STUDY AGREEMENT

SMLOUVA O STUDII

On

O

the cooperation in the non-interventional
study “PEARL”: Pan-European prospective
observational study of Fremanezumab
effectiveness in patients with chronic or
episodic migraine in the Real-World

spolupraci na neinterven¢ni studii
»PEARL*: Panevropska prospektivni
sledovaci studie tc¢innosti fremanezumabu
u pacientu s chronickou nebo epizodickou
migrénou v realném sveété

Between

mezi stranami

Institut Dr. Schauerte
hereinafter referred to as “IDS”

Institut Dr. Schauerte
dale jen ,,IDS*

Finkenstr. 7

Finkenstr. 7

80333 Munich

80333 Mnichov

Acting on behalf of

jednajici jménem spole¢nosti

Teva Pharmaceuticals Europe B.V.
hereinafter referred to as “Sponsor”

Teva Pharmaceuticals Europe B.V.
dale jen ,,zadavatel

Piet Heinkade 107

Piet Heinkade 107

Amsterdam, Noord-Holland, Netherlands
Represented by:

Amsterdam, Noord-Holandland, Nizozemsko
Zastoupena:

And A

Name: Jmeéno:

Olomouc University Hospital, Department of Fakultni nemocnice Olomouc, Neurologicka
Neurology Klinika

Address: Adresa:

|.P. Pavlova 185, Nova Ulice, 779 00 Olomouc,
Czech Republic

IV.P. Pavlova 185, Nova Ulice, 779 00 Olomouc,
Ceska republika

Owner:

Vlastnik:

State subsidized organization established by the

Ministry of Health of the Czech Republic by the
decision of the Minister of Health of 25.11.1990,
File no. OP-054-25.11.90

Statni piispévkova organizace zfizena
Ministerstvem zdravotnictvi CR rozhodnutim
ministra zdravotnictvi ze dne 25.11.1990, ¢.j.
OP-054-25.11.90

represented by the authorised signatory of the
Study Site

zastoupené opravnénou osobou studijniho
pracoviste

—7

hereinafter referred to as “Study Site”

dale jen ,,studijni pracovisté*

and

a

its employee, the investigator

jeho zaméstnancem, zkousejicim I¢kafem
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- hereinafter referred to as “Investigator”-

- dale jen ,,zkousejici 1€kai“*-

IDS, Study Site, and Investigator

IDS, studijni pracovisté a zkousejici 1¢kar

- hereinafter individually also referred to as a
“Party” and jointly as the “Parties” -

- dale jednotlivé nazyvani ,,Strana” a spolecné
,Lstrany* -

PREAMBLE

PREAMBULE

(1) In this non-interventional study (NIS), the
investigator collects data from patients treated at
Study Site with Ajovy® (fremanezumab) for migraine
prevention. Patients are treated according to medical
routine. The study protocol does not make demands
regarding kind and schedule of diagnostic and
therapeutic procedures.

(1) V této neintervenéni studii (NIS) shromazd’uje
zkousejici lékat udaje od pacienti léCenych na
studijnim pracovisti ptipravkem Ajovy®
(fremanezumab) pro prevenci migrény. Pacienti jsou
léceni podle bézné 1ékarské péce. Protokol studie

nema zadné pozadavky tykajici se  druhu
a harmonogramu  diagnostickych a terapeutickych
postupti.

(2) In this study the patient is not provided with any
above-standard care (multiple visits, more frequent
examinations) compared to a patient with a similar
diagnosis and similar type of procedures.

(2) V této studii neni pacientovi poskytovana
nadstandardni péce (opakované navstévy, Castéjsi
vySetfeni) ve srovnani s pacientem s podobnou
diagnozou a podobnym typem vykond.

3) This NIS is intended to supplement existing
clinical study data on Ajovy® with findings from daily
practice. The main objective is to evaluate the
effectiveness of Ajovy® administered in adult patients
with chronic migraine (CM) or episodic migraine
(EM) who have at least 4 migraine days per month.
Objectives furthermore include analysis of the
proportion of patients reaching at least 50% reduction
in the monthly average number of migraine days
during the 6-month period after the first dose of
Ajovy®, in real-world clinical practice.

3 Ugelem NIS je doplnit stavajici udaje
o ptipravku Ajovy® ziskané v klinické studii o nalezy
z kazdodenni praxe. Hlavnim cilem je vyhodnotit
G¢innost piipravku Ajovy® podavaného dospélym
pacienttim s chronickou migrénou (CM) nebo
epizodickou migrénou (EM), ktefi maji migrénu
nejméné 4 dny v mésici. Cile dale zahrnuji analyzu
podilu pacientt, ktefi dosahnou alespont 50% snizeni
primérného mési¢niho poc¢tu dnti s migrénou béhem
6 mésicti po prvni davce piipravku Ajovy® v realné
klinické praxi.

4) The Sponsor has commissioned IDS with the
development, planning, organisation, execution and
evaluation of the study.

(G)) Zadavatel najal IDS za ucelem vyvoje,
planovani, organizace, provedeni a vyhodnoceni
studie.

The contractual parties enter into the following
agreement.

Smluvni strany uzaviou nasledujici smlouvu

§1 SUBJECT-MATTER OF THE
AGREEMENT

§1 PREDMET SMLOUVY

(1) The Study Site agrees that Investigator
enrolls patients in the study and documents data of
such patients within the framework of the study
described in the Preamble. The study shall be
conducted in accordance with the Protocol in Annex
1. The Protocol and the Ajovy® Summary of Product

1) Studijni pracovi§t¢ souhlasi stim, Ze
zkousejici 1ékaf provede ndbor pacienti do studie
a zdokumentuje daje téchto pacienti v rdmci studie
popsané v preambuli. Studie bude provadéna
v souladu s protokolem v p¥iloze 1. Protokol a souhrn
udajii o ptipravku Ajovy® (SmPC) jsou soudasti této

Characteristics (SmPC) are part of this agreement. In | smlouvy. V ptipadé rozporu mezi protokolem
the event of any discrepancy between the Protocol and | a smlouvou bude mit pfednost protokol.

the Agreement, the Protocol shall take precedence.

2 The Study Site agrees that Investigator may | (2) Studijni pracovist¢ souhlasi stim, Ze

initially enroll approximately 10 patients in the study.
The inclusion of further patients requires the written
approval of the Sponsor. The Sponsor reserves the

zkousejici lékai mize zpocatku zaradit do studie
priblizné 10 pacientti. Zafazeni dalSich pacientt
vyzaduje pisemny souhlas zadavatele. Zadavatel si
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right to stop or limit the inclusion of patients in the
study at any time.

vyhrazuje pravo kdykoli ukoncit nebo omezit

zafazovani pacientll do studie.

(3) Remuneration of the Investigator and his team will
be settled in a separate agreement. The Study Site is
not responsible for the proper taxation of the
remuneration of the team members

(3) Odména zkousejiciho 1ékate a jeho tymu bude
vypofdddna v samostatné dohodé. Zdravotnické
zafizeni nedopovida za fadné zdanéné této odmeny.

§2 EXECUTION

§2 PROVEDENI

1) The Study Site is willing and able to
participate in the study in accordance with this
Agreement.

1) Studijni pracovisté je ochotné a schopné
Ucastnit se studie v souladu s touto smlouvou.

(2) Investigator

(2) Zkousejici 1ékaf

The contractual parties agree that the following
physician will be responsible for the study in the Study
Site.

Smluvni strany souhlasi s tim, Ze nasledujici 1ékaf
bude odpovédny za studii na studijnim pracovisti.

| Name: [

Iméno: [

(hereinafter referred to as “Investigator”)

(déle jen ,,zkousejici 1¢kai*)

(3) Non-intervention, medical independence

3) Neintervenéni, 1ékarska nezavislost

The study protocol does not make demands regarding
kind and schedule of diagnostic and therapeutic
procedures. The inclusion of patients into the study
and their treatment, including diagnosis and follow-
up, follows medical standard of care. The contractual
parties agree that the concern for the health of patients
always and unconditionally takes precedence over the
interests of science or even the contractual parties.

Protokol studie nema zadné pozadavky tykajici se
druhu a harmonogramu diagnostickych
a terapeutickych postupil. Zatazeni pacientd do studie
ajejich 1é¢ba, veetné diagndézy a nésledného
sledovani, se fidi 1ékafskymi standardy péce.. Smluvni
strany souhlasi stim, ze uvahy tykajici se zdravi
pacienti maji vzdy a bezpodmine¢né ptednost pred
zajmy védy nebo i smluvnich stran.

requirements, rules and relevant guidelines and
guidelines for the proper conduct of the study. Both
parties will respect transparency and compliance
codes of conduct for the cooperation between the
pharmaceutical industry and medical profession.

(4 Compliance with regulations (4) Dodrzovani ptedpisit
The Study Site undertakes to comply with the | Studijni pracovist¢ se zavazuje dodrzovat platné
applicable laws, regulations, Ethics Committees’ | zakony, ptedpisy, pozadavky etickych komisi,

pravidla a pfislusna doporuceni a pokyny pro fadné
provadéni studie. Ob¢ strany budou respektovat
pravidla pro transparentnost a dodrzovani etickych
kodexii pro spolupraci mezi farmaceutickym
odvétvim a zdravotnickymi pracovniky.

IDS undertakes to obtain approvals of, notifications to,
and communication with regulatory bodies and/or
Ethics Committees, as far as required by regulations
according to sentence 1 and 2 of this section. The study

IDS se zavazuje zajistit schvaleni, oznameni
a komunikaci s regula¢nimi organy a/nebo etickymi
komisemi, pokud to vyzaduji predpisy podle 1.
a 2. véty této Gasti. Studijni pracovisté souhlasi s tim,

site agrees to provide the necessary documentation | ze IDS  poskytnou potiebnou  dokumentaci
and information to IDS. a informace.
(5) Obligation to Inform (5) Oznamovaci povinnost

The Study Site shall immediately inform IDS of any
circumstances which may adversely affect the proper
conduct of the study. In particular, IDS must be
informed immediately of any irregularities, such as
imminent or occurred violations of the protocol or of
applicable laws. The Study Site may commission the

Studijni pracovisté bude okamzité informovat IDS
0 vsech okolnostech, které mohou neptiznivé ovlivnit
fadné provadéni studie. Zejména musi IDS neprodlené
informovat o jakychkoli nesrovnalostech, jako jsou
poruSeni nebo hrozici poruSeni protokolu nebo
platnych zakont. Studijni pracovisté muze povefit

ASSURANCE

Investigator to fulfil this obligation to inform. zkousejicitho lékafe plnénim této oznamovaci
povinnosti.
§3  DISCLOSURE AND QUALITY §3  ZVEREJNENI A ZAJISTENI

KVALITY

Disclosure

1)

Q)

Zvetejnéni

Version 2.0 dated 25 June 2020

Verze 2.0 ze dne 25. junio 2020

Page 3 of 19

Strana 3z 19




The Study Site agrees that information about the
study, in particular study title, objectives, number of
study sites with locations, the targeted number of
patients as well as the study results shall be entered
into a publicly accessible register by IDS or the

Studijni pracovis§té souhlasi stim, Zze informace
o0 studii, zejména nazev studie, cile, pocet studijnich
pracovist s lokacemi, cilovy pocet pacientl
avysledky studie, budou vlozeny do vefejné
pfistupného registru IDS nebo zadavatele a Ze tyto

Sponsor and that this information will be published in | informace budou publikovany  vsouladu se
accordance with legal requirements. zakonnymi pozadavky.
(2) Monitoring / Audit (2) Monitorovani/audit

Sponsor and IDS or their representatives shall have the
right to visit the Study Site during the performance of
the Study and after the termination of the Study, upon
reasonable advance notice and during regular business
hours at mutually convenient times for the following
purposes: (i) to provide information and instruction on
the execution of this Agreement; (ii) to assess and/or
confirm that the obligations under this agreement are
being conducted by the Investigator to the standards
agreed upon herein; (iii) to inspect the procedures,
facilities and Study records as relevant for performing
these Services; (iv) to perform audits and to collect and
copy any related documentation for the purpose of
regulatory authorization’s inspection or any other
purposes in accordance to Sponsor’s sole discretion,
as far as related to the Investigator’s obligations under
this Agreement, provided such copies do not include
any unauthorized individually-identifiable
information of Study Patients.

Zadavatel a IDS nebo jejich zastupci budou mit pravo
navstivit studijni pracovisté béhem provadeéni studie
a po ukonceni studie, a to po pfiméfeném piedchozim
ozndmeni  abéhem  bézné  pracovni  doby
V oboustrann¢ vyhovujicim case za nasledujicimi
udely: (i) poskytnuti informaci a pokynt k plnéni této
smlouvy, (ii) posouzeni a/nebo potvrzeni, Ze jsou
povinnosti podle této smlouvy plnény zkousejicim
lékatem dle standardd odsouhlasenych v této smlouve,
(iii) kontroly postupt, zatizeni a studijnich zaznamd,
které jsou relevantni pro poskytovani téchto sluzeb,
(iv) provedeni auditd a shromazd’ovani a kopirovani
souvisejici dokumentace za ucelem kontroly pro
povoleni regula¢nimi Gfady nebo pro jiné ucely dle
vyhradniho uvazeni zadavatele, pokud se vztahuji

k povinnostem  zkouSejiciho 1ékate podle této
smlouvy, ato za ptedpokladu, ze tyto kopie
neobsahuji zadné neautorizované osobni

identifikovatelné udaje studijnich pacientd.

The Study Site shall maintain complete and accurate
patient records related to the Study and the Study Site
shall retain all such records resulting from the Study
according to the protocol for a period of 25 years after
study end.

Studijni pracovisté bude uchovavat uplné a presné
zaznamy pacienta souvisejici se studii a studijni
pracovisté bude uchovavat vSechny takové zaznamy
ziskané ze studie dle protokolu po dobu 25 let od
ukonceni studie.

The Sponsor’s right to visit the Study Site and to
perform such audits will survive expiration,
termination or cancellation of this Agreement.

Pravo zadavatele na navstévu studijniho pracovisté
aprovadéni takovych auditd pietrva po vyprSeni
platnosti, vypovézeni nebo zruSeni této smlouvy.

§4 PATIENT RECRUITING AND
DOCUMENTATION

§4  NABOR PACIENTU
A DOKUMENTACE

1) Before admission to the NIS, the Investigator
shall inform the patient about the Study, about the

1) Pred pfijetim do NIS bude zkousejici 1ékar
informovat pacienta o studii, dokumentace Uudaju

documentation of the patient data as well as the | pacienta, zachazeni sosobnimi Udaji a jejich
handling, processing and inspection of personal data. | zpracovani a zkoumani.
2 For inclusion in the study, the written consent | (2) Pro zafazeni do studie je nutny pisemny

of the patient for data inspection and pseudonymised
data forwarding is required. The form provided by IDS
for this declaration of consent according to the General
Data Protection Regulation (Regulation (EU)
2016/679). The data retention periods shall be in
accordance with European and/or the local retention
regulations related to clinical trial data.

souhlas pacienta se zkoumanim wdaji a pfedanim
pseudonymizovanych 0daji. Formulai poskytnuty
IDS pro toto vyjadfeni souhlasu je v souladu s
obecnym nafizenim o ochrané osobnich udaju
(nafizeni (EU) 2016/679). Obdobi pro uchovavani
udaji musi byt vsouladu sevropskymi a/nebo
mistnimi pfedpisy, které se tykaji uchovavani udaji
z klinického hodnoceni.

3) The documentation of the patient data for the
purposes of the study is carried out in pseudonymised
form in accordance with the Protocol, the electronic
data collection form and § 11 of this Agreement (data
protection). The individual observation period of each
patient is up to 2 years maximum, if necessary, a
follow-up of adverse events until complete recovery or
until no further improvement is expected and a stable

?3) Dokumentace tdajt pacientti pro Géely studie
se provadi v pseudonymizované formé v souladu
s protokolem,  formulafem  pro  elektronické
shromazd’ovanim udajt a § 11 této smlouvy (ochrana
osobnich udaji). Individudlni obdobi sledovani
kazdého pacienta je maximalné 2 roky, plus v ptipadé
potieby nasledné sledovani nezadoucich piihod az do
uplného zotaveni nebo do okamziku, kdy se
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condition is achieved. Patient informed consent shall
be obtained, from the Study Site at inclusion of the
patient.

neoCekava dalsi zlepSeni aje dosazeno stabilniho
stavu. Informovany souhlas pacienta musi byt
poskytnuty studijnim pracovistém pifi zafazeni
pacienta do studie.

The Study Site, through the Investigator, ensures that
the findings are collected completely and correctly and
that they are continuously documented. Any queries
regarding incomplete or implausible data in the
findings must be answered by the Study Site, through
the Investigator. Queries that are not answered or not
answered on time shall be equivalent to incomplete
documentation and may not be considered for
calculation of the compensation.

Studijni pracovi§t€¢ prostfednictvim zkousejiciho
1ékaie zajisti, ze ziskané nalezy budou tpIné a sprvné
a ze budou pribézn¢ dokumentovany. Veskeré dotazy
tykajici se neuplnych nebo nevérohodnych udaji
Vv nalezech musi studijni pracovist¢ zodpovédet
prostiednictvim zkousejiciho lékafe. Dotazy, které
nejsou zodpovézeny nebo nejsou zodpovézeny vcas,
budou ekvivalentem nelplné dokumentace, kterd
nemuze byt zahrnuta do vypoctd odmény.

§5 COMPENSATION

§5 ODMENA

(1) For conducting the study according to the
Protocol, the Study Site will receive remuneration
from IDS. The remuneration is based on Fair Market
Value hourly rates. This maximum amount is
composed as follows:

1) Za provedeni studie podle protokolu dostane
studijni pracovisté tthradu odmény od IDS. Odména
vychazi z hodinovych sazeb podle skuteéné trzni
hodnoty. Tato maximalni castka je sestavena
nasledovné:

Tabulka plateb za jednotlivé navstévy/ Individual Visits Cost Schedule

(2) The compensation shall only become due
after the service has been rendered in full, i.e. after IDS
has completed and checked the electronic

documentation ~ forms  for  correctness and
completeness, the training has been completed and the
training certificate signed, and the relevant study

2 Odména bude splatna pouze po plném
provedeni sluzby odpovidajici danému odstavci, tj. az
poté, co IDS dokonéi azkontroluje spravnost
a uplnost elektronickych formulait, probéhne Skoleni
abude podepsano potvrzeni o $koleni, a pFislusné
studijni dokumenty budou piedlozeny etické komisi
pracoviste.
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documents have been submitted to the site’s Ethics
Committee, respectively.

3) All claims of the Study Site against IDS shall
be settled by the compensation enumerated above.
Other expenses like out-of-pocket expenses will not be
reimbursed. No compensation other than the one
defined in § 5 shall be paid to the Study Site (see
column ‘Total amount to be paid to FN Olomouc”).

3) Vsechny naroky studijniho pracovisté viici
IDS budou vyrovnany uhradou odmén uvedenych
vySe. Dalsi vydaje, jako jsou hotovostni vydaje,
nebudou proplaceny. Zdravotnickému zafizeni
nebude vyplacena zadna jind kompenzace, nez jaka je
definovana v § 5 (viz sloupec Celkova ¢astka k
proplaceni FNOL) Tabulky plateb za jednotlivé
navsteévy..

4) Declaration of the Study Site’s VAT status:

(4)
k DPH:

Prohlaseni studijniho pracovisté o registraci

For VAT, the reverse charge principle applies, i.e.
fees will be paid without VAT added, and IDS is
responsible for declaring VAT to the tax authorities.
In case of a change in legislation, the Medical
Institution will apply VAT according to the
applicable laws.

Na DPH se vztahuje princip pfeneseni daiiové
povinnosti, tj. odmény budou uhrazeny s nulovou
DPH a za ptfiznani DPH danovym tGfadiim odpovida
IDS. V ptfipadé zmény legislativy bude Zdravotnické
zatizeni uplatiiovat DPH dle platnych zakont.

VAT declaration

VAT-ID
OR

O No VAT declaration required

Prohlaseni o DPH

IC pro DPH
NEBO Pro
O Neni vyzadovano prohlaseni
o DPH
(5) Payment of the patient-related compensation | (5) Castky odmén za pacienta budou hrazeny

shall be made semi-annually by bank transfer to the
following account of the Study Site:

pololetné bankovnim pfevodem na nasledujici Gcet
studijniho pracoviste:

Account holder:

Name of bank:

IBAN:

BIC:

Variable symbol:

z |
&
o
=8
—_
5
=
e.
(@}
[¢]

Specific
symbol/Reference
code

Protocol number TV48125-MH-40146 Pearl

Majitel uctu:

Nazev banky:

IBAN:
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BIC: ]

Variabilni .

symbol: Cislo faktury

Specificky

symbol:/Referen¢ | ¢islo protokolu TV48125-MH-40146 Pearl
ni kod

IDS shall issue a listing of the realized services and the
resulting compensation and shall send it to the Study
Site for review by HLZK. Thereafter, Study Site shall
issue an invoice on compensation earned and send it
to IDS. Invoices are due 45 days from the date of issue.
In case of delayed payment FNOL will charge interest
on arrears on the statutory amount.

Billing and mailing address:

Institut Dr. Schauerte, Finkenstr. 7, 80333 Muenchen,
Germany or email: support@pearlstudy.cu, [l

Date of taxable supply is the date of the invoice
issuing.

IDS vystavi seznam realizovanych sluzeb a vyslednou
odménu (podklad k fakturaci) a zasle je studijnimu
pracovisti ke kontrole HLZK. Poté studijni pracovisté
vystavi fakturu na vydélanou odmeénu a zasle ji IDS.

Faktury jsou splatné 45 dni od data vystaveni. V
ptipadé opozdéné platby bude FNOL uctovat urok z
prodleni ze zdkonné castky.

Fakturaéni a korespondenéni adresa:

Institut Dr. Schauerte, Finkenstr. 7, 80333 Muenchen,
Némecko nebo e-mail: support@pearlstudy.eu; i

DUZP je datum vystaveni faktury.

(6) Complete and correct documentation
according to 8 5 must be provided to IDS during the
conduct of the PEARL Study and/or immediately after
its completion at the Study Site. No compensation will
be paid for invoices received more than 12 months
after the termination of the Study at the Study Site.

(6) Uplna a spravna dokumentace podle § 5 musi
byt IDS predana béhem provadéni studie PEARL
a/nebo bezprosttedné po jejim dokonceni na studijnim
pracovisti. Za faktury, ktera byla pfijata vice neZ
12 mésici po ukonceni studie na studijnim pracovisti,
nebude vyplacena zadna odména.

(7 Sponsor or IDS will take over payment of all
Ethics Committee’s fees. These fees are not part of the
study budget.

In the context of this study, compensation will not be
paid to subjects of this study.

) Zadavatel nebo IDS se postaraji o Ghradu
vSech poplatki etické komise. Tyto poplatky nejsou
soucasti rozpoctu studie.

V ramci této studie nebudou vyplaceny nahrady
subjektim této studie.

86 INTELLECTUAL PROPERTY

§6  DUSEVNI VLASTNICTVI

(1) Sponsor shall own all rights, title and interest
in any and all data, information, improvements,
protocols, formula, methods, operation, discoveries,
inventions, printed materials, and other works,
products, and deliverables that were provided to the
Study Site and/or Investigator, as well as all right, title,
and interest in and to all data, databases, records,
reports, works, products, deliverables, information,
improvements, discoveries or inventions that result,
are conceived, are reduced to practice or are generated
during the performance of the PEARL study and as a
result of the Services rendered by IDS and/or the
Investigator and/or the Study Site to Sponsor for any
and all Projects hereunder (collectively, “Materials™).

1) Zadavatel bude drzitelem veskerych prav,
tituld a narokt ke vSem 1dajim, informacim,
vylepSenim, protokolim, slozenim, metodam,
fungovani, objeviim, vynaleztim, ti§ténym materialim
a dal$im dilim, produktim a vystupiim, které byly
poskytnuty studijnimu pracovisti a/nebo zkousejicimu
1ékati a také veskerych prav, tituli a narokt ke vSem
udajum, databazim, zaznamlm, zpravam, dilim,
ptipravkiim, vystupim, informacim, zlepSenim,
objevim, nebo vynalezim, které vyplynou, jsou
koncipovany, uvedeny do praxe nebo generovany
béhem provadéni studie PEARL a v souvislosti se
sluzbami poskytnutymi IDS a/nebo zkousejicim
lékafem a/nebo studijnim pracovistém zadavateli, a to
pro vsechny projekty podle této smlouvy (souhrnné
jen ,,materialy®).

(2) The Study Site, on behalf of itself and its
respective employees and personnel, will assign (1) all
of their respective rights, title and interest in and to the
Materials to the Sponsor, including all patents,
copyrights and other intellectual property and
proprietary rights; and (2) all rights of action and

2) Studijni pracovis§t¢ svym jménem nebo
pfislusnych  zaméstnancti  a personadlu  postoupi
(1) vSechna sva ptislu§nd prava, naroky a tituly
K materialim zadavateli, v¢etné vSech patentd,
autorskych prav a jinych prav dusevniho vlastnictvi
a vlastnickych prav, a (2) vSechna prava a naroky na
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claims for damages and benefits arising due to past and
present infringement of said rights.

odSkodnéni a vyhody vzniklé v disledku diivéjsiho
a souCasného poruseni uvedenych prav.

(3) To the extent that the applicable law does not
allow for a transfer of any of the results, the Study Site
hereby grants the Sponsor an exclusive, perpetual,
irrevocable, transferrable, worldwide and royalty free
license, with the right to sublicense to any third party,
to use such results for any purpose.

3) V rozsahu, v jakém platné zadkony nedovoluji
pfevedeni nékterého z vysledki, studijni pracovisté
timto ud€luji  zadavateli  vylucnou, trvalou,
neodvolatelnou, prenosnou, celosveétovou
a bezplatnou licenci bez licen¢niho poplatku k pouziti
téchto vysledkl pro jakykoli ucel, s pravem udéleni
sublicence jakékoli tieti strané.

§7 PUBLICATION

§7 PUBLIKACE

1) The Study is part of a multi-site study, and
publication, presentation or public disclosure of the
results of the Study conducted at the Site shall not be
made before the first multi-site publication by
Sponsor. If there is no multi-site publication within
eighteen (18) months after the Study has been
completed or terminated at all Study sites, and all data
has been received and Study database has been locked,
the Study Site — by itself or through the investigator —
shall have the right to publish, present or otherwise
publicly disclose its results from the Study, upon prior
written consent from the Sponsor and subject to the
following notice requirements.

(D) Studie je soudasti multicentrické studie
a publikace, prezentace nebo zvefejnéni vysledkt
studie provadéné na pracovisti se nesmi uskutecnit
pfed prvni multicentrickou publikaci zvefejnénou
zadavatelem. Pokud nedojde  k multicentrické
publikaci do osmnécti (18) mé&sicti po dokonéeni nebo
ukonceni studie na vSech studijnich pracovistich, byly
ptijaty veskeré udaje astudijni databdze byla
uzaméena, bude mit studijni pracovi§té — samostatné
nebo prostfednictvim zkousejicitho lékate — prévo
publikovat, prezentovat nebo jinak zvefejnit své
vysledky ze studie, ato po piedchozim pisemném
souhlasu zadavatele asvyhradou nasledujicich
o0znamovacich povinnosti.

2) Prior to submitting or presenting a
manuscript or other materials relating to the Study to
a publisher, reviewer, or other outside person, the
Study Site shall — by itself or through the investigator
— provide to Sponsor a copy of all such manuscripts
and materials, and Sponsor shall have sixty (60) days
from receipt of such manuscripts and materials to
review and comment. At Sponsor’s request the Study
Site shall remove any Confidential Information (other
than Study results) prior to submitting or presenting
the materials.

2) Pied odeslanim k publikaci nebo prezentaci
rukopisu nebo jinych material souvisejicich se studii
vydavateli, posuzovateli nebo jiné externi osobé
poskytne studijni pracovi§t€ — samostatné nebo
prostfednictvim zkousejiciho 1ékafe — zadavateli kopii
vSech takovych rukopist a materialti a zadavatel bude
mit Sedesat (60) dnti od pfijeti rukopisti a materialti na
kontrolu a pfipominkovani. Na zadost zadavatele musi
studijni pracovisté pied odeslanim k publikaci nebo
prezentaci materiald odstranit veskeré davérné
informace (krom¢ vysledka studie).

3) The Study Site shall, upon Sponsor’s request,
further delay publication or presentation for a period
of up to one hundred and twenty (120) days to allow
Sponsor to protect its interests in any Sponsor
Inventions (as defined below) described in any such
materials.

3 Studijni pracovisté na zadost zadavatele dale
odlozi publikaci nebo prezentaci po dobu az sto
dvaceti (120) dnii, aby zadavateli umoznilo chranit
jeho zajmy na jakychkoli vyndlezech zadavatele
(definovanych nize) popsanych v materialech.

(@) The Study Site shall ensure that its respective
employees and 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, the Study Drug,
Inventions, or the results of the Study without the prior
written consent of Sponsor, other than as allowed
pursuant to Sections (1), (2) and (3).

@) Studijni pracovisté zajisti, ze se jeho pfislusni
zaméstnanci a personal nebudou zapojovat do
rozhovorll nebo jinych kontaktd s médii, mimo jiné
v¢etné novin, radia, televize a internetu, v souvislosti
se studii, hodnocenym pfipravkem, vyndlezy nebo
vysledky studie bez piedchoziho pisemného souhlasu
zadavatele, kromé piipadi povolenych v souladu
s ¢asti (1), (2) a (3).

(5) Sponsor may prepare, use, refer to, and
disseminate or distribute reprints of scientific,
medical, and other published articles relating to the
Study, royalty-free, including such reprints that
disclose the name of Study Site.

(5) Zadavatel — muze
odkazovat asifit nebo
védeckych, lékarskych adalsich publikovanych
¢lankti souvisejicich se studii, bez licen¢niho
poplatku, vetné pretiski, které uvadeji jméno nazev
studijniho pracoviste.

pfipravit,  pouZivat,
distribuovat  pfetisky
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§8  INDEMNIFICATION §8  ODSKODNENI

(1) Sponsor’s obligation to indemnify, defend or | (1) Zavazek zadavatele odSkodnit, hajit nebo
hold harmless Study Site and the respective personnel | zbavit odpovédnosti studijni pracovisté a piislusny
(collectively, the “Study Site’s Indemnitees”) is | personal (spoleéné jen ,od$kodiované osoby
limited to an obligation to indemnity, defend or hold | studijniho pracovisté“) je omezen zavazkem
harmless the Study Site’s Indemnitees solely from and | od$kodnit, hajit nebo zbavit odpovédnosti

against any and all liabilities, damages, losses, claims,
or expenses, including court costs and reasonable
attorneys’ fees (“Losses”) resulting from any third
party claims, actions or proceedings seeking
compensation for breaches of data protection and its
consequences, or bodily injury or death of any Study
subject enrolled in the Study at a particular Study site,
to the extent that such breach of data protection and its
consequences, bodily injury or death was directly
caused by the applicable Study procedures provided
by Sponsor and used in compliance with this
Agreement, the Protocol, and the Informed Consent,
but solely to the extent that such Losses do not arise
out of or are not in connection with any: (i) Study
Site’s Indemnitees’ failure to (A) follow any
applicable federal, state or local laws, regulations, and
guidelines, (B) follow applicable standards of care, or
(C) conform to reasonable and prudent clinical
practices, including Good Clinical or Data Protection
Practices as applicable to clinical studies; (ii) Study
Site’s Indemnitees’ wrongful or negligent acts or
omissions, or willful malfeasance or misuse of study
data; (iii) Study Site’s Indemnitees’ failure to follow
the Protocol or other written recommendations or
instructions provided by Sponsor or IDS; or (iv)
inclusion of a Study subject prior to initiation of the
Study at the particular Study site.

odskodinované osoby studijniho pracovisté vyhradné
ve véci veskerych zavazki, Skod, ztrat, narokti nebo
vydaji, vcetné soudnich vyloh a pfiméfenych
poplatkli za pravni zastoupeni (dale jen ,ztraty®)
plynoucich z naroki téetich stran, Zalob nebo soudnich
Fizeni pozadujicich kompenzaci =za poruseni
zabezpeCeni osobnich daji a jejich nasledk nebo
zdravotni Gjmu nebo dmrti studijniho subjektu

zatfazeného do studie na piislusném studijnim
pracovisti v rozsahu, Vjakém takové poruSeni
zabezpeCeni osobnich udaji ajeho nésledky,

zdravotni Gjma nebo Umrti byly pfimo zplsobeny
platnymi studijnimi postupy ptfedanymi zadavatelem
apouzivanymi  vsouladu  stouto  smlouvou,
protokolem a informovanym souhlasem, ale vyhradné
jen vrozsahu, vjakém takove ztrdty nevznikly
a nesouviseji s nasledujicim: (i) odskodiiované osoby
studijniho pracovisté (A) nedodrzely platné federalni,
narodni nebo mistni zakony, ptfedpisy a smérnice,
(B) nedodrzely platné standardy péce nebo
(C) nedodrzovaly rozumné a obezietné klinické
postupy, véetné spravné klinické praxe nebo spravné
praxe na ochranu osobnich udajt, které se vztahuji na
Klinické studie; (ii) protiprdvni nebo nedbalostni
jednani, opomenuti nebo imyslné nespravné pouziti
nebo zneuziti studijnich udajt ze strany odskodnované
osoby studijniho pracovisté nebo; (iii) odskodnované
osoby studijniho pracovisté nedodrzely protokol nebo
jina pisemna doporueni nebo pokyny predané
zadavatelem nebo IDS; nebo (iv) studijni subjekt byl
zatazen pred zahajenim studie na pfislusném studijnim
pracovisti.

(2) Study Site shall indemnify, defend, and hold
harmless Sponsor, its affiliated entities and their
respective employees and personnel (collectively, the
“Sponsor Indemnitees”) from and against any and all
Losses resulting from or arising out of or in connection
with any third party claims, actions or proceedings
relating to any: (i) Study Site’s Indemnitees’ failure to
follow any applicable federal, state or local laws,
regulations, and guidelines, or to conform to
reasonable and prudent clinical practices, including
Good Clinical or Data Protection Practices as
applicable to clinical studies; (ii) Study Site’s
Indemnitees’ wrongful or negligent acts or omissions,
or willful malfeasance or misuse of the study data; (iii)
Study Site’s Indemnitees’ failure to follow the
Protocol or other information provided to Study Site’s
Indemnitees in connection with the Study by Sponsor
or IDS; or (iv) inclusion of a Study subject prior to
initiation of the Study.

2) Studijni pracovisté odskodni, budou hajit
azbavi odpovédnosti zadavatele, jeho pfidruzené
subjekty a jejich pfislusné zaméstnance a persondl
(spole¢né jen ,,odskodnované osoby zadavatele®) ve
véci veskerych ztrat plynoucich nebo souvisejicich
s naroky tretich stran, zalob nebo soudnich fizeni
v souvislost s nasledujicim: (i) odskodfiované osoby
studijniho pracovist¢ nedodrzely platné federalni,
statni nebo mistni zdkony, pfedpisy a nafizeni nebo
nedodrzovaly rozumné a obezietné klinické postupy,
véetné spravné klinické praxe nebo spravné praxe na
ochranu osobnich tidaji, které se vztahuji na klinické
studie; (ii) protipravni nebo nedbalostni jednani,
opomenuti nebo umyslné nespravné pouziti nebo
zneuziti studijnich 0daji ze strany odskodiované
osoby studijniho pracovisté nebo; (iii) odSkodnované
osoby studijniho pracovisté nedodrzely protokol nebo
jina pisemna doporuéeni nebo pokyny predané
odskodnovanym osobam = studijniho pracoviste
zadavatelem nebo IDS; nebo (iv) studijni subjekt byl
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zafazen pred zahajenim studie na ptislusném studijnim
pracovisti.

§9  INSURANCE §9  POJISTENI
1) Sponsor shall maintain clinical trials | (1) Zadavatel bude udrzovat v platnosti pojistné
insurance coverage, if it is required by local law for | kryti  pro  klinické  hodnoceni, pokud to

observational study.

lokalIni zakony pro observaéni studii vyZaduji.

(2) Study Site maintains, at its sole expense,
commencing with the effective date of this Agreement
and continuing throughout the term of such agreement
and any renewals thereof, sufficient insurance
coverage to satisfy its and the Investigator’s
obligations and as required by applicable law.

2 Studijni pracovist€ ma uzavieno na své
vlastni naklady dostate¢né pojistné kryti, po¢inaje od
data Gcinnosti této smlouvy a pokracujici po dobu
platnosti této smlouvy a ptipadného prodlouzeni tak,
aby krylo jeho z&vazky a zavazky zkousejiciho 1ékafte,
a jak to vyzaduji platné zakony.

3) Study Site confirms that it is compliant with
the insurance requirements of the Sponsor and that
Study Site’s insurance policy applies upon any act or
omission through the Investigator, and that the Study
Site will have sufficient insurance coverage that will
cover his activities and indemnification obligations to
IDS and Sponsor as third party beneficiaries against
claims that may be made due to Study Site’s or

3 Studijni pracovis§té potvrzuje, Ze spliiuje
pozadavky zadavatele na pojistné kryti a Ze pojistna
smlouva studijniho pracovisté se vztahuje na tkony
nebo opomenuti ptes zkousejiciho 1ékate a Ze studijni
pracovisté bude mit dostatecné pojistné kryti, které
pokryje jeho aktivity a povinnosti odskodnéni vuci
IDS a zadavateli jako opravnéné tieti strany v pfipadé
narokl, které mohou byt vzneseny v disledku jednani

Investigator’s acts or omissions. nebo opomenuti studijniho  pracovi§t€¢ nebo
zkousejiciho 1ékare.

§10 CONFIDENTIALITY §10 ZACHOVANI DUVERNOSTI

(1) Study Site is obliged to (1) Studijni pracovi§té je povinno

a. provide the Services in compliance with the | a. poskytovat sluzby v souladu s platnymi

applicable legal provisions and as agreed under Art. | pravnimi pfedpisy a podle ustanoveni ¢l. 2.1;

2.1;

b. preserve the confidentiality of the | b. zachovat davérné informace v davérnosti,

Confidential Information, not to use it for any other
purpose other than conduct the Services under this
Agreement and not to disclose Confidential
Information to any third party, unless and to the extent
(i) the Sponsor has agreed that Study Site is permitted
to a disclosure, or (ii) the Confidential Information are
or will become in the public domain without any fault
of Study Site, or (iii) the disclosure of Confidential
Information is legally binding. “Confidential
Information” are any information (irrespective of its
form and whether or not designated as “confidential™)
obtained by Study Site in the course of the provision
of the Services; all Sponsor Confidential Information
provided to the Study Site in connection with the
PEARL Study is held in confidence for no less than
ten (10) years, to the extent practicable, from the last

nepouzivat je K jinému ucelu, nez je provadéni sluzeb
podle této smlouvy, anepfedat dtvérné informace
7adné tieti strané, nebo jen pokud a v rozsahu, v jakém
(i) zadavatel souhlasil s tim, ze studijni pracovisté je
opravnén je zvefejnit, nebo (ii) se jedna o diveérné
informace, které jsou nebo se stanou vefejné
zndmymi, ato bez pochybeni studijniho pracoviste,
nebo (iii) je zvefejnéni divérnych informaci pravné
zavazné. ,Duvérné informace” jsou jakékoli
informace (bez ohledu na formu a bez ohledu na to,
zda jsou oznaéeny jako ,,duveérné*) ziskané studijnim
pracovis§tém v pribéhu poskytovani sluzeb; veskeré
davérné informace zadavatele poskytnuté studijnimu
pracovisti v souvislosti se studii PEARL musi byt
uchovavany v dtvérnosti po dobu nejméné deset
(10) let, v proveditelném rozsahu, od posledniho data

date of disclosure of Sponsor Confidential | pfedani divérnych informaci zadavatele a
Information; and
c. declare and pay all applicable taxes and | c. pfiznat auhradit vSechny platné dané

duties in connection with the remuneration received
by IDS in accordance with applicable laws.

a poplatky v souvislosti s odménou obdrzenou IDS
v souladu s platnymi zakony.

(2) If Study Site is obliged by law to provide the
competent authorities with details relating to this
Agreement or the Services to which it relates, Study
Site shall be obliged to:

2 Pokud studijni pracovisté jsou ze zakona
povinni poskytnout piislusnym ufadim podrobnosti
tykajici se této smlouvy nebo sluzeb, na které se
vztahuje, studijni pracovisté budou mit povinnost:

a. inform IDS in writing at the time of
conclusion of this Agreement of the statutory
obligation to disclose such information;

a. informovat IDS pisemné v dobé uzavieni této
smlouvy o zakonné povinnosti poskytnout takové
informace;
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b. make the necessary declarations in full
compliance with the law or commission IDS with
making such declarations; and

b. ucinit nezbytna prohlaseni v plné shod¢ se
zakonem nebo povéfit IDS ucinénim téchto prohlaseni
a

c. provide IDS, on request, with a copy of such
declarations, together with proof that they have been
submitted to the competent authority/institution,
provided that such information of IDS by Study Site is
legally permissible.

C. poskytnout IDS na vyzadani kopii takovych
prohlaseni, spolecné s potvrzenim, Ze byly pfedlozeny
prislusnému Gradu/instituci za predpokladu, ze takové
informovani IDS studijnim pracovi§tém je z pravniho
hlediska pfipustné.

3) The Study Results and all secret or protected
information which IDS communicates to the Study
Site, and its employees on the basis of or in connection
with this study or brings to their attention in any other
way (hereinafter referred to as “Confidential
Information”) shall be kept confidential and may only
be used for the purposes of this Agreement. The Study
Site undertakes not to use Confidential Information for
purposes outside the scope of this Agreement and not
to pass it on to third parties without the written consent
of IDS. Documents and records which the Study Site
receives from IDS or from third parties commissioned
by IDS must be carefully stored and may only be used
for the contractually agreed purpose. These
obligations shall apply for a period of ten (10) years
beyond the duration of this Agreement.

?3) Vysledky studie a veskeré utajované nebo
chranéné informace, které IDS sdéli studijnimu
pracovisti, ajejich zaméstnancim na zékladé této
studie nebo v souvislosti s ni nebo na néZ je upozorni
jinym zpusobem (dale jen ,,duveérné informace®), se
budou povazovat za divérné a mohou byt pouzity
pouze pro ucely této smlouvy. Studijni pracovisté se
zavazuje nepouzivat diavérné informace pro ucely
mimo rozsah této smlouvy a nepfedavat je téetim
stranam bez pisemného souhlasu IDS. Dokumenty
a zaznamy, které studijni pracovisté obdrzi od IDS
nebo od tietich stran najatych IDS, musi byt peclivé
uchovavany a mohou byt pouzity pouze pro smluvné
sjednany tcel. Tyto povinnosti plati po dobu deseti
(10) let po ukonceni platnosti trvani této smlouvy.

(@) The Study Site shall oblige its employees -
even after they have left the site - to maintain
confidentiality for a period of ten (10) years beyond
the duration of this Agreement

(@) Studijni pracovi§t€¢ = musi zavazat své
zaméstnance k zachovani davérnosti — i poté, co
opusti pracovisté po dobu deseti (10) let po ukonéeni
platnosti trvani této smlouvy..

(5) IDS shall maintain the business secrets of the
Study Site in the same manner.

(5) IDS zachova obchodni tajemstvi studijniho
pracovi$té stejnym zplisobem.

(6) Confidentiality obligations shall not apply if
and to the extent that the information in question

(6) Povinnost  zachovani  mlcenlivosti  se
neuplatiiuje, pokud avrozsahu, vjakém ptislugné
informace

a. is or becomes, through no fault of the Study | a. jsou vefejné znamé nebo se stanou vefejnymi
Site, part of the public knowledge; bez zavinéni studijniho pracoviste;

b. the Study Site can demonstrate was already | b. jiz byly prokazatelné a opravnéné v drzeni
lawfully in the Study Site’s possession on the date of | studijniho pracovisté v dobé predani studijnimu
disclosure to the Study Site and not subject to prior | pracovisti anepodléhaly pifedchozim zavazkim
confidentiality obligations; zachovani diivérnosti;

c. is acquired by the Study Site from any third | c. jsou ziskany studijnim pracovistém nebo

party without restrictions on disclosure; or

zkousejicim 1ékafem od jakékoli tfeti strany bez
omezeni zvetejnéni nebo

d. is developed by the Study Site independently,
without the use or benefit of Confidential Information,
and as evidenced by competent written records.

d. jsou vytvofeny studijnim  pracovistém
nezavisle, bez pouziti nebo pfispéni divérnych
informaci, jak je doloZeno pfislusSnymi pisemnymi
zaznamy.

The Study Site’s obligations of non-disclosure and
non-use of Confidential Information shall not apply to
the extent the Study Site is required by law to disclose
Confidential Information, provided the Study Site
promptly notifies Sponsor of such a requirement prior
to disclosure to allow Sponsor the reasonable
opportunity to oppose the requirement or seek an
appropriate protective order.

Povinnost  studijniho  pracovi§t€ = nezvefejnit
a nepouzivat diveérné informace se neuplatiuje, pokud
studijni pracovi$té ma ze zakona povinnost divérné
informace zvefejnit, za predpokladu, ze studijni
pracovi§té neprodlené uvédomi zadavatele o takovém
pozadavku pred zvefejnénim informaci tak, aby
zadavateli poskytli pfiméfenou pfilezitost branit se
tomuto pozadavku nebo usilovat o vhodny ochranny
piikaz.

(7) The provisions above do not prohibit the
Sponsor and/or IDS from disclosing this Agreement

@) Vyse uvedend ustanoveni nezakazuji
zadavateli a/nebo IDS zvefejnit tuto smlouvu a/nebo
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and/or its key information on any compulsory official
website concerning transparency and/or anti-kickback
law.

podstatné informace o ni na jakychkoliv povinnych
oficialnich webovych strankdch sohledem na
transparentnost a/nebo zakon proti Uplatkarstvi.

§ 11 PRIVACY AND DATA PROTECTION

§ 11 OCHRANA SOUKROMI A OSOBNICH
UDAJU

The parties agree that each will comply with their
respective obligations as required under applicable
privacy and data protection laws, using appropriate
technical and organizational measures for the
processing, integrity, confidentiality and security of
personal information and Study Data.

Strany souhlasi s tim, Ze kazda z nich bude dodrzovat
ptislusné povinnosti dle platnych zdkond o ochrané
soukromi a osobnich udaji za pouziti vhodnych
technickych a organiza¢nich opatiteni pro zpracovani,
integritu, dvérnost a zabezpeceni osobnich tdajl
a studijnich udajt.

o The Study Site owns and shall be responsible
for source data (as defined by ICH GCP).

. Studijni pracovisté¢ vlastni zdrojové udaje
a nese za né odpovédnost (jak je definovano smérnici
ICH GCP).

. Sponsor owns and shall be responsible for all | e Zadavatel vlastni vSechny studijni U(daje
Study Data. a nese za né odpovédnost.
. Where the Study is in the European Union, | e Pokud se studie provadi v Evropské unii,

both the Study Site and the Sponsor shall be
considered Data Controllers in the context of the Study
in regard to Study Subjects’ Personal Data. The Study
Site shall be considered Data Controller with respect
to the medical records and Sponsor shall be considered
Data Controller with respect to the Coded Study Data.
The Study Site shall process the Coded Study Data in
accordance with the Applicable Data Protection Law
and — as regards the form of documentation — the
written instructions of the Sponsor. The Sponsor will
be the data controller; the Study Site, Investigator and
Study Team will be data processor for Study
performance at Study Site and shall act in accordance
with instructions provided by Sponsor or IDS; and IDS
acts as data processor for clinical trial management
and monitoring duties.

studijni pracovisté i zadavatel se budou v kontextu
studie povazovat za spravce udaji v souvislosti
Sosobnimi udaji  studijnich subjektd. Studijni
pracovi§té se bude povazovat za spravce udaju
v souvislosti s Iékatskym zdznamy a zadavatel se bude
povazovat za  spravce  Udaju v souvislosti
S kddovanymi studijnimi udaji. Studijni pracovisté
bude zpracovavat kédované studijni Gdaje v souladu
S platnym zakonem na ochranu osobnich daji; forma
dokumentace se bude fidit pisemnymi pokyny
zadavatele. Zadavatel bude spravcem udaji; studijni
pracovisté, zkouSejici 1ékai a studijni tym budou
zpracovatelem pro provadéni studie na studijnim
pracovisti abudou jednat vsouladu s pokyny
poskytnutymi zadavatelem nebo IDS; a IDS bude
jednat jako zpracovatel daji  pro  fizeni
a monitorovani klinického hodnoceni.

IDS will provide a personal information notice for
Study Team members advising them of the collection,
use, processing, holding and transfer of their personal
information to countries other than their own, that may
not have the same level of data protection as their own
country. Study Site agrees to provide reasonable
assistance to give this notice to members of Study
Team. The parties agree that where a proposed Study
Team member objects to processing of their personal
data, he/she will not be engaged in the Study.

IDS poskytne prohlaseni o osobnich Udajich pro ¢leny
studijniho tymu, které je upozorni na shromazd’ovani,
pouzivéani, zpracovani, drzeni apfedani jejich
osobnich udaji do cizich zemi, které nemusi mit
stejnou Urovenn ochrany udaji jako jejich zemé.
Studijni pracovist¢ souhlasi stim, Ze poskytne
primétenou soucinnost k poskytnuti tohoto prohlaseni
C¢lenim studijniho tymu. Strany souhlasi s tim, Ze
pokud navrhovany ¢len studijniho tymu nesouhlasi se
zpracovanim svych osobnich udaji, nebude zapojen
do studie.

The Study Site shall make available to Sponsor
and/or IDS, all information required to demonstrate
and verify compliance with obligations.

Studijni pracovisté zpfistupni zadavateli a/nebo IDS
veskeré informace potfebné k prokazani a ovéfeni
dodrzovani povinnosti.

812 INVESTIGATOR AND SITE STAFF | 812  Osobni udaje zkousejiciho 1ékaie a

PERSONAL DATA ¢leni studijniho tymu

The Sponsor hereby informs Study Site as follows: Zadavatel timto informuje studijni pracovisté
0 nésledujicim:

1) the personal data contained in this Agreement | (1) osobni Udaje obsazené v této smlouveé jsou

are processed by IDS (as indicated at the beginning of
this Agreement);

zpracovavany IDS (jak je uvedeno na zacatku této

smlouvy);

(2) the data privacy officer of IDS may be
contacted at the IDS’s address or at datenschutz@dr-
schauerte.de for all matters relating to the processing

2) povéfence IDS pro ochranu osobnich udaja
1ze kontaktovat na adrese IDS nebo prostiednictvim e-
mailu  datenschutz@dr-schauerte.de  ve  vSech
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by IDS of the personal data of site staff under this
Agreement (including those of (5) below);

zalezitostech souvisejicich se zpracovanim osobnich
udaji studijniho tymu ze strany IDS podle této
smlouvy (v¢etné piipadii podle ¢l. (5) nize);

3) Site staff’s personal data are processed for the
purposes of implementing this Agreement until the
expiration of any liability that may arise from this
Agreement (e.g. taxes, legal obligations);

3) osobni  Gdaje  studijniho  tymu  jsou
zpracovavany pro ucely plnéni této smlouvy az do
vyprseni jakéhokoli zavazku, ktery mize vyplynout
Z této smlouvy (napf. dan¢, zakonné povinnosti);

4) Site staff’s personal data are processed on the
basis of Article 6 para.1(b) of Regulation (EU)
2016/679 of the European Parliament and of the
Council of 27 April 2016 on the protection of
individuals with regard to the processing of personal
data and on the free movement of such data and
repealing Directive 95/46/EC  (General Data
Protection Regulation) and the German Federal Data
Protection Act;

4 osobni  Gdaje  studijniho  tymu  jsou
zpracovavany na zakladé ¢lanku 6 odst. 1 pism. b)
nafizeni Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o0 ochrané fyzickych
0sob Vv souvislosti se zpracovanim osobnich udaji
a 0 volném pohybu téchto udajii a 0 zruSeni smérnice
95/46/ES (obecné nafizeni o ochran¢ osobnich udaji)
a némeckého federalniho zdkona o ochran¢ osobnich
udajt;

(5) Study Site may contact IDS at any time to

(5) Studijni pracovisté muze kdykoli kontaktovat
IDS za icelem

a. access, a. pristupu,

b. rectify, b. opravy,

c limit and/or C. omezeni a/nebo

d. oppose d. vzneseni namitky

the processing of their personal data; s ohledem na zpracovani svych osobnich tdaji;

(6) if Study Site is of the opinion that site staff’s | (6) pokud se studijni pracovisté¢ domniva, ze IDS

personal data are being unlawfully processed by IDS,
it has the right to lodge a complaint with the competent
supervisory authority Bavarian State Authority on
Data Protection for the Private Sector, Promenade 18,
91522 Ansbach, Germany; and

zpracovava osobni Udaje studijniho tymu nezakonng,
ma pravo podat stiznost pfislusnému dozorovému
ufadu, bavorskému statnimu tufadu pro ochranu
osobnich udaji v soukromém sektoru (Bavarian State
Authority on Data Protection for the Private Sector),
Promenade 18, 91522 Ansbach, Némecko a

@) the information provided by Study Site in this
Agreement is the minimum requirement for the
conclusion of this Agreement.

) informace poskytnuté studijni pracovisté
Vtéto smlouvé jsou minimalnim pozadavkem na
uzavfeni této smlouvy.

§13 PERSONAL PATIENT DATA §13 OSOBNi UDAJE PACIENTU

1) If the Study Site collects, processes or uses | (1) Pokud studijni pracovisté  shromazduje,
personal or pseudonymous data of patients | zpracovavd  nebo  pouziva  osobni  nebo
(hereinafter referred to as “Protected Data”) in | pseudonymizované idaje pacienti (dale jen ,,chranéné
connection with this Agreement, the provisions of the | udaje*) v souvislosti stouto smlouvou, plati
following paragraphs shall apply. ustanoveni nasledujicich odstavci.

2 The Study Site and Investigator shall collect | (2) Studijni pracovisté a zkousejici 1ékat budou
patient data for the purposes of the study only by | shromaZzd’ovat udaje pacientd pro ucely studie pouze
means of the electronic questionnaire referred to in the | prostfednictvim elektronického dotazniku

Protocol. The contracting parties collect, process and
use patient data for the purposes of the study
exclusively in accordance with the Protocol and in
pseudonymised form, i.e. by assigning a serial patient
number.

zmitiovaného v protokolu. Smluvni strany budou
shromazd’ovat, zpracovavat a pouzivat tidaje pacientd
pro ucely studie vyhradné v souladu s protokolem
a v pseudonymizované forme, tj. pfidélenim
potadového ¢isla pacienta.

3) The Study Site shall comply with applicable
data protection laws as well as professional secrecy
and confidentiality obligations.

?3) Studijni pracovisté budoe dodrZovat platné
zékony na ochranu osobnich udaji, 1ékatrské tajemstvi
a povinnost zachovani diveérnosti.

4) In connection with the study, the Study Site
shall not disclose to IDS any personal data of patients
within the meaning of Article 4 No. 1 of the General
Data Protection Regulation (Regulation (EU)
2016/679), i.e. any data making a patient identifiable,

4 Zdravotnické zafizeni nebude v souvislosti
se studii sdélovat zadné osobni Udaje pacientti ve
smyslu ¢lanku 4, odst. 1 obecného natfizeni o ochrané
osobnich daju (natizeni (EU) 2016/679), tj. jakékoli
udaje umoziujici identifikaci pacienta, pokud neni
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unless the disclosure of such data is expressly
provided for in this Agreement or is required by law.

pfedani takovych 1udaju vyslovné uvedeno v této
smlouvé nebo vyzadovano zakonem.

(5) The Study Site shall take appropriate
technical and organisational protection measures in
accordance with Article 5(1f) of the General Data
Protection Regulation (Regulation (EU) 2016/679), in
particular to ensure adequate security of personal data
during processing, including protection against
unauthorised or unlawful processing and against
accidental loss, destruction or damage.

(5) Studijni pracovisté ptijme vhodna technicka
a organizaéni opatfeni v souladu s ¢lankem 5 odst. 1
pism. f) obecného natizeni o ochran¢ osobnich udaji
(nafizeni (EU) 2016/679), zejména k zajisténi
adekvatniho zabezpeCeni osobnich udaji be&hem
zpracovani, véetné ochrany pifed neopravnénym nebo
protipravnim zpracovanim a pted nahodnou ztratou,
zni¢enim nebo poskozenim.

(6) The Study Site — by itself or through the
Investigator — will immediately inform IDS and
Sponsor of any breaches of data protection or
suspected breaches of data protection.

(6) Studijni pracovi§t¢ — samostatné nebo
prostiednictvim zkousSejiciho 1ékafe — bude okamzité
informovat IDS a zadavatele o jakémkoliv poruseni
zabezpeceni ochrany osobnich udajii nebo podezieni
na poruseni zabezpeceni ochrany osobnich udaji.

§14 TERM AND TERMINATION OF | §14 DOBA A UKONCENI PLATNOSTI
THE AGREEMENT SMLOUVY
1) This Agreement shall enter into force upon | (1) Tato smlouva vstoupi v platnost po podpisu

signature by the last Party and, subject to Articles (2)
to (5), shall remain in force until 31 December 2024
or until the Parties have fulfilled their obligations laid
down herein

posledni ze stran asvyhradou ¢lankd (2) az (5)
zustane v platnosti do 31. prosince 2024 nebo dokud
strany nesplni své povinnosti. stanovené v tomto
dokumentu.

(2) IDS and/or Sponsor may cancel this
Agreement at any time by providing 30 days prior
written notice, or immediately, due to safety reasons.

2) IDS a/nebo zadavatel mohou tuto smlouvu
kdykoli vypovédét poskytnutim vypovédi s lhutou
30 dnl nebo s okamzitou platnosti z bezpecnostnich
divodi.

3) Either Party’s right for extraordinary
termination of this Agreement due to an important
reason remains unaffected. It constitutes, in particular,
an important reason if

3 Pravo libovolné ze stran na mimoiadné
vypovézeni této smlouvy z dilezitého divodu zdstava
nedotceno. O dulezity divod se jedna, zejména pokud

a. a Party did not fulfil an obligation according
to this Agreement and has not remedied such violation
within 14 calendar days after receipt of a written
warning letter of the other Party;

a. strana nesplnila své zavazky podle této
smlouvy a neprovedla napravu takového poruseni do
14 kalendainich dnt po obdrZeni dopisu s pisemnym
varovanim od druhé strany;

b. the PEARL study will not be approved by the
competent ethics committee/s or authorities. The same
shall apply if any approval will be withdrawn by a
competent body or authority.

b. studie PEARL nebude schvalena pfislusnymi
etickymi komisemi nebo ufady. Totéz plati, pokud
bude kterykoliv schvaleni odvolano piisluSnym
organem nebo Ufadem.

4) Any termination according to this Agreement
must be made in writing in order to be valid.

4 Aby bylo vypovézeni podle této smlouvy
platné, musi mit pisemnou formu.

(5) The Parties may cancel this Agreement at any
time by mutual written agreement.

(5) Strany mohou tuto smlouvu kdykoli zrusit
pisemnou dohodou.

(6) Upon the effective date of termination of this
Agreement, IDS executes and sends a note to the
Medical Institution, which is subject to the
investigator’s approval. Following IDS’ receipt of
adequate documentation, IDS will pay for:

(6) Po datu uc¢innosti vypovézeni této smlouvy
provede IDS provede a Zdravotnickému zafizeni zasle
vyuctovani, které podléha odsouhlaseni Zkousejiciho..
IDS po ptijeti odpovidajici dokumentace uhradi:

a. all Services properly rendered and monies
properly expended by Study Site through the effective
date of termination, which have not yet been paid by
IDS; and

a. vSechny fadné poskytnuté sluzby a naklady
fadné vynalozené studijnim pracovisttm do data
ucinnosti vypovézeni, které dosud nebyly ze strany
IDS uhrazeny a

b. non-cancelable obligations properly incurred
for the PEARL Study by Study Site prior to receipt of
notice of termination.

b. nestornovatelné zavazky fadné vzniklé
studijnimu pracovisti v souvislosti se studii PEARL
pied obdrzenim ozndmeni o vypovézeni smlouvy.

(7) If Study Site has been paid any amounts
which have not been earned hereunder as of the date

@) Pokud byly studijnimu pracovisti uhrazeny
jakékoli ¢&astky, které nebyly zaslouzené k datu
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of termination, Study Site shall promptly returnto IDS
all such unearned funds within 45 days of the issuance
of the relevant corrected tax document.

vypovézeni, studijni pracovisté neprodlené vrati IDS
vSechny takové nezaslouzené finanéni prostiedky do
45 dnti od vystaveni piislusného opravného daiiového
dokladu.

(8) Immediately upon receipt of a notice of
termination, Study Site shall, as directed by IDS, cease
conducting PEARL Study procedures and Services,
cease, to the extent reasonably feasible from incurring
any additional PEARL Study expenses and return any
copies of Confidential Information and materials

(8) Okamzité po obdrzeni oznameni
0 vypovézeni studijni pracovi§té ukonci dle pokynt
IDS provadéni postupi ve studii a sluzeb v ramci
studie PEARL v rozumné proveditelném rozsahu tak,
aby nedoslo k dodatecnym nakladim studie PEARL,
a vrati vSechny kopie diivérnych informaci a materiali

provided in relation to the Services and this | poskytnutych ve vztahu ke sluzbam a této smlouve.
Agreement.

815 PRINCIPLE OF SEPARATION §15 PRINCIP NEZAVISLOSTI

1) The Parties declare that the conclusion of this | (1) Strany prohlasuji, Ze uzavfeni této smlouvy

Agreement has in no way been made dependent or
influenced by past, present or future existence of
business relationships between Study Site on the one
hand and the Sponsor/IDS on the other, or by any
obligation of Study Site in connection with the
products owned and/or distributed of the Sponsor.

zadnym zptsobem nezaviselo ani nebylo ovlivnéno
existenci minulého, soucasného nebo budouciho
obchodniho vztahu mezi studijnim pracovis§tém na
jedné stran¢ a zadavatelem/IDS na druhé strané ani
jakymkoliv ~ z&vazkem  studijntho  pracoviste
souvisejiciho s produkty  vlastnénymi  a/nebo
distribuovanymi zadavatelem.

)] Study Site further agree that the remuneration
granted for the performance of the Services shall not
be construed as an obligation of the Study Site with
respect to the  prescription,  distribution,
administration, recommendation or promotion of the
Sponsor’s products or the offering of unlawful
benefits.

2 Studijni pracovisté dale souhlasi s tim, ze
odména poskytnutd za provadéni sluzeb nebude
vykladana jako povinnost studijniho pracovisté
sohledem na predepisovani, distribuci, podani,
doporuceni nebo propagaci ptipravkll zadavatele nebo
jako nabizeni nezdkonné vyhody.

8§16 SEVERABILITY

§16 ODDELITELNOST

@ Should a provision of this Agreement or a
later provision included in this Agreement be or
become null and void as a whole or in part, or should
a gap in this Agreement become evident, this does not
affect the validity of the remaining provisions. It is the
express intention of the Parties to maintain the validity
of the remaining provisions at all events. Instead of the
null and void provision, or in order to fill the gap, such
valid and practicable regulation is deemed to be agreed
with effect ex tunc that in legal and economic terms
comes closest to what the Parties intended or would
have intended in accordance with the purpose of this
Agreement if they had considered the point at the time
of conclusion of this Agreement. If the nullity of a
provision is due to a degree of performance or time
(period or deadline) laid down in this provision, then
the provision is deemed to be agreed with a legally
permissible degree that comes closest to the original
degree.

Q Pokud by ustanoveni této smlouvy nebo
pozd¢jsi ustanoveni zahrnuté do této smlouvy bylo
nebo se stalo neplatnym v celku nebo z ¢asti nebo
pokud je zjisténa mezera v této smlouve, neovlivni to
platnost zbyvajicich ustanoveni. Vyslovnym zamérem
stran je zachovat platnost zbyvajicich ustanoveni ve
vSech pifipadech. Namisto neplatného ustanoveni nebo
za GCelem vyplnéni mezery se bude mit za to, Ze je
sjednano platné a proveditelné ustanoveni s G¢inkem
ex tunc, které je s ohledem na pravni a ekonomické
podminky nejblizsi tomu, co strany zamyslely nebo by
byly zamyslely v souladu stucelem této smlouvy,
pokud by dany bod zvazily v okamziku uzavieni této
smlouvy. Pokud je zneplatnéni ustanoveni zptisobeno
mirou plnéni nebo ¢asem (obdobim nebo terminem)
uvedenym v takovém ustanoveni, pak se ustanoveni
povazuje za sjednané s pravné pripustnou mirou, ktera
je nejblize ptivodni mifte.

§17 CERTIFICATIONS §17 OSVEDCENI
1) Study Site warrants and promises that, in | (1) Zdravotnické zatizeni , , zaru¢uje a slibuje, ze
connection with this Agreement, (i) it has not and will | v souvislosti  stouto  smlouvou (i) neprovedlo

not (directly or indirectly) make any improper
payment or offer (or authorizing another to pay or
offer) money or anything of value to a government
official or any other person connected with the
provision of Services under this Agreement, in order
to improperly influence any act or decision of such

a neprovede (pifimo ¢i nepiimo) jakékoli nepatfi¢né
platby, nenabidlo anenabidne (ani neschvali jiné
osobé zaplatit nebo nabidnout) finan¢ni obnos nebo
cokoliv hodnotného statnimu ufednikovi nebo jiné
osobé ve spojeni s poskytovanim sluzeb podle této
smlouvy s cilem nevhodné ovlivnit jakykoliv ¢in nebo
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official or person, to induce such official or person to
do or omit to do any act in violation of his or her
relevant duty, to obtain any improper advantage, to
procure improper performance of a function or activity
associated with this Agreement or in the case of a
government official, to induce such official to use his
or her influence improperly to affect or influence any
act or decision of a government and (ii) s’/he has not
and will not (directly or indirectly) request, accept or
receive money or anything of value to procure
improper performance of a function or activity
associated with this Agreement.

rozhodnuti takového turednika nebo osoby, pfimeét
takového ufednika nebo osobu, aby podnikl nebo
opomnél podniknout jakykoliv ¢in v rozporu se svymi
pfislusnymi povinnostmi, ziskat nepatficnou vyhodu,
zajistit nespravné provedeni funkce nebo ¢&innosti
souvisejici s touto smlouvou nebo v ptipadé statniho
ufednika navést takového trednika, aby uplatnil sviij
vliv k nepatfiénému ovlivnéni jakéhokoliv aktu nebo
rozhodnuti statni spravy, a (ii) Ze (pfimo ¢i nepfimo)
nevyzadali anevyzadaji, nepftijali  a nepfijmou
finanéni obnos ani nic hodnotného k zajisténi
nespravného  vykonu funkce nebo  Cinnosti
v souvislosti s touto smlouvou.

§18 THIRD PARTY BENEFICIARY

§18 OPRAVNENA TRETI STRANA

1) Sponsor is an intended third-party
beneficiary to this Agreement. To the extent
applicable law does not allow vesting of any rights
directly in Sponsor under this Agreement, such rights
will vest in IDS, on Sponsor’s behalf.

1) Zadavatel je zamySlenou opravnénou tfeti
stranou této smlouvy. V rozsahu, v jakém platné
zakony nedovoluji postoupeni prav pfimo na
zadavatele podle této smlouvy, budou tato prava
postoupena IDS v zastoupeni zadavatele.

§19 USE OF NAMES

§19 POUZITI NAZVU C1 JMEN

@ Study Site shall not use the name, symbols
and/or trademarks of IDS or the Sponsor in any form
of publicity in connection with the PEARL Study
unless explicitly approved by IDS or the Sponsor in
advance. Study Site agrees that, in accordance with
applicable law, Sponsor may make public the amount
of funding provided hereunder for the conduct of the
PEARL Study and may identify Study Site as part of
this disclosure.

(D) Studijni pracovisté nebude pouzivat nazev,
symboly a/nebo ochranné zndmky IDS nebo
zadavatele v jakékoli formé reklamy ve spojeni se
studii PEARL, pokud to nebude piedem vyslovné
schvaleno IDS nebo zadavatelem. Studijni pracovisté
souhlasi s tim, ze zadavatel muize v souladu s platnymi
zakony zvefejnit vysi finanCnich prostiedkl
poskytnutych podle této smlouvy na provadéni studie
PEARL amtze vradmci takového zvefejnéni
identifikovat studijni pracoviste.

8§20 PLACE OF JURISDICTION

§20 MISTO JURISDIKCE

The rules for determining local and substantive
jurisdiction are governed by the provisions of the
Code of Civil Procedure with fixed criteria. The basis
for determining territorial jurisdiction is the seat of
the defendant, which differs from one party to
another.

Pravidla pro uréeni mistni a vécné piislusnosti se fidi
ustanovenimi obc¢anského soudniho fadu s pevnymi
kritérii. Zakladem pro urCeni mistni pfislu$nosti je
sidlo zalovaného, které se u jednotlivych stran lisi.

8§21 FINAL CLAUSES

§ 21 ZAVERECNA USTANOVENI

(1) This Agreement may be amended only by a written
amendment, which shall be so named and numbered
accordingly and dated and signed by the Contracting
Parties.

(1) Tuto smlouvu lze zménit pouze pisemnym
dodatkem, ktery bude takto pojmenovan a piislusné
oéislovan a opatfen datem a podpisem smluvnich
stran.

(2) If any provision of the Treaty conflicts with a
provision of the Protocol, the Protocol shall prevail in
matters of medicine, science and the conduct of
clinical trials. In case of other discrepancies, this
contract takes precedence.

(2) Pokud je nekteré ustanoveni smlouvy v rozporu
s ustanovenim protokolu, bude mit v zalezitostech
medicinskych, védeckych aprovadéni klinického
hodnoceni pfednost protokol. V piipadé ostatnich
rozporti ma piednost tato smlouva.

(3) The non-exercise or non-enforcement of either Party
by any right granted to it shall not be construed as a
waiver of such right, nor shall it constitute a prohibition
on exercising or enforcing such right at any time
thereafter.

(3) Neuplatnéni nebo nevynuceni kteroukoliv ze Stran
jakéhokoli prava ji poskytnutého nebude povazovano za
vzdani se takového préva, ani nebude predstavovat
zakaz uplatnit nebo vynutit takové pravo kdykoliv
pozdéji.

(4) Breach of obligations under this Agreement by law
or regulation of any government, force majeure (war,
civil unrest, destruction of production facilities and

(4) Poruseni povinnosti stanovenych touto Smlouvou z
divodu pravnich ptedpisi nebo natfizeni jakékoliv
vlady, vy$8i moci (valka, ob&anské nepokoje, zniceni
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materials, fire, flood, earthquake or storm, work riots,
lack of material, failure of public services or public
carriers , serious epidemic and pandemic diseases) or
any other causes beyond the reasonable control of the
relevant Party shall not constitute a breach of this
Agreement and that Party shall be released from
performance under this Agreement to the extent and for
the period of inability to perform, provided that it first
notifies in writing the other Party (ies) about the
impossibility of performance and shall make every effort
to ensure that the obstacle to force majeure disappears,
its effects are remedied or otherwise terminated.

vyrobnich zafizeni a materidld, pozar, povoden,
zemétieseni nebo boure, pracovni nepokoje, nedostatek
materidlu, vypadek vefejnych sluzeb nebo veifejnych
dopravci, vazna epidemickd a  pandemicka
onemocnéni) nebo jakychkoliv jinych pficin, které jsou
mimo ptiméfenou kontrolu pfislu$né Strany, nebude
predstavovat poruseni této Smlouvy a tato Strana bude
zprosténa povinnosti plnit na zakladé této Smlouvy v
rozsahu a po dobu nemoznosti plnéni za podminky, ze
nejprve pisemné uvédomi druhou Stranu (Strany) o
nemoznosti plnéni a vynalozi maximalni usili k tomu,
aby prekazka vy$$i moci pominula, jeji ucinky byly
napraveny nebo jinak ukonceny.

(5) This Agreement is concluded in English and Czech.
In the event of a conflict between the English and Czech
language versions of this Agreement, the Czech
language version shall prevail.

(5)Tato Smlouva je uzaviena v anglickém a v ¢eském
jazyce. V ptipadé rozporu mezi anglickou a ¢eskou
jazykovou verzi této Smlouvy bude mit prednost ¢eska
jazykova verze.

(6) This Agreement shall be governed by and
construed in accordance with the laws of the Czech
Republic. In the event of a dispute between the
parties in connection with the terms of this
Agreement, the parties shall use their best endeavors
to resolve the matter amicably. The contracting
parties undertake to submit any disputes or disputes
which they will not be able to resolve amicably to the
competent court in the Czech Republic.

(6) Tato smlouva se bude fidit a vykladat podle
zakonti Ceské republiky. V p¥ipadé sporu vzniklého
mezi smluvnimi stranami v souvislosti s podminkami
této smlouvy vynalozi smluvni strany maximalni
usili, aby zalezitost vyfesily smirnou cestou. Smluvni
strany se zavazuji piedlozit v§echny spory nebo
rozepte, které nebudou schopny vyftesit smirnou
cestou, piislugnému soudu v Ceské republice.

(7) Parties declare that this Agreement is an
expression of their serious and free will, that they
read and understood the wording of the Agreement,
in testimony whereof duly authorized representatives

of the Parties attach their signatures:

(7) Smluvni strany prohlasuji, ze tato smlouva je
vyrazem jejich vazné a svobodné vile, Ze si piecetly
znéni této smlouvy a porozumély mu, coz potvrzuji
pfipojenim podpist fadné opravnénych zastupci
smluvnich stran:

Institut Dr. Schauerte

represented by |

Signature/ Podpis

Place:

Date:

Study Site/Studijni pracovisté

represented b |

Signature/ Podpis

Place:

Date:

Investigator/Zkousejici 1ékar

Signature/ Podpis

Place:

Date:
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Each contractual party shall receive one copy of this
Agreement.

Kazda smluvni strana obdrzi jednu kopii této smlouvy.

Note: Compensation of the study team is regulated
within a separate agreement with entity HLZK

Poznamka: Odmény studijniho tymu jsou upraveny v
samostatné dohodé¢ se subjektem HLZK
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Annex 1

Priloha 1

Protocol

Protokol

Current Version is 1.0 of 23 September 2019

Aktudlni verze je 1.0 z 23. zati 2019
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