 20, 625 00 
Brno, Czech Republic / 

("Payee"):

DAJE PRlJEMCE PLATEB

tim, 2e ni2e uvedeny
pfijemce plateb je fadnym pfijemcem plateb

2e platby podle této

pfijemci plateb (.,Pfijemce plateb"):

Ceska republika

nemocnice Brnol

Prijemce plateb

Jméno Prijemce

smlouvé)

Ad resa Pfijemce

Ceské republika

CONFIDENTAL/DUVERNE
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VAT/Tax ID

(Tax ID must exactly 
match the payee 
name indicated 
above, or tax exempt 
when applicable)

CZ65269705

Banking 
Information:

Bank Name

Bank Street Rooseveltova 18,

Bank City Brno

Bank State/Province

Bank Postal Code 60110

Bank Country Czech Republic

Receiving Account 
Currency

CZK

IBAN 
CZ34 0710 0000 0000 
7123 4621

Swift Code (8 or 11 
Characters)

CNBACZPP

If the contracted Payment Currency does not match 
your bank account, you may need to provide an 
Intermediary Bank.  Please contact your Financial 
institution for details.  If an Intermediary bank is 
required, please provide Bank Name, Account 
Number if applicable and SWIFT Code of 
Intermediary Bank along with all other required 
Wire instructions.

Contact Information

Name of recipient 
sending invoices to 

Phone number & 
Email

Language Preference Czech

shodovat s
uvedeným 
názvem/jménem 

není 
plátcem DPH)

CZ65269705

Bankovní 
spojení:

Název banky

Ulice Rooseveltova 18,

Brno

Stát/kraj

60110

IBAN 
CZ34 0710 0000 0000 
7123 4621

SWIFT kód (8 
nebo 11

CNBACZPP

-li

ostatními údaji pro 

kód SWIFT.

Kontaktní 
údaje

zasílajícího 
faktury 

Ceska nérodn/' banka

DIC

(Danové
idenfifikaénl
cislo se musi

vyée

pfijemce plateb;
pfipadné
uved'te, 2e

Ceské narodni banka

Mésto

PSC

Zemé Ceska republika

Ména uctu Kc

znakfii)

Pokud dohodnuta ména platby neodpovida
méné vaseho bankovniho uctu, je moiné, 2e
budete muset uvest jeste
zprostredkovatelskou banku. Podrobnosti
Vam sdéli vase financni instituce. Bude
nutne pouiivat zprostfedkovatelskou banku,
uved'te spolecné s
bankovni prevod také jeji nazev a pripadné
jeji cislo uctu a

nemocnice Brnol

Nazev pfijemce

CONFIDENTAL/DUVERNE
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Name of payment 
recipient to receive 
payment notification 
and details

Phone number & 
Email

Language Preference Czech

a e-mail

Preferovaný 
jazyk

plateb, kterému 
mají být 
zasílána 
oznámení 
a údaje 
o platbách

a e-mail

Preferovaný 
jazyk 

number, Site is obliged to inform IQVIA in writing by 
sending an email to:

Centrum klinického 

-mailem na 

Parties agree that in case of changes in address which do 
not involve a change of Payee, tax numbers, or tax exempt 
status, no further amendments are required.

The Parties acknowledge that the designated Payee is 
authorized to receive all of the payments for the services 
performed under this Agreement.  

Smlouvy.  

Alexion and IQVIA will enter into an agreement with the 
Investigator for activities in the matter of a Study beyond 
the activities for which the Institution is responsible under 
this Agreement. Also, the Agreement stipulates the 
remuneration of the Investigator (or members of the Study 
Team) for performing these activities. Alexion 
acknowledges that the amount of remuneration must be in 
accordance with the internal regulations of the Institution 
throughout the duration of the Study, which is the 
responsibility of the Investigator to ensure the internal 
regulations of the Institution are followed. Alexion and 
IQVIA declare that, with the exception of the Agreement 

provedení 

dobu trvání Studie v souladu s

smlouvy dle 

In case of changes in the Payee's address or bank account

nemocnice Brnol

Telefonni cislo

Jmeno Prijemce

Telefonni cislo

Cesky

Pfipadnou zménu adresy nebo bankovniho
spojeni Prljemce plateb je
hodnoceni povinno oznamit spolecnosti IQVIA
pisemne e

Strany se dohodly, 2e v pfipade zmen adresy,
ktere nezahrnuji zménu Pfijemce plateb,
danovych cisel nebo stavu osvobozeni od dane,
nebude vyiadovan dalsi dodatek.

Strany timto berou na védomi, 2e uvedeny
Prijemce plateb je opravnén pfijimat veskeré
platby za sluiby poskytované na zakladé této

Spolecnost Alexion/IQVIA uzavfe se
Zkousejicim smlouvu na cinnosti ve veci Studie
nad ramec cinnosti, za ktere odpovida
Zdravotnické zarizeni podle této smlouvy.
Smlouva mj. stanovi odménu Zkousejiciho
(popf. clenu studijniho tymu) za
téchto cinnosti. Spolecnost Alexion/IQVIA bere
na védomi, Ze vyse odmény musi byt po celou

vnitfnimi
pfedpisy zdravotnickeho zarlzeni, za coi
odpovida Zkousejici. Spolecnost Alexion /IQVIA
prohlasuje, 2e s vyjimkou
pfedchoziho textu neuzavfe Zadnou dalsi

CONFIDENTAL/DUVERNE
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according to the previous agreed, they will not enter into 
any other agreement with any employee of the Institution.

smlouvu s

B. MINIMUM ENROLMENT GOAL B. M

Investigator
enrolment goal is 1 subject and that Site will use its best 
efforts to reach the enrolment goal within a reasonable 
timeframe after commencement of the Study at Site.  If Site 
fails to adhere to this principle, Sponsor and/or IQVIA may 

to continue participation in the 
Study.

pacienta. 

po 
zahájení klinického hodnocení v Centru 
klinického hodnocení.  Pokud Centrum 

hodnocení k ní ve Studii.

C. PAYMENT TERM C. PLATEBNÍ PODMÍNKY 

IQVIA will pay the Payee every 6 months, on a completed 
visit per subject basis in accordance with the attached 
budget. 

Payments will be made every four times a year, at the end 
of the calendar quarter  on the basis of an invoice. Invoice 
will be issued by Institution, based on a calculation made 
by IQVIA, within 15 days from the receipt of the calculation 
by the Institution (the date of the receipt is deemed as the 
date of the taxable transaction). Calculation will be made 
for all items listed in the budget. Calculations for all items 
listed in the budget tables will be provided by IQVIA Clinical 
trial Payments and calculation for other items will be 
provided by the CRA of the study. Invoices will be payable
within 30 days from their receipt.

souladu 
s

Faktura bude vystavena Zdravotnickým 

z
poskytnuta na
v
uvedené v tabulkách s

Payments
monitor studie. Kontaktní 

fakturaci je paní 
Husáková. email: 

0

Payments will be in each case reduced by ten (10 %) 
percent. This reduced amount shall represent a value of 
any/all activities related to close-out of the database, 
including all CRFs pages, all data clarifications issued, the 
receipt and approval of any outstanding regulatory 
documents as required by IQVIA and/or Alexion, the return 
of all unused supplies to IQVIA, and upon satisfaction of all 
other applicable conditions set forth in the Agreement.

deset procent 
(10

s

schválení 
lních 

Alexion

acknowledges that investigator's minimum

reconsider Site's suitability

nemocnice Brnol

Zadnym zaméstnancem
Zdravotnického zafizeni.

|NlMALNl cii_ovv POCET ZARAZENYCH
SUBJEKTU

Zkousejici lékaf bere na védomi, 2e jeho
zavazek je zafadit minimalné 1
Zkousejici lékaf se proto zavazuje, 2e Centrum
klinického hodnoceni uéini vse pro to, aby tento
zavazek byl splnén vpfimefene lhfiité

klinického hodnoceni tento zavazek nedodrii,
mohou Zadavatel a/nebo spolecnost IQVIA
prehodnotit zpfiisobilost Centra klinického

dalsimu pokracova

Spolecnost IQVIA bude faktury od Prijemce
plateb hradit kaide tfi (3) mésice v

pfiloienym rozpoctem na zakladé poctu
uskutecnénych navstév jednotlivymi pacienty.

Platby budou provadény 4x rocné, a to ke konci
kalendafniho ctvrtleti na zakladé faktury.

zarizenim na zakladé kalkulace vytvofené
spolecnosti IQVIA, a to do 15 dnu od doruceni
kalkulace Zdravotnickemu zafizeni (pricemi
datum doruceni je zaroven datem uskutecnéni
danitelneho plnéni). Kalkulace bude

veskere polo2ky uvedené
rozpoctu. Kalkulaci na veskere polo2ky

rozpoctem na navstévu
poskytne spolecnost IQVIA Clinical trial

a kalkulaci na ostatnl poloiky
poskytne pfislusny
osoba pro zasilani podkladfii k

Splatnost faktury cini 3 dni od doruceni.

Kaida castka bude sniiena o
%). Tato odectena castka predstavuje

hodnotu veskerych ukonii souvisejicich
uzavfenim databaze vcetné pfedani vsech

stranek formulaffii CRF, vysvétleni pfipadnych
nejasnosti ohledné dat, doruceni a
pflpadnych dalsich dokladfii od kontro
ufadfii vyiadovanych spolecnosti IQVIA nebo

, vracenl vsech nespotfebovanych
pomficek amaterialu spolecnosti IQVIA

CONFIDENTAL/DUVERNE
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a
Smlouvy.

Any expense or cost incurred by Site in performing this 
Agreement that is not specifically designated as 
reimbursable by IQVIA or Sponsor under the Agreement 
(including this Budget and Payment Schedule) is the sole 
responsibility of the Site.

Sml

IQVIA nebo Zadavatelem podle této Smlouvy 
platebními 

podmínkami), uhradí Centrum klinického 
hodnocení.

In case that the Institution is a payer of VAT, appropriate 
rate of VAT according to a mandatory statute, will be 
included to the above mentioned invoice amounts.

All government taxes are the sole responsibility of the 
Payee.

In case of late payments, the Institution is entitled to charge 
statutory late payment interest, as required by law.  If IQVIA 
fails to deliver the calculation in time as agreed in the 
previous Article, and in case of late payment, Institution is 
entitled to interrupt the loading of data into the database, 
until the outstanding payment is made to the Institution. The 
Institution warrants that the reporting of SAE and other 
patient safety data will not be suspended under any 
circumstances.

v souladu s harmonogramem uvedeným 
v dále v

pozastavit zadávání dat do databáze, a to 
do

Major, disqualifying Protocol violations are not 
payable under this Agreement nebudou podle podmínek této Smlouvy 

proplácena.

D. SCREENING FAILURE D. PACIENTI, UPNÍMI 

Reimbursement for screen failures will be at the amount 
indicated on the screening visit of the attached budget 
table. uvedené v vstupní 

nemocnice Brnol

splnénl vsech ostatnich podminek této

Veskeré vydaje nebo naklady, ktere Centru
klinického hodnoceni vzniknou pfi plnéni teto

ouvy, avsak nejsou vyslovne uvedeny jako
vydaje nebo naklady proplacené spolecnosti

(vcetné této pfilohy s Rozpoctem a

Pokud je Zdravotnické zafizeni platcem DPH,
bude ke vsem vyse uvedenym castkam
pfipoctena DPH v zakonne vysi.

Plnénl veskerych danovych povinnosti je
vylucnou odpovédnostl Pfijemce plateb.

Pri pozdni uhradé je Zdravotnické zafizeni
opravnéno uctovat urok z prodleni v zakonné
vysi. V pfipadé, 2e IQVIA nedoruci
Zdravotnickemu zarizeni kalkulaci véas

predchozim textu, a pfipadé pozdni
uhrady je Zdravotnické zafizenl opravnéno

a2 provedenl prislusne uhrady. Zdravotnické
zafizeni se zarucuje, 2e hlaseni SAE a dalsich
bezpecnostnich dat pacienta nebude za
Zadnych okolnosti pozastaveno.

Zévainé diskvalifikujici poruseni Protokolu

KTERl NEPROJDOU VST
VYSETRENiMl

Za pacienty, ktefl neprojdou vstupnlmi
vysetrenlmi, bude hrazena castka ve vysi

pfiloienem rozpoctu u
navstévy.

CONFIDENTAL/DUVERNE
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E. DISCONTINUED OR EARLY TERMINATION SUBJECTS E. V PACIENTI,

Reimbursement for discontinued or early termination 
subjects will be prorated based on the number of confirmed 
completed visits. v

F. UNSCHEDULED VISITS F. N

Payment for unscheduled visits will be reimbursed in the 
amount of [which includes overhead], as denoted in 
the Budget Table above. To be eligible for reimbursement 
for unscheduled visits, supporting data entry must be 
completed and submitted to IQVIA, along with any 
additional information which may be requested by IQVIA, 
to appropriately document the unscheduled visit. The
person responsible for the billing documents is the relevant 
study monitor.  

G. COST REIMBURSEMENT FOR MEDICATION NOT SUPPLIED BY 

SPONSOR

Medication not supplied by the Sponsor shall be charged 
by
price of medicinal products shall not be higher than the sum 

surcharges set by the price regulation of the Ministry of 
Health. The Institution shall not bear any responsibility for 
non-delivery of medicinal products in case of their 
unavailability on the Czech market. The Institution shall 
send invoices independently of the other invoices in the 
study. There shall be no retention on invoices for medicinal 
products. The due date of invoices shall be thirty (30) days 
from the issuance of a regular invoice. The Sponsor is also 
obliged to pay for medication reserved for the study 
(unused).

náklady], jak je uvedeno v tabulce s

a
s

Osoba 

monitor studie.

G. Ú LÉKY NEDODÁVANÉ 

ZADAVATELEM

Léky nedodávané Zadavatelem bude lékárna 

Zdravo

nezávisle na ostatní fakturaci ve studii. Na 

Zadavatel 
je povinen uhradit i léky rezervované pro studii 

H. CONDITIONAL PROCEDURES (WITH INVOICE) H. P (NA FAKTURU)

The following conditional procedure costs will not duplicate 
procedures covered in the per patient budget and will be 
reimbursed on a pass-through basis upon receipt of an 
invoice in the amount indicated in the table below (which uvedenou v

the Institution's pharmacy at the selling price. The selling

of the manufacturer's maximum price and the trade

nemocnice Brnol

YRAZENl PACIENTI A KTERl
LECBU UKONC1 PREDCASNE

Odména za vyrazené pacienty nebo pacienty,
ktefi ucast ukonci pfedcasné, bude vyplacena

pomérné vyéi podle poctu potvrzenych
uskutecnénych navstév.

 

Za neplanované navstévy bude vyplacena
castka [tato castka ji2 zahrnuje reiijni

rozpoctem
vyse. Podminkou pro vyplacenl odmény za
neplanované navstévy je zadanl veskerych dat

jejich predani spolecnosti IQVIA spolecné
pripadnymi dalsl podklady, ktere bude

spolecnost IQVIA poiadovat kfadnému
doloieni neplanovane navstévy.
zodpovédna za podklady k fakturaci je pfislusny

HRADA NAKLADU NA

Zdravotnického zafizeni uctovat v prodejni
cené. Prodejni cena lecivych pripravkfii nebude
vyssl nei soucet maximalni ceny vyrobce a
obchodnich priraiek stanovenych cenovym
pfedpisem Ministerstva zdravotnictvi.

tnicke zafizeni neponese Zadnou
odpovédnost za nedodani lécivych prlpravkfii v
pripadé jejich nedostupnosti na ceskem trhu.
Zdravotnické zarizeni bude faktury zasilat

faktury s lecivymi pripravky se nebude
uplatnovat zadrine. Splatnost faktur bude tficet
(30) dniii od vystaveni fadne faktury.

(nepouiité).

ODMlNENE UKONY

Nasledujici naklady na podminéné ukony budou
hrazeny podle ukonfi uvedenych v rozpoctu na
pacienta, na zakladé originalu faktury na castku

nasledujicl tabulce (castka u2
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includes overhead). To be eligible for payment, the Subject 
number, procedure(s) and procedure dates must be 
included on the invoice and submitted along with any 
additional information which may be requested by IQVIA to 
appropriately document the procedure(s). The person 
responsible for the billing documents is the relevant study 
monitor.  

í náklady). Podmínkou pro 

s
a data provedení úkonu a

ná za podklady k fakturaci je 

I. EC FEES I. POPLATKY ETICKÉ KOMISI

EC costs will be paid upon receipt of an invoice issued by 
the EC, and are not included in the attached Budget.  
Payment will be made directly to the EC. Any subsequent 
re-submissions or renewals, upon approval by IQVIA and 
Alexion, will be paid upon receipt of appropriate 
documentation.

J. SITE COSTS

STUDY START-UP FEE 

Start-Up costs of have been paid to Institution 
through a separate agreement prior to the execution of this 
Agreement for the start-up activities performed in 
anticipation of its participation in the Study. 

ADMINISTRATIVE FEE FOR DEPARTMENT OF
CLINICAL TRIALS
An annual Administrative Fee payment of  will 
be made for each initiated year of active study subject 
treatment upon completion and receipt by CRO of all 
original contractual and regulatory documentation and 
receipt of an invoice.

ECONOMY DEPARTMENT FEE
An annual economy department payment of CZK 

 will be made for each initiated year of active 
enrollment of subjects to the study upon completion and 
receipt by CRO of all original contractual and regulatory 
documentation and receipt of an invoice.

PHARMACY SET-UP FEE 

A one-time, non-refundable Pharmacy Set-Up payment will 
be reimbursed at the amount of and will be made 
upon completion and receipt by IQVIA of all original 

Poplatky etické komisi budou propláceny po 
nejsou 

souhlasného stanoviska se souhlasem

J. NÁKLADY CENTRA KLINICKÉHO HODNOCENÍ

POPLATEK ZA ZAHÁJENÍ KLINICKÉHO HODNOCENÍ

Poplatek za zahájení klinického hodnocení ve 

spojených se zahájením klinického hodnocení 

ADMINISTRATIVNÍ POPLATEK PRO O

KLINICKÝCH STUDIÍ

faktury.

POPLATEK EKONOMICKÉMU

faktury.

POPLATEK ZA ZAHÁJENÍ 

nemocnice Brnol

zahrnuje re2ijn
vyplaceni odmény je predloieni faktury

uvedenim cisla pacienta, ukonu (ukonfii)
pfiloieni pripadnych

dalslch podkladfii, ktere bude spolecnost IQVIA
po2adovat k fadnému doloieni ukonu (ukonfi).
Osoba zodpovéd
pflslusny monitor studie.

pfijeti faktury vystavené etickou komisi a
zahrnuty do pfiloieného Rozpoctu. Platby
budou hrazeny primo etické komisi. Castky za
dodatecna podanl nebo prodlouieni

spolecnosti IQVIA nebo Alexion budou hrazeny
po pfedloieni prlslusnych dokladu.

vysi byl uhrazen zdravotnickému
zafizeni na zakladé samostatne smlouvy pred
uzavrenim teto smlouvy na pokryti aktivit

ve zdravotnickém zafizeni.

DDELENl

Rocni administrativni poplatek ve vysi
bude uhrazen za kaidy zahajeny rok aktivni
lécby pacientfii ve Studii po dokonceni a po prijeti
CRO veskere originalni smluvni a regulacni
dokumentace a po obdrieni

ODDELENl
Rocni poplatek ekonomickému oddéleni ve vysi

bude uhrazen za kaidy zahajeny rok
aktivniho naboru pacientfii do Studie po
dokonceni a po pfijeti CRO veskere originalni
smluvni a regulacni dokumentace a po obdrieni

CINNOSTI LEKARNY

CONFIDENTAL/DUVERNE



TZA67596_USA(en)_ -CAEL101-301 CSA (tripartite) template_Czech Rep
Alexion Pharmaceuticals, Inc.// CAEL101-301
Fakultní 
Version//Verze: 020223              

34

contractual and regulatory documentation and receipt of an 
original invoice.

PHARMACY CLOSE-OUT FEE 

A one-time, non-refundable Pharmacy Close-out payment 
will be reimbursed at the amount of  and will be 
made upon completion and approval by IQVIA of any 
outstanding data and dug accountability documentation 
(including as applicable eCRFs and data clarifications 
issued and resolved), and upon receipt of invoice, at end of 
Study.

PHARMACY STORAGE FEE 

An Pharmacy storage payment will be reimbursed at the 
amount of for every 3 months for the storage of 
Study Drug. Site will be eligible for reimbursement upon 
receipt of Study Drug by Institution and upon receipt of 
invoice detailing the months of storage.  

Local laboratory Fee

A, non-refundable Lab Set-Up payment of  for 
each year of active treatment of patients in the study will 
be made upon completion and receipt by IQVIA of all 
original contractual and regulatory documentation and 
receipt of an invoice. 

ARCHIVING FEE 

Payee will receive an Archiving Fee at the amount of of
per 25 years of archiving to be made upon 

completion and approval by IQVIA of any outstanding data 
documentation (eCRFs and data clarifications issued and 
resolved) and regulatory documentation and upon receipt 
of original invoice Institution shall maintain all Site Study 
records in a safe and secure location to allow easy and 
timely retrieval, when needed.

AGREEMENT AMENDMENT FEE

An Agreement Amendment Fee of CZK  will be 
made after signing the Agreement Amendment and upon 
receipt of invoice in the event of a Sponsor driven 
Agreement amendment.

SUBJECT TRAVEL EXPENSES*

Jednorázový nevratný poplatek za zahájení 
klinického hodnocení v

a

P

klinického hodnocení v

ch dat a evidenci 

k
a

POPLATEK ZA UCHOVÁVÁNÍ V

v
Tento poplatek bude Centru klinického 
hodnocení uhrazen po dodání Hodnoceného 

faktury s

R

faktury.

POPLATEK ZA ARCHIVACI

za 25 let  archivace,
a
a
a

IQVIA a
y záznamy 

Centra klinického hodnocení uchovávat na 

nemocnice Brnol

lékarné ve vysi
bude vyplacen po vyplnénl veskerych smluvnich
dokumentfii a dokumentfii pro kontrolni ufady

jejich predani spolecnosti IQVIA a doruceni
originalu faktury spolecnosti IQVIA

OPLATEK ZA UKONCENi CINNOSTI LEKARNY

Jednorazovy nevratny poplatek za ukonceni
lékarné ve vysi

bude vyplacen na konci Studie po doplnéni
pflpadnych chybéjici dokladfii k
hodnoceneho pfipravku (pfipadné vcetné
dodani formulaffii eCRF a zodpovézeni dotazfii

datfim) ajejich schvaleni spolecnosti IQVIA
po pfedloieni faktury.

LEKARNE

Za uchovavani Hodnoceneho pfipravku bude
vyplacen pausalni poplatek za uchovavani

lekarné ve vysi za kaidé 3 mésice.

pfipravku Zdravotnickym zaflzenim na zakladé
uvedenim mésicfii uchovavani.

ocni poplatek za sluiby lokalni laboratofe

Nevratna platba za laboratof ve vysi za
kaidy rok aktivni lécby pacientiii ve studii bude
provedena po dokonceni a obdrieni veskere
originalni smluvni a regulacni dokumentace
spolecnosti IQVIA a po obdrieni

Pfijemci plateb bude uhrazen poplatek za
archivaci ve vysi

to po doplnéni pripadnych chybéjicich dat
podkladiii (a pfipadné dodani formulaffii eCRF
zodpovézeni dotazfii k datfiim) a dokladfii pro

kontrolnl urady ajejich schvalenl spolecnosti
po pfedloieni originalu faktury.

Zdravotnické zafizeni bude vsechn

bezpecnem azabezpecenem misté, aby bylo
mo2ne je vpfipadé potfeby snadno avcas
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Subject compensation payments for travel expenses 
associated with the visit to the Institution will be performed,

document and are not included in the attached Budget.

IQVIA will provide Study Subjects with cash for 
reimbursement associated with visits to the Healthcare 
Facility as per protocol at a flat rate of CZK one (1) 
visit per Study Subject. payments for travel expenses are 
not included in the attached budget.

získat.

POPLATEK ZA DODATEK K

 

CESTOVNÍ VÝDAJE PACIE *

za cestovní 
výdaje spojené s

v souladu 
s podepsaným dokumentem informovaného 

nejsou zahrnuty v .

hotovosti k
s dle 
protokolu v za jednu (1) 

K. EQUIPMENT K. VYBAVENÍ

Alexion or IQVIA/vendors contracted by Alexion shall 
remain the sole property of Alexion/IQVIA/vendor, as the 
case may be. 

Therefore, it is hereby agreed that such Equipment shall: 

not prevent the Site from conducting the Study and 
carrying out their obligations under this Agreement; 

b)  be used only for the purposes of the Study; 

c)  be used in accordance with any manuals or 
instructions while in possession of the Site;

d) shall remain in the same condition, ordinary wear 
and tear excepted.  As long as the Equipment are in 
the possession of the Site, it is liable for maintenance 
or any risk of loss in connection with the Equipment 

vybavení (dále jen 

a)
moci Vybavení kdykoli odvézt pod 

klinického hodnocení v
a

b)

c) souladu 
s pokyny, 
bude-li je Centrum klinického hodnocení mít.

in accordance with each Subject's signed informed consent

All materials and equipment provided (“Equipment”) by

a) be subject to removal at any time upon the Alexion’s
or, lQVlA’s demand provided that such removal does

nemocnice Brnol

E SMLOUVE

Poplatek za dodatek ke smlouvé ve vysi
Kc bude vyplacen po podpisu dodatku ke
smlouvé a obdrieni faktury v pfipadé dodatku ke
smlouvé z popudu Zadavatele.

NTU

Kompenzacni platby subjektu
navstévou Zdravotnického

zafizeni budou provadény

souhlasu jednotlivych subjektfii, tyto platby
pfiloieném rozpoctu

Spolecnost IQVIA poskytne subjektum studie
castku v uhradé nakladfii spojenych

navstévou Zdravotnického zafizeni
pausalni vysi

navstévu jednoho (1) subjektu studie.

Veskery material a
,,Vybaveni“), ktere dodaji spolecnost Alexion
nebo IQVIA ci dodavatele, s nimii spolecnost
Alexion uzavre smlouvu, zfiistane vyhradnim
vlastnictvim spolecnosti Alexion nebo IQVIA
nebo prislusného dodavatele.

Smluvni strany se proto dohodly, 2e:

Spolecnost Alexion nebo IQVIA budou

podminkou, 2e tim nebudou branit Centru
provadéni Studie

plnéni zavazkfii podle této Smlouvy.

Vybaveni bude pouilvano vyhradné pro
ucely Studie.

Vybaveni bude pouiivano v
pfipadnymi navody kpouiiti a
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during the conduct of the Study; 

e) be clearly identified as the sole property of Alexion 
/IQVIA/vendor, as applicable, by clearly stating  

any third parties, including creditors, that the legal 
owner retains title thereto; and 

f) upon completion or termination of the Study, IQVIA 
or Alexion, together with Site assistance, shall arrange 
the return of all equipment provided for the Study within 
one (1) month of request to return, or if requested by 
the Alexion or IQVIA in writing, arrange for the disposal 
of the Equipment as soon as reasonably practicable.

d)
stavu, v jakém bude dodáno, s
k
bude Vybavení nacházet ve vlastnictví 
Centra klinického hodnocení, ponese 

e)
výhradní vlastnictví spo

vlastnické právo k
zákonný vlastník. 

f)

v Centrem klinického 

poskytnutého pro Studii do jednoho 
(1) jeho vrácení, 

L. PAYMENT DISPUTES L. S

Site will have thirty (30) days from the receipt of final 
payment to dispute any payment discrepancies during the 
course of the Study.

Studie bude moci Centrum klinického hodnocení 
reklamovat do 30) d

M. INVOICES M. FAKTURY 

Payments will be issued by IQVIA based on Visit Budget, 
payment frequency and payment terms as described 
above. Payments will be made only upon receipt of 
corresponding invoices, including back-up documentation, 
in the specified currency, as described below. Invoices will 
be payable within 30 days from the date of receipt by IQVIA 
of the invoice, including any applicable back-up
documentation.

Invoices for any additional payments to those stated in this 
agreement (i.e., additional reimbursements) must also be 
sent to IQVIA and approved by sponsor. All invoices shall 

a
Platby 

nim, 
v
Faktury budou splatné do 30

v náhrady nad stanovenou 

“BELONGS TO “Name of legal owner" in order to notify

nemocnice Brnol

Vybaveni bude udriovano ve stejnem
prihlédnutim

béinému opotrebeni. Vdobé, kdy se

Centrum klinického hodnoceni odpovédnost
za jeho udribu a za riziko pripadne ztraty
Vybaveni béhem Studie.

Vybaveni bude jasné oznaceno jako
lecnosti

Alexion/IQVIA/prislusneho dodavatele timto
textem: ,,MAJETEK (jméno zakonného
vlastnika)", aby byly tfeti osoby vcetné
pripadnych véfitelfii informovany, 2e

nému si ponechal jeho

po dokonceni nebo pfedcasném ukonceni
Studie zajisti spolecnost IQVIA nebo Alexion

soucinnosti s
hodnoceni vraceni veskerého Vybaveni

mésice od Zadosti o
pflpadné pokud oto spolecnost Alexion
nebo IQVIA pisemne poiadaji, likvidaci
Vybaveni, jak nejdflve to bude proveditelné.

PORY OHLEDNE PLATEB

Pripadne nesrovnalosti vplatbach béhem

tficeti ( n0 po doruceni
zavérecné platby.

Platby budou provadény spolecnosti IQVIA na
zakladé rozpoctu navstév, cetnosti plateb

platebnich podminek, jak je popsano vyse.
budou provadény pouze na zaklade

pflslusnych faktur vcetné podkladiii k
dohodnute méné a niie uvedenym zpfiisobem.

dnfii od data
doruceni faktury spolecnosti IQVIA vcetné
prislusnych podkladfii k fakture.

Faktury za pripadné dalsi platby neuvedené
této Smlouvé (napr.

maximalni castku) museji byt rovnei zasilany
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be raised in the following manner:

Invoices to be billed to:

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

Pernerova 691/41, 186 00

Praha 8 - Karlín,

Czech Republic

Invoices to be sent to: 

Email original invoices including back up 
to:

Emailed invoices and backup are preferred.  In the 
event of invoices in hard copy need to be sent, please 
send to the following address:

Att Clinical Trial Payments

IQVIA , 5th floor.

210 Pentonville Rd, King Cross

London N1 9JY

United Kingdom

The following information should be included on the 
invoice:

o Complete INVESTIGATOR name, 

o Invoice Date

o Invoice Number

o Payee Name (must match Payee indicated in CTA)

o Payment Amount

o Complete description of services rendered

o Study Number: 

o Sponsor Name

All invoice and payment related inquiries shall be 

Zadavatel. Faktury budou vystavovány takto:

Faktury budou vystavovány na:

IQVIA RDS Czech Republic, s.r.o. 

Pernerova 691/41, 186 00

Praha 8 - Karlín,

Adresa pro zasílání faktur: 

E-maily s nim 
posílejte e-mailem na: 

Preferujeme zasílání faktur a p
k nim e-mailem.  V
faktury v
následující adresu:

Clinical Trial Payments

IQVIA, 5th floor.

210 Pentonville Rd, King Cross

Londýn N1 9JY

Spojené království

Faktura musí obsahovat tyto 

o

o Datum vystavení faktury

o

o
s CTA)

o

o

o

o Zadavatel

spolecnost IQVIA, ale navlcje musi schvalit take

Ceska republika

originaly fakturvcetné podkladu k

odkladu

nemocnice Brnol

piipadé. ie je tfeba zasilat
tisténé podobé,_posilejte je na

naleiitosti:

Jméno ZKOUSEJlClHO LEKARE,

Cislo faktury
Jméno pfijemce platby (musi byt shodne

Pfijemcem platby uvedenym v

Castka platby

Podrobny popis poskytnutych sluieb

Cislo klinického hodnoceni:
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addressed directly to IQVIA Clinical Trial Payments at 
y týkající se faktur a plateb 

Clinical 
Trial Payments, e-mail: 

Invoices and any accompanying documentation must not 
include any personally identifying information of any 
Subject, including but not limited to Subject first or last 
name, initials, date of birth, address, telephone, passport 
number, email address, or credit card information. If 
invoices or any accompanying documentation do contain 
this information IQVIA will notify Payee. Payee will need to 
resubmit a redacted invoice and accompanying 
documentation that does not include any personally 
identifying information of any Subject.

-mailovou adresu nebo 
údaje o Pokud faktury nebo 
podklady k nim takové údaje budou obsahovat, 

plateb. mce plateb bude muset poslat 
upravenou fakturu a podklady k ní bez osobních 

NO OTHER ADDITIONAL FUNDING REQUESTS WILL 
BE CONSIDERED

All amounts include all applicable taxes and excludes 
VAT.

All payments for this Study in accordance with the 
attached Budget will be 

souladu 
s

paid by IQVIA electronically.

 

nemocnice Brnol

Veskeré dotaz
posilejte prlmo spolecnosti IQVIA, odd.

Faktury ani Zadné podklady knim nesméji
obsahovat Zadné osobni udaje pacientfii,
napfkrestnl jméno nebo prijmeni, inicialy,
datum narozeni, adresu, telefon, cislo
obcanskeho prfikazu, e

platebni karté.

spolecnost IQVIA na to upozorni Pfijemce
Pfije

udajili pacientili.

ZADNE JINE ZADOSTI o F|NANCNl
PROSTREDKY NEBUDOU SCHVALOVANY

Vsechny castky zahrnuji veskeré prislusné
dané krome DPH.

Vsechny platby za tuto Studii v
pfiloienym Rozpoctem bude

spolecnost IQVIA hradit bankovnim prevodem.
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EXHIBIT B

Power of Attorney/Delegation Letter of IQVIA

 

nemocnice Brnol
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