AGREEMENT FOR THE PERFORMANCE OF THE START STUDY
DOHODA S CENTREM O PROVEDENI STUDIE START

i
?’ Rigshospitalet

SITE AGREEMENT
FOR THE PERFORMANCE OF the
Strategic Timing of AntiRetroviral
Treatment (START) Study
(hereinafter referred to as “Agreement”)

DOHODA S CENTREM
O PROVEDENI STUDIE START:
Strategické nac¢asovani
antiretrovirové terapie
(dale jen ,,dohoda*)

The first Party,

located in

represented by

The second
Party,

with official
residence in

represented by

BETWEEN

Rigshospitalet -
Blegdamsvej, Region
Hovedstaden — Centre of
Excellence for Health,
Immunity and Infections
(CHIP)

Department of Infectious
Diseases, Section 2100,
Finsencentret,
Rigshospitalet,

Blegdamsvej 9, 2100
Copenhagen @,
Denmark

Per E. Jgrgensen,
Deputy Director,
Rigshospitalet and

Dorthe Raben,
Director of Research
Coordination
(hereinafter referred to
as “CHIP”)

AND

Fakultni nemocnice
Bulovka

Budinova 67/2, 180 81
Prague 8, Czech
Republic

MUDr. Livia Vecerova,
MBA, Deputy of Science,
Research, Grant

Stranou ¢&. 1

se sidlem

zastoupenou

stranou ¢&. 2

s Ufednim
sidlem v

zastoupenou

MEZI

Rigshospitalet -
Blegdamsvej, Region
Hovedstaden — Centre
of Excellence for
Health, Immunity and
Infections [Centrum
excelence pro zdravi,
imunitu a infekcni
onemocnéni] (CHIP)

Department of
Infectious Diseases,
Section 2100,
Finsencentret,
Rigshospitalet,

Blegdamsvej 9, 2100
Kodan &, Dansko

Per E. Jgrgensenem,
zastupcem feditele
Rigshospitalet a

Dorthe Raben,
feditelkou koordinace
vyzkumu

(dale jen ,CHIP”)

A

Fakultni nemocnici
Bulovka

Budinova 67/2, 180 81
Praha 8,
Ceska republika

MUDr. Livii
Vecefovou, MBA,
nameéstkyni pro védu,
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AGREEMENT FOR THE PERFORMANCE OF THE START STUDY

DOHODA S CENTREM O PROVEDENI STUDIE START

Activities and
Development
(hereinafter referred to
as “Site”)

MUDr. David Jilich
(hereinafter referred to
as “Site Leader”)

Site Principal
Investigator

CHIP and Site hereinafter collectively
referred to as “Parties” in this Agreement.

Both Parties agree to sign this agreement
and to govern it by the following:

Definitions:

Site: Clinical site responsible for enrolling
and following subjects in the study according
to the protocol.

Site Leader: a medically qualified
professional meeting the standard of Chapter
4, Investigator, of the ICH Harmonized
Tripartite Guideline for Good Clinical Practice
(EMA/CPMP/ICH/135/1995), under whose
personal control and direction the Study shall
be carried out.

Sponsor: University of Minnesota, a State of
Minnesota constitutional corporation, 2221
University Ave SE, Suite 200, Minneapolis,
MN 55414 USA.

Study: Strategic Timing of AntiRetroviral
Treatment (START) Study (hereinafter
referred to as “Study”). Protocol of the Study
is attached as Appendix [2] of the Agreement.

CLAUSES
FIRST - Scope
The objective of this Agreement is to set out
the rights and obligations applicable between
the Parties in relation to the conduct of the
Study at the Site under the auspices and
personal control of the Site Leader.
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vyzkum, grantové
¢innosti a rozvoj
(dale jen "centrum")

Hlavni MUDr. David Jilich
zkouSejici (dale jen ,vedouci
centra”)
CHIP a centrum dale souhrnné

oznacované jako ,strany“ této dohody.

Obé strany souhlasi s podpisem dohody a
s tim, Ze dohoda se bude Fidit
nasledujicimi

Definicemi:

Centrum: Klinické centrum odpovidajici za
nabor subjektld do studie a jejich sledovani
ve studii ve shodé s protokolem.

Vedouci centra: |ékarsky kvalifikovany

odborny pracovnik spliujici standardy
kapitoly 4, ZkouSejici, dle smérnic
harmonizaéni komise ICH Harmonized

Tripartite Guideline tykajici se Spravné
klinické praxe (EMA/CPMP/ICH/135/1995),
pod jehoZ kontrolou a fizenim bude studie
provadéna.

Zadavatel: University of Minnesota,
konstituéni korporace statu Minnesota,
2221 University Ave SE, Suite 200,
Minneapolis, MN 55414 Spojené staty
americke.

Studie: Strategic Timing of AntiRetroviral
Treatment (START) Study (dale jen
,studie®). Protokol studie tvofi pfilohu [2]
této dohody.

CLANKY DOHODY
I. Rozsah dohody
Ugelem této dohody je stanovit prava a
povinnosti  platici mezi stranami a
vztahujici se k provedeni studie v centru
pod Kkontrolou a osobnim vedenim
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AGREEMENT FOR THE PERFORMANCE OF THE START STUDY

DOHODA S CENTREM O PROVEDENI STUDIE START

SECOND - Legal compliance

The Site undertakes to ascertain that the
Study is conducted by the Site Leader in
accordance with the provisions of the
Protocol (“Protocol”), the Declaration of
Helsinki (October 2013), the ICH Harmonised
Tripartite Guideline for Good Clinical Practice
(EMA/CPMP/ICH/135/1995), applicable
personal data protection acts and other
appropriate  regulations  governing the
conduct of the Study, as well as special
Sponsor or CHIP requirements, if any.

Conduct of this Study was approved with the
favorable opinion of the Site’'s Ethics
Committee Ref. Nr. EK/159/2017, issued on
25.10.2017. Copy of this Approval is attached
as Appendix [3] of this Agreement. The
conduct of the Study was approved by the
favorable opinion of the Ethics Committee for
the Multicentric Trials, issued on the 20th of
November 2019, see Appendix [4] of this
Agreement.

This Agreement shall be governed by the
laws of the defendant, unless otherwise
specified. The Parties consent that the
resolution of all disputes or controversies
which the Parties are unable to settle
amicable, will be resolved by the competent
courts of the defendant.

THIRD - Duration of study / Termination of
contract

This agreement shall continue in full force
and effect until complete fulfilment of all
obligations undertaken by the Parties under
this Agreement or completion of the Study.

Completion of Study will be in effect upon a
situation where there are insufficient funds to
continue the START Study. CHIP may then
terminate the Agreement by providing one
month notice to the Site.

i
?’ Rigshospitalet

vedouciho centra.

Il. Pravni soulad

Centrum se zaruCuje, ze studie bude
vedoucim centra provedena ve shodé s
ustanovenimi protokolu (,protokol®),
Helsinské  deklarace  (fijen  2013),
smérnicemi ICH Harmonised Tripartite
Guideline tykajic se Spravné klinické praxe
(EMA/CPMP/ICH/135/1995), platnymi
predpisy o ochrané osobnich udaju a
dalsimi prisluSnymi predpisy upravujicimi
provedeni studie, a dale ve shodé s
konkrétnimi pozZadavky zadavatele nebo
CHIP, pokud takové budou vzneseny.

Provadéni této studie vcentru bylo
schvaleno mistni etickou komisi
pod €. j. EK/159/2017 ze dne 25. 10. 2017.
Kopie schvaleni tvofi pfilohu [3] této
dohody. Provadéni studie bylo schvaleno
rovnéz souhlasnym stanoviskem etické
komise pro multicentricka hodnoceni ze
dne 20. 11. 2019, viz pfiloha [4] této
dohody.

Tato dohoda se budete Fidit zakony
Zalovaného, neni-li dale stanoveno jinak.
Strany souhlasi, ze veSkeré spory i
kontroverze, které strany nebudou
schopny vyfreSit smirné, budou FfeSeny
prislusnymi soudy Zalovaného.

ukonéeni

Ill. Doba trvani studie /

dohody

Tato dohoda bude zachovana v pIné
platnosti a uc€innosti az do uplného spinéni
vSech povinnosti, které se strany zarucily
dle této dohody plnit, nebo do dokonceni
studie.

Dokonceni studie nastane i v situaci, kdy
nejsou dostatecné prostfedky nutné k
pokracovani studie START. CHIP maze v
takovém pripadé vypovédét tuto dohodu
prostfednictvim vypovedi S meésicni
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AGREEMENT FOR THE PERFORMANCE OF THE START STUDY

DOHODA S CENTREM O PROVEDENI STUDIE START

Either CHIP or Site can terminate this Site
Agreement with immediate effect if the other
party is in breach of its obligations under this
Agreement, including failure to comply with
the Protocol and applicable laws and
regulations, and provided that the party in
breach has not remedied such breach within
thirty (30) days after being requested to do so
by written notice form the other party.

CHIP may terminate this Agreement within
thirty (30) days without cause by providing
prior  written notice. Under such
circumstances, CHIP shall confer with Site
Leader and use its best endeavors to mitigate
any inconvenience or harm enrolled subjects
caused by the premature termination. Upon
receipt of a termination notice Site shall
cease any work not deemed necessary by
CHIP.

Site may terminate this Agreement without
cause with thirty (30) days written notice to
CHIP.

FOURTH - Site leader

The Study must be carried out under the
personal control and direction of the Site
Leader, who will ascertain that the Study is
conducted in strict compliance with the
Protocol and guidelines issued for the Study.

The Site Leader’s personal control and
direction also applies to the collection and
storage of specimens as described in the
Protocol, if relevant.

Site Leader acknowledges that fast and
efficient institution of the Study is crucial.
Replacement of the Site Leader requires the
prior written notification to CHIP on the
address stipulated in the Agreement header.
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vypovédni Ih(itou adresovanou centru.

CHIP nebo centrum mohou tuto dohodu
vypovédét s okamzitou platnosti, pokud
druha strana porusSila své povinnosti
vyplyvajici z této dohody, vcCetné
nedodrzovani podminek protokolu a
platnych zakonl a pFedpisi, a to po
podminkou, Ze porusSujici strana nezajistila
napravu poruseni povinnosti do tficeti (30)
dnU od pisemného pozadavku k napravé
zaslaného druhou stranou.

CHIP muzZe rovnéz ukongit tuto dohodu
pisemnou vypovédi s 30denni vypovédni
lhdtou od doruc€eni pisemné vypovédi bez
uvedeni davodu. V takovém pfipadé CHIP
vstoupi v jednani s vedoucim centra a
vyvine maximalni snahu zmirnit jakékoliv
nepohodli nebo uUjmu, které mohly
vzniknout zafazenym subjektim studie z
didvodu pFedCasného vypovézeni. Po
doruceni vypovédi dohody centrum zastavi
vesSkeré aktivity, které nebude CHIP
povazovat za nutné.

Centrum muzZe ukoncit tuto dohodu
vypovédi bez uvedeni davodu s vypovédni
IhGtou 30 dnU ode dne dorugeni vypovédi
CHIP.

IV. Vedouci centra
Studie musi byt provedena pod osobni
kontrolou a vedenim vedouciho centra,
ktery zajisti, ze studie je provedena v
pfisné shodé s protokolem a pokyny
vydanymi ke studii.

Povinnost osobni kontroly a vedeni ze
strany vedouciho centra se vztahuje
rovnéz na shromazdovani a uchovavani
vzorku, jak je popsano v protokolu (je-li to
relevantni).

Vedouci centra bere na védomi, ze rychlé
a efektivni zahajeni studie ma zasadni
vyznam. Personalni vyménu vedouciho
centra je nutné ucinit pisemnym
oznamenim adresovanym CHIP na adresu
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AGREEMENT FOR THE PERFORMANCE OF THE START STUDY

DOHODA S CENTREM O PROVEDENI STUDIE START

FIFTH — Enrolment of Study Subjects

The Site Acknowledges that the Study is
being conducted as multi-centre Study, the
Site undertakes to cease recruiting Study
Subjects if notified by CHIP that the
maximum number of Study Subjects to be
enrolled in the Study under the Protocols has
been reached.

Before enrolling any Study Subject, the Site
Leader must obtain authorization from CHIP
to enroll Subjects and obtain signed informed
consent as required by the Protocol and
applicable laws.

SIXTH - Site Monitoring

Site participating in the Study can be visited
by independent regulatory authorities
sponsor and/or monitors appointed by CHIP.
The Parties agree to permit access to the
Site’s records relating to the study, including
subject medical records for monitoring,
auditing or inspections. For quality assurance
procedures to be performed during each visit
please refer to the protocol and study Manual
of Operations.

Monitoring whether be central monitoring or
‘on-site’” monitoring, will be done in
accordance with the protocol and study
Manual of Operations and/or applicable
Monitoring Plans.

SEVENTH - Publication

The Parties have a mutual interest in
publishing and presenting the outcome of the
Study and/or data deriving thereof.

CHIP and/or the Scientific Steering
Committee (hereinafter “Scientific
Committee”) may refuse publication or public
dissemination request from site on basis of
objective academic criteria defined by the
CHIP and or Scientific Committee.
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uvedenou v zahlavi této dohody.

V. Nabor subjektu studie

Centrum bere na védomi, ze studie je
provadéna jako multicentricka a zarucCuje
se, ze prestane s naborem subjektl
studie, pokud bude ze strany CHIP
oznameno, ze jiz bylo dosazeno
maximalniho poc¢tu do studie zafazenych
subjektd stanoveného protokolem.

Vedouci centra musi pfed zafazenim
subjektd do studie k tomuto ucelu ziskat
svoleni od CHIP a obdrZzet podepsany
informovany souhlas subjektu tak, jak to
vyZzaduje protokol a pfislusné pravni
predpisy.

VI. Monitorovani centra

Centrum ucCastnici se studie mulze byt
navstiveno nezavislymi kontrolnimi
organy, zadavatelem a/nebo monitory
jmenovanymi CHIP. Strany souhlasi s
povolenim pfistupu k zaznamim centra,
které se tykaji studie, vCetné zdravotnich
zaznamu subjekt za ucelem
monitorovani, auditu nebo inspekce.
Podrobnéjsi informace o procedurach k
zajisténi kvality, které budou provedeny
pfi kazdé navstévé, jsou uvedeny v
protokolu a manualu postupl studie.

Centralni monitorovani i monitorovani na
pracovisti centra bude probihat ve shodé s
protokolem a manualem postupl studie
a/nebo pfislusnymi monitorovacimi plany.

VII. Publikace

Strany maji oboustranny zajem na
publikovani a prezentaci vysledku studie
a/nebo dat ze studie ziskanych.

CHIP a/nebo fidici védecka komise (dale
jen ,védecka komise“) mohou zamitnout
publikaci nebo vefejné Sifeni na zakladé
objektivnich akademickych kritérii
definovanych CHIP a/nebo védeckou
komisi.
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AGREEMENT FOR THE PERFORMANCE OF THE START STUDY

DOHODA S CENTREM O PROVEDENI STUDIE START

Research proposals must be submitted at
least thirty (30) days prior to the intended
time of publication and reviewed under the
oversight of the START Steering Committee.
CHIP and/or Scientific shall make a Final
approval of intended research proposals.

Publications will be in accordance with
international recognized scientific and ethical
standards concerning publications and
authorships. Copyrights concerning
Publications of the study remain with the

authors of the Publication, regardless of any
other  provisions regarding intellectual
property rights.

EIGHTH - Data and Safety reporting

The Site agrees to provide data to secure
collection of agreed resources as outlined in
the Protocol and agrees to make available
the data according to the timeframes outlined
in the Manual of Operations/Standard
Operating Procedures. The data may be
used for the Study under the full and direct
control, instructions and management of
CHIP.

Site Leader agrees to implement and use any
electronic system that CHIP may specify for
use in the reporting and monitoring of the
Study and Study findings at CHIP’s expense
(“system”). Site/Site Leader shall have all
available data entered in the system as
agreed.

NINTH — Ownership of Data

All data/results generated by the Site/Site
Leader in the direct course of conducting the
Study (“Data”) shall be the property of CHIP,
which may use utilize the data in any way it
deems appropriate, subject to and in
accordance with applicable privacy, personal
data protection and security laws and
regulations and the terms of this Agreement.
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Vyzkumné zaméry musi byt pfedlozeny ve
Ihaté alesponn tficeti (30) dnu pred
zamyslenou publikaci fidici komisi studie
START a provéfeny pod jejim dohledem.
CHIP a/nebo védecka komise rozhodne o
konecném schvaleni zamyslenych
vyzkumnych zameéru.
Publikace se uskuteCni ve shodé s
mezinarodné uznavanymi odbornymi a
etickymi standardy vztahujicimi se k
publikovani a autorstvi. Autorska prava
tykajici se publikaci studie zustavaji
majetkem autorl prislusné publikace, bez
ohledu na jina ustanoveni tykajici se prav
duSevniho vlastnictvi.

VIIl. HIaSeni dat a bezpeénostni hlaseni
Centrum souhlasi s poskytovanim dat pro
zajisténi sbéru odsouhlasenych zdrojl dat,
jak stanovi protokol, a souhlasi, Zze
zpfistupni tato data podle c¢asového
harmonogramu uvedeného v pfiruCce
postupu/standardnich operaénich postupu.
Tato data mohou byt uzita pro ucely studie
pod plnou kontrolou, vedenim a v souladu
s pokyny CHIP.

Vedouci centra souhlasi, ze zavede a
bude uzivat elektronicky systém, jehoz
uzivani muze CHIP pozadovat pro ucely
hlaseni a monitorovani studie a vysledku
studie, a to na naklady CHIP (,systém®).

Centrum/hlavni  zkouSejici bude mit
veSkera dostupna data ulozena do
systému tak, jak bylo odsouhlaseno.

IX. Vlastnictvi dat

Vsechna data/vysledky vytvorené
centrem/vedoucim centra v prubéhu

pfimého provadéni studie (,data“) budou
majetkem CHIP, ktery mlze tato data uzit
zpusobem, ktery uzna za vhodny, avSak
podléhajicim a ve shodé s platnymi
zakony a predpisy o ochrané soukromi,
osobnich udaju bezpecnosti a ve shodé
podminkami této dohody.
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AGREEMENT FOR THE PERFORMANCE OF THE START STUDY
DOHODA S CENTREM O PROVEDENI STUDIE START

Site/Site Leader retain right to use Data for
further internal research and education.

The Data provider (Site) agrees that the Data
provided to CHIP may be used by other
beneficiaries and Third Parties as agreed in
the protocol and who are part of the Project

provided that this remains within the
appropriate ethics, regulatory and data
protection approvals.

TENTH — Liabilities
A. The Sponsor has appropriate insurance

cover for claims arising from the
Sponsor’s negligence relating to the Study
which undertakes to maintain in effect
throughout the execution of the study at
the Site. Copy of the Insurance certificate
represents  Appendix [5] of the
Agreement.

. Subject to sub-clauses C and D below,
CHIP hereby indemnifies the Site against
claims arising from CHIP’s negligence or
the negligence of its employees, honorary
employees, servants or agents.

. The Site hereby indemnifies CHIP against
all claims, proceedings, costs and
expenses (including reasonable legal
costs) arising from personal injury and/or
death resulting from participation in the
Study, made or brought against CHIP by
a subject, where such personal injury or
death results from:

a. the negligence of the Site, its
employees or its agents (including
but not limited to the Site Leader);
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Centrum/vedouci centra si zachova pravo
uzit tato data pro dalSi interni vyzkum a
vzdélavani.

Poskytovatel dat (centrum) souhlasi s tim,
Ze data poskytnuta CHIP mohou byt uzita
dalSimi pfijemci a tfetimi stranami, které
se podileji na projektu, jak je sjednano v
protokolu, pod podminkou Ze pro takove
uziti byl ziskan souhlas etické komise,
kontrolnich organt a uziti je v souladu s
plathnymi pfedpisy o ochrané dat.

X. Odpovédnost

A. Zadavatel zajistil odpovidajici pojisténi
pfed naroky vzniklymi z duavodu
nedbalosti zadavatele v souvislosti se
studii, které se zavazuje udrzovat
v ucinnosti po celou dobu provadéni
studie v centru. Kopie certifikatu
pojisténi tvofi pFilohu [5] této dohody.

B. Ve shodé s pism. C a D nize CHIP
timto zbavuje centrum odpovédnosti za
naroky vzniklé z ddvodu nedbalosti

CHIP nebo nedbalosti jeho
zaméstnancd, neplacenych
zameéstnancli, pomocné sily nebo
zastupcu.

C. Centrum timto zbavuje CHIP
odpovédnosti za veSkeré naroky,

soudni fizeni, naklady a vydaje (v€etné
pfiméfenych soudnich vyloh) vzniklych
z ddvodu osobni Ujmy na zdravi a/nebo
umrti v souvislosti s ucasti ve studii,
které byly u€inény vuci CHIP subjektem
studie, a to v pfipadech, kde takova
Ujma nebo umrti je disledkem:

a. nedbalosti ze strany centra,
jeho zaméstnanci  nebo
zastupcl (v€etné mimo jiné
nedbalosti vedouciho
centra);

b. poruSeni povinnosti dle této
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AGREEMENT FOR THE PERFORMANCE OF THE START STUDY

DOHODA S CENTREM O PROVEDENI STUDIE START

b. a breach arising from negligence
by the Site, its employees or its
agents (including but not limited to
the Site Leader) of its obligations
under this Agreement;

c. negligent deviation from the
Protocol and/or GCP and/or
appropriate clinical practice by the
Site, its employees or its agents
(including but not limited to the Site
Leader).

D. Nothing in this Agreement shall operate to

exclude, restrict or limit either Party’s
liability for:

a. Death or personal injury resulting
from negligence; or

b. Fraud or fraudulent

misrepresentation.

ELEVENTH - Intellectual Property

A.

Nothing contained in this Agreement
or any license agreement pertaining to
this Study shall affect the absolute
and unfettered rights of each Party in
all Intellectual Property contained in its
Background.

All Intellectual Property generated
under the Study shall be assigned to
CHIP.

For the purposes of this Agreement,
‘Intellectual Property’ means any
patents, copyright, design rights (both
registered and unregistered),
database rights, trademarks and rights
in respect of confidential information,
applications (and the right to apply) for
any of the above, and any similar right
recognized from time to time in any
jurisdiction, together with all rights of

D.
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dohody z dldvodu nedbalosti
ze strany centra, jeho
zaméstnancl nebo zastupcu
(v€etné mimo jiné nedbalosti
vedouciho centra);

c. odchyleni se z nedbalosti od
protokolu a/nebo Spravneé
klinické praxe a/nebo fadné
klinické praxe ze strany
centra, jeho zaméstnancu
nebo zastupcu (v€etné mimo
jiné nedbalosti vedouciho
centra).

Nic v této dohodé nebude pouZito k
vylou€eni, omezeni nebo limitovani
odpovédnosti jedné Ci druhé strany za:

a. umrti nebo osobni uUjmu,
které nastaly v dusledku
nedbalosti; nebo

b. podvodného jednani nebo

uvedeni v omyl.

XI. DusSevni vlastnictvi

A.

Nic v této dohodé ani zadné
licenCni ujednani vztahujici se ke
studii nebude mit dopad na
absolutni a neomezena prava
kazdé ze stran ve vztahu Kk
duSevnimu vlastnictvi, které je
soucCasti  stavajiciho  duSevniho
vlastnictvi (background).

vlastnictvi
studie bude

Veskeré duSevni
vytvofené v ramci
postoupeno CHIP.

Pro ucely této dohody bude
,dusevni vlastnictvi® znamenat:
veskeré patenty, autorska prava,
vzory (zaregistrované [
neregistrované), databazova prava,
ochranné znamky, prava tykajici se
dbvérnych informaci, Zzadosti (a
prava podat Zadost) o vySe
uvedené, a jakakoliv podobna
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AGREEMENT FOR THE PERFORMANCE OF THE START STUDY

DOHODA S CENTREM O PROVEDENI STUDIE START

action in relation to the infringement of
any of the above.

D. For the purposes of this Agreement,
‘Background’ means any Intellectual
Property controlled or owned by either
Party prior to the date of the
Agreement or Intellectual Property
generated by either of the Parties
independently of the Study and
controlled or owned by that Party.

E. The Site retains a non-exclusive
license to the results generated at the
Site for internal non-commercial
research and teaching purposes.

TWELFTH - Financial Compensation

In recognition of the work performed under
this Agreement, CHIP shall reimburse the
Site for actual costs incurred by the Site in
respect of the Resources/Data actually
provided to CHIP under this Agreement. The
Parties acknowledge that CHIP will pay
remuneration as described in the Financial
Appendix annexed hereto as Appendix [1]. All
expenses are inclusive of VAT (or any similar
tax). Payments shall fall due as mentioned in
Appendix [1]. Payments will be calculated in
currency mentioned in Appendix [1].

Payments shall be made subject to the Site
informing CHIP of all relevant payment
details, incl. name of bank, bank account
details and SWIFT NOs as indicated in
Appendix [1].

In case the Study is discontinued prematurely
or in case this Agreement is terminated, Site
shall be compensated for all reasonable non-
cancellable costs already incurred, provided

=
?’ Rigshospitalet

prava, ktera mohu byt ¢as od Casu

uznana Vv jakékoliv jurisdikci,
spoleCné se vSemi pravy na
podniknuti  pravnich  kroka ve

vztahu k poruSeni vySe uvedenych.

D. Pro ucely této dohody bude
,Stavajici  dusSevni  vlastnictvi“
(background) znamenat veSkeré
duSevni vlastnictvi kontrolované
nebo ve vlastnictvi kterékoliv ze
stran k datu dohody nebo dusevni
vlastnictvi vytvorené kteroukoliv ze
stran nezavisle na studii a
kontrolované nebo ve vlastnictvi
této strany.

E. Centrum si vyhrazuje nevyhradni
licenci na vysledky generované
v centru pfi provadéni studie a to
pro interni nekomercni ucely
vyzkumu a vyuky.

Xll. Finanéni kompenzace

Jako uznani za praci vykonanou dle této
dohody CHIP proplati centru skute¢né
naklady vzniklé centru v souvislosti se
zdroji  informaci/daty, které centrum
poskytlo CHIP v ramci této dohody. Strany
berou na védomi, Ze platby ze strany
CHIP se uskute¢ni zplsobem popsanym
ve finan¢ni pfiloze této dohody, ktera je k
této dohodé pfipojena jako pfiloha [1].
VSechny vydaje zahrnuji DPH (nebo
obdobnou dan). Splatnost plateb je
popsana v pfiloze [1]. Ména pro vypocet
vySe plateb je uvedena v pfiloze [1].

Uhrada plateb ze strany CHIP je
podminéna poskytnutim prislusnych
faktura¢nich udajii ze strany centra v€etné
nazvu banky, udaju o uctu a kédu SWIFT
tak, jak je uvedeno v pfiloze [1].

V pfipadé, Ze studie bude ukoncena
prfed€asné, nebo pokud bude tato dohoda
vypovézena, centrum dostane kompenzaci
za vSechny pfiméfené nestornovatelné
vydaje, které centru jiz vznikly, pod
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AGREEMENT FOR THE PERFORMANCE OF THE START STUDY

DOHODA S CENTREM O PROVEDENI STUDIE START

the early termination is not caused by Site’'s
breach of duty.

THIRTEENTH - Entire Agreement

This Agreement including its Appendices
represents the entire agreement of the
Parties. No amendment, alteration, or
modification of this Agreement shall be valid
unless executed in writing by the Parties. If
any provisions of this Agreement is deemed
unenforceable, the remainder of this
Agreement shall be enforced to the fullest
extent possible.

FOURTEENTH -
Contract Registry
Parties have agreed that, within the scope
required by the applicable legal regulations,
especially the Czech Act No. 340/2015 Coll.,
on Contract Registry, as amended
(hereinafter referred to as “Act on Contract
Registry”), this Agreement shall be published
in a public Contract Registry. The Parties
have agreed that Site will publish the version
of this Agreement in a machine-readable
format. Information that is subject to business
secret of CHIP, i e. the whole Appendix [1]
and further any personal data will be blinded
in this published version by the Site.

Publication in the

FIFTEENTH - Confidentiality

All information disclosed or provided by CHIP
or produced in the performance of the Study,
including but not limited to the Protocol, the
Investigator’s brochure and CRF/e-CRF, the
results obtained during the course of the
Study, information marked as confidential,
information that has been disclosed orally,
which CHIP subsequently within 30 days of
disclosure has stated as confidential,
information that by their nature are clearly
confidential (hereafter the “Confidential
Information”), is confidential. The Site
Leader and the Site agree to keep
confidential and not to disclose the

i
?’ Rigshospitalet

podminkou Zze pFfedCasné vypovézeni
nnebylo zpusobené porusenim povinnosti
ze strany centra.

XIll. Uplnost dohody

Tato dohoda v€etné jejich  pfiloh
predstavuje uplnou dohodu mezi stranami.
Dodatky, zmény a upravy budou platné,
pouze pokud budou podepsany vsemi
stranami. Budou-li néjaka ustanoveni této
dohody shledana nevymahatelnymi, zbyla
Cast dohody bude vymahana v nejSirSim
mozném rozsahu.

XIV. Uverejnéni v registru smluv

Strany se dohodly, Ze v rozsahu, v jakém
je to pozadovano pfislusnymi pravnimi
predpisy, zejména zakonem Ceské
republiky €. 340/2015 Sb., o registru
smluv, ve znéni pozdéjSich predpist (dale
jen ,zakon o registru smluv®), bude tato
dohoda uvefejnéna ve vefejném registru
smluv. Strany se dohodly, Ze centrum
uverejni verzi této dohody ve strojové
Citelném formatu v elektronické podobé.
Ve zvefejnéné verzi budou ze strany
Centra znecitelnény udaje, které jsou
pfedmétem obchodniho tajemstvi CHIP, ;.
cela pfiloha [1] dohody a dale jakékoli
osobni udaje.

XV. Davérny rezim

Veskeré informace zvefejnéné nebo
poskytnuté ze strany CHIP nebo ziskané
pfi provedeni studie, mimo jiné vcetné
protokolu, brozury zkouS$ejiciho a CRF/e-
CRF, vysledka ziskanych v pribéhu
studie, informaci oznaenych jako
divérné, informaci, které byly zvefejnény
ustné, které CHIP nasledné do 30 dnl od
zvefejnéni uvedl jako divérné, informace,
které jsou svou povahou jasné divérné
(dale jen "davérné informace"), jsou
divérné. Vedouci centra a centrum
souhlasi s tim, Ze budou zachovavat
mienlivost a nezverejni  duvérné
informace Zadné tfeti strané bez
pfedchoziho pisemného souhlasu CHIP.
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AGREEMENT FOR THE PERFORMANCE OF THE START STUDY

DOHODA S CENTREM O PROVEDENI STUDIE START

Confidential Information to any third party
without the prior written approval of the
CHIP. The Site Leader and the Site shall use
the Confidential Information solely for the
purposes of the Study.

Furthermore, the Parties agree to adhere to
the principles of personal data confidentiality
in relation to the Subjects, the Site Leader,
the Site and additional employees involved in
the Study. Each employee shall be subject to
these obligations of confidentiality and
restricted use. The Site Leader shall inform
the employees of the confidential nature of
the Study and will only provide them with the
Confidential Information that is strictly
necessary for the accomplishment of their
acts.

Confidential Information shall not include:

e Information that is already known at
the time of its revelation or later is
made public through no fault of the
Site Leader or;

¢ Information that the Site Leader at the
time of its revelation can show was
already known by the Site Leader or;

e Information that Site Leader has
received in good faith from a third
party or;

¢ Information that can be demonstrated
as independently developed or
acquired by the Site Leader without
reference to or reliance upon
information disclosed by CHIP or;

e Information that is required to be
disclosed by law.

The obligations of confidentiality and
restricted use contained herein are applicable
during the term of the Contract and shall
survive for five (5) years from its date of
termination, whether by expiration or by early
termination.

SIXTEENTH- Miscellaneous
This Agrement shall be effective as of the day
of being published in the Contract Registry,

i
?’ Rigshospitalet

Vedouci centra a centrum budou pouzivat
divérné informace vyhradné pro ucely
studie.

Strany se dale dohodly, Ze budou

dodrzovat zasady duvérnosti osobnich
udaju ve vztahu Kk subjektim studie,
vedoucimu centra, centru a dalSim
zaméstnancim zapojenym do studie.
Kazdy zaméstnanec podléha témto
povinnostem mliCenlivosti a omezeného
uzivani. Vedouci centra informuje

zaméstnance o dlvérné povaze studie a
poskytne jim pouze davérné informace,
které jsou nezbytné nutné pro dosazeni
jejich ukold.

Davérné informace nezahrnuiji:

* Informace, které jsou jiz znamy v dobé
jeho odhaleni nebo pozdéji, jsou
zverejnény bez zavinéni vedouciho centra
nebo;

* Informace, které vedouci centra v dobé
svého odhaleni muze ukazat, byly jiz
vedoucimu centra znamy nebo;

* informace, které vedouci centra obdrzel v
dobré vife od treti strany nebo;

* informace, které mohou byt prokazany
jako nezavisle vyvinuté nebo ziskané
vedoucim centra bez odkazu na informace
zvefejnéné CHIP nebo;

* Informace, které musi byt zvefejnény
zakonem.

Ustanoveni o povinnosti milcenlivosti a
omezeném uzivani divérnych informaci
dle této dohody plati po dobu platnosti této
dohody a prezivaji po dobu péti (5) let ode
dne jejiho ukonceni, at uz uplynutim
platnosti nebo pfed€asnym ukon&enim.

XVI. Rlizné

Tato dohoda nabude ucinnosti dnem
uverejnéni v registru smluv, postupem dle
zakona o registru smluv.

Tato dohoda je vyhotovena v anglické a
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AGREEMENT FOR THE PERFORMANCE OF THE START STUDY

DOHODA S CENTREM O PROVEDENI STUDIE START

according the Act on Contract Registry.

This Agreement is done in both an English
and Czech version.

The Parties agree to replace any rights and
obligations that may arise out of performance
under the subject matter of this Agreement
prior to the entry into force of this Agreement
by an obligation arising out of this
Agreement. Performance under the subject
matter of this Agreement prior to the entry
into force of this Agreement shall be deemed
to be performance under this Agreement and
the rights and obligations arising therefrom
shall be governed by this Agreement.

SIXTEENTH - List of Appendices
APPENDIX [1] — FINANCIAL APPENDIX
APPENDIX [2] — PROTOCOL OF THE
STUDY

APPENDIX [3] — LEC APPROVAL
APPENDIX [4] - MEC APPROVAL
APPENDIX [5] — COPY OF INSURANCE
CERTIFICATE

_— O J—

Both parties agree to comply with and follow
this Site Agreement and as a proof of
conformity, sign it, in triplicate, in the location
and on the date indicated.

Rigshospitalet Date:

Per E. Jgrgensen

Deputy Director, Signature:
Rigshospitalet

CHIP Date:
Dorthe Raben,

Director of Research Signature:
Coordination

Site Representative Date:

MUDr. Livia

i
?’ Rigshospitalet

Ceské jazykové verzi.

Strany se dohodly, Ze prava a povinnosti
pfipadné vzniklé z plnéni v ramci
predmétu této dohody, k némuz doslo pfed
nabytim ucinnosti této dohody, nahrazuji
zavazkem vzniklym z této dohody. PInéni
v ramci predmétu této dohody pred
ucinnosti této smlouvy se povazuje za
plnéni podle této dohody a prava a
povinnosti z néj vzniklé se fFidi touto
dohodou.

XVIl. Seznam pfiloh
PRILOHA [1] — FINANCNI PRILOHA
PRILOHA [2] - PROTOKOL STUDIE

PRILOHA [3] — SCHVALENI LEK
PRILOHA [4] — SCHVALENI MEK
PRILOHA [5] — KOPIE POJISTNEHO
CERTIFIKATU

-—--Q ---

Obé strany souhlasi, Ze budou dodrzovat
a fidit se touto dohodou s centrem studie a
na dlkaz souhlasu dohodu podepisi ve
trech stejnopisech na uvedeném misté a v
uvedeny den.

Rigshospitalet Datum:
Per E. Jgrgensen

Zastupce feditele Podpis:
Rigshospitalet

CHIP Datum:
Dorthe Raben,

feditelkou

koordinace vyzkumu Podpis:
Zastupce centra: Datum:

MUDr. Livia
Vederova, MBA,
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AGREEMENT FOR THE PERFORMANCE OF THE START STUDY ¥ Rigshospitalet
DOHODA S CENTREM O PROVEDENI STUDIE START :

Vecerova, MBA naméstkyné pro

Deputy of Science, védu, vyzkum,

Research, Grant grantové Cinnosti a

Activities and rozvoj Podpis:
Development Signature:

Vedouci centra

Site Leader Souhlasi a bere na
Acknowledge and védomi
agree: MUDr. David Jilich Datum:
MUDr. David Jilich
Date: Podpis:
Signature:
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DOHODA S CENTREM O PROVEDENI STUDIE START L

PRILOHA1
APPENDIX 1 FINANCNI PRILOHA
FINANCIAL APPENDIX

. _ _
il B

e
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AGREEMENT FOR THE PERFORMANCE OF THE START STUDY F Rigshospitalet
DOHODA S CENTREM O PROVEDENI STUDIE START

Upozornéni: Je nutné vyplnit vSechny
Please note: All fields must be filled in! radky!
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