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CLINICAL STUDY AGREEMENT SMLOUVA o KLINICKEM HODNOCENi

concluded according to Section 1746(2) of Act No.

89/2012 Sb. Civil Code and Section 12(2) of Decree No.

226/2008 Sb. on Good Clinical Practice and Detailed

Conditions of Clinical Trials on Medicinal Products, as

amended.

uzavi‘ena podle § 1746 odst. 2 za’kona 6:. 89/2012 Sb.

obéanského zakoniku a § 12 odst. 2 vyhlésky ('2. 226/2008
Sb., 0 sprévné klinické praxi a blizsich podminkach

klinického hodnoceni Iééivych pi'ipravku, ve znéni

pozdéjéich piedpisfl.
Abie s.r.o., Metronom Business Center, Bucharova

2817/13, Stodfllky, 158 00 Praha 5, Czech Republic, ID:
24148725, VAT ID: C224148725, represented by Mgr. Jan

Balzer, Country Clinical Operations Manager, upon power

of attorney ("Abie") desires to retain Fakultni

nemocnice Hradec Krélové, Sokolské 581, postcode

500 05 NOV)? Hradec Kralové, Czech Republic, Company

ID: 00179906, Tax ID: CZOO179906, represented by

MUDr. Ales Herman, Ph.D. Director the “Provider of

Medical Services") and

IV. Hematology Clinic, employee of Provider of

Medical Services (the “Principal Investigator”). Provider

of Medical Services and Principal Investigator desire to

conduct a clinical study (the “Study”) in relation to

Epcoritamab (the “Study Product”) valid as of the date

this Clinical Study Agreement (this “Agreemen ”) is fully

executed, and effective as of the day of this Agreement’s

publication in accordance with applicable Czech law, as

stated below in Section 8 (the “Effective Date”).

Abie, s. r. 0., Metronom Business Center, Bucharova

2817/13, Stodulky, 158 00 Praha 5, Ceska republika, IC:

24148725, DIC: CZ24148725, zastoupené Mgr. Janem

Balzerem, Country Clinical Operations Manager, na

zakladé plné moci (,,Abie”) si pi'eje zapojit Fakultni

nemocnici Hradec Kralové, Sokolska 581, 500 05

Hradec Kralové - Novy Hradec Kra'lové, Ceské republika,

IC: 00179906, DIC: CZOO179906, zastoupenou MUDr.

Alesem Hermanem, Ph.D. ieditelem Posk tovatel

zdravotnich sluzeb”) a

IV. Interni hematologicka’ klinika, zaméstnance

Poskytovatele zdravotnich sluzeb (,,Hlavni zkouseiici“).

Poskytovatel zdravotnich sluieb a Hlavni zkousejici maji

zajem se zapojit do provadéni klinického hodnoceni

(,,Studie”) tykajiciho se Epcoritamab (,,Hodnoceny’ Iééivy’

piiprave "). Datem platnosti této Smlouvy o klinickém

hodnoceni je datum jejiho podpisu vsemi smluvnimi

stranami a datem Uéinnosti této Smlouvy (,,Smlouva”) je

den uvei'ejnéni této Smlouvy vsouladu sph’slusnymi
ustanovenimi préva Ceské republiky, ve smyslu nize

definovaném v (“:Iénku 8 (,,Datum uéinnosti").

WHEREAS: VZHLEDEM K TOMU, ie

o Abie is acting as an authorized agent in the Czech

Republic of Abie Deutschland GmbH & Co. KG,

Mainzer Strasse 81, 65 189 Wiesband, Germany, the

Study sponsor in the European Union as defined in

the Regulation (EU) No. 536/2014 respectively

Directive 2001/20/EC , as amended (“Sponsor”);

. Abie jedné v Ceské republice jako opravnény
zastupce spoleénosti Abie Deutschland GmbH &
Co. KG, Mainzer Strasse 81, 65189 Wiesband,

Némecko, zadavatele Studie v Evropské unii podle

definice uvedené v naiizeni EU 6. 536/2014 resp.

smérnici 2001/20/ES (,,Qdavatel“);

0 Each of Abie and Sponsor is a member of the

Abie group of companies that is directly or

. Abie i Zadavatel jsou cleny skupiny spoleénosti
Abie a jejich piimym (":i nepi'imym vlastnikem je

Randomized, Open-Label Trial to Evaluate the

Safety and Efficacy of Epcoritamab + Rituximab

and Lenalidomide (R2) compared to

Chemoimmunotherapy in Previously Untreated

Follicular Lymphoma (EPCORET'V'FL-Z),“which may

be amended from time to time in writing by Abie

(the “Protocol”), EU CT no. 2023-506906-38-00; and

indirectly owned by Abie Inc. (together with Abie Abie Inc. (spoleéné sAbie Inc. ,,Skupina

Inc., “AQbVie Grog”) A_bie“),

o The Study is to be conducted pursuantto Protocol No. 0 Studie se ma provédét podle protokolu c. M22-003

M22-003 entitled ,,A Phase 3, Multicenter, s nazvem “Multicentrické, randomizované,

otevfené klinické hodnoceni fa’ze 3 hodnotici

bezpec'nost a uéinnost epcoritamabu + rituximabu

a lenalidomidu (R2) ve srovnani s

chemoimunoterapii u dr'ive nelééeného

folikula’rniho lymfomu (EPCORETMFL-Z)” , ktery

Abie muze éas od éasu pisemné zménit
(,,Protokol“), EU CT éislo 2023-506906-38-00; a

o Abie is entering into this Agreement with the

understanding that Principal Investigator, employee

of Provider of Medical Services, will be responsible for

the conduct of the Study.

0 Abie uzaviré tuto Smlouvu svédomim, ze za

provédéni Studie bude odpovidat Hlavni zkousejici,
jenz je zaméstnancem Poskytovatele zdravotnich

sluzeb.

NOW, THEREFORE, in consideration of the mutual

promises set forth herein, the parties agree as follows:

Strany se PROTO NYNI s ohledem na vzajemné sliby

uvedené v této Smlouvé dohodly nésledovné:

1. Scope of Work. 1. Rozsah praci

a. Provider of Medical Services and Principal

Investigator each shall conduct and require, sub-

investigator(s), and Provider of Medical Services’

other employees, subcontractors and agents

performing services related to the Study (collectively,

“Provider of Medical Services Personnel”) to

conduct the Study in accordance with: (i) this

Agreement; (ii) the Protocol; (iii) all written instruction

a. Poskytovatel zdravotnich sluieb a Hlavni zkousejici

budou provédét Studii vsouladu snésledujr’cr’mi
ustanovenimi, jejichz dodrieni budou vyzadovat i na

daisich zkousejicich a daisich zaméstnancich,

subdodavatelich a zastupcich Poskytovatele

zdravotnich sluzeb spojenych se Studii (spoleéné

,,Personal Poskytovatele zdravotnich sluzeb“).

Studie se bude provédét vsouladu s (i) touto
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provided by or on behalf of Abie; and (iv) all

applicable laws and industry codes of practice

(collectively “Law(s)”), including without limitation,

anti-bribery and anti-corruption laws, International

Conference on Harmonization of Technical

Requirements for Registration of Pharmaceuticals for

Human Use E6 Good Clinical Practice (“lCH-GCP”),

beginning January 2023, The Clinical Trials

Regulation (EU)536/2014 (“Regulation”), the Act on

Pharmaceuticals No. 378/2007 8b., as amended

(“Act on Pharmaceuticals”), Decree No. 463/2021

Coll., as amended, on Detailed Conditions of

performance of Clinical Trials on Human Medicinal

Products, as amended, the Act on Health Care

Services No. 372/2011 8b., as amended (“Health

Care Services Law"), Decree No. 84/2008 Sb. on

Good Pharmacy Practice, as amended (“Good

Pharmacy Practice”), Decree No. 86/2008 Sb. on

Good Laboratory Practice in the Area of Medicines,

Act No. 110/2019 Sb. on Processing of Personal

Data, the EU General Data Protection Regulation

(2016/679) and related data protection laws (“w

Protection Las)”) and other data protection and

privacy laws, as each may be amended, from time to

time. In furtherance of the foregoing obligations,

Abie shall ensure that the State Institute for Drug

Control (“SUKL“) and an Ethics Committee (“E”)

established and constituted in accordance with

applicable Laws approves and oversees the conduct

of the Study. Abie shall notify SUKL and EC of (i)

the date and place of commencement of the Study

within sixty (60) days from its start in the Czech

Republic and (ii) the introduction of substantial

amendments to the Protocol as required by applicable

regulations. Provider of Medical Services and

Principal Investigator shall observe the procedures

set forth for recording and reporting data as required

by applicable regulations.

Smlouvou, (ii) Protokolem, (iii) véemi pisemnymi

pokyny poskytnutymi spoleénosti Abie nebo jejI'm

jménem; a (iv) vsemi provadécimi pfedpisy platnymi

pro dané prflmyslové odvétvr’ (spoleéné ,,Zékony“),
zejména zakony proti L'Jplatkflm a korupci, pokyny pro

Spravnou klinickou praxi Mezinarodni konference pro

harmonizaci technickych poiadavkt‘] na registraci

huménnich lééiv E6 (,,lCH-GCP“), poéinaje lednem

2023 Nafizenim o klinickych hodnocenich humannich

Iééivych pfl’pravku (EU) 6. 536/2014 (,,Nah’zeni'“),
zakonem o Iééivech é. 378/2007 Sb. v platném znéni

(,,Zékon o lééivech“), vyhlaékou é. 463/2021 o
bliiéich podminkach prova'déni klinického hodnoceni

huménnich lécivych pfipravkt‘], v platném znéni,

zakonem o zdravotnich sluibach é. 372/2011 Sb.

v platném znéni (,,Zékon o zdravotnich sluibach“), ,
vyhlaskou 6. 84/2008 Sb. 0 spravné lékarenské praxi

v platném znéni (,,Sprévné Iékérenské praxe“),

vyhlaskou 6. 86/2008 Sb. 0 stanoveni zasad sprévné

laboratorni praxe v oblasti Iééiv, za’konem é. 110/2019

Sb., 0 zpracovéni osobnich udajfl, Obecné nafizeni

EU 0 ochrané osobnich udajfl (2016/679) a souvisejici

prévni pfedpisy na ochranu osobnich fidaju (,,Prévni

pf'edpisy na ochranu osobnich udaji‘ll“) a daléimi

zakony na ochranu udajfl a soukromi v platném znéni.

Abie na podporu splnéni vyse uvedenych

povinnosti zajisti povoleni Statniho ustavu pro

kontrolu Iééiv (,,SUKL“) a etické komise (”fl“),
zfizené a ustanovené v souladu s platnymi zakony, a

jejich dohled nad provadénim Studie. Abie ohlési

SUKLu a EK (i) do sedesati (60) dnL‘] 0d zahéjeni
Studie vCeské republice misto a datum zahéjeni
Studie a (ii) zavedeni vyznamnych dodatku do
Protokolu podle poiadavkfl platnych pfedpisu.

Poskytovatel zdravotnich sluieb a Hlavni zkousejici

se zavazuji dodriovat postupy stanovené pro zaznam

a hléseni udaju zpflsobem poiadovanym pfislusnymi
pfedpisy.

Prior to each Study subject’s (“Study Subject”)

participation in the Study, Principal Investigator shall

obtain from any Study Subject under the terms of Act

no. 378/2007 Coll., a signed informed consent form

(“E”), as provided by Abie and approved by

SUKL and the EC. If Provider of Medical Services or

Principal Investigator proposes to publish any Study

Subject recruitment advertisements, such

advertisements require Abie’s prior review and

approval in advance of submission to the applicable

EC. Provider of Medical Services and Principal

Investigator shall report all serious adverse events or

other safety concerns as specified in the Protocol and

in accordance with applicable Laws.

Anticipated number of Study Subjects to be enrolled

by Principal Investigator in the Study at medical

facilit operated by Provider of Medical Services is

five i Study Subjects. This number may be

exceeded upon written permission from Abie.

Hlavni zkouéejici se zavazuje od kaidého subjektu

hodnoceni ve smyslu zakona é. 378/2007 8b., (dale
jen ,,Subjektu studie“) pfed jeho uéasti ve Studii
ziskat podepsany formula? informovaného souhlasu

(”fl“) dle vzoru poskytnutého spoleénosti Abbvie,

schvaleného SUKLem a EK. Pokud Poskytovatel

zdravotnich sluieb nebo Hlavni zkouéejici navrhnou

zverejnéni inzeratfl pro na’bor Subjektfl studie, Abie
takové inzeraty musi pfed pfedloienim pfisluéné EK

zkontrolovat a schvalit. Poskytovatel zdravotnich

sluieb a Hlavni zkousejicijsou povinni hlasit véechny

zavainé neiédouci uéinky nebo jiné problémy
sbezpecnosti zpflsobem uvedenym vProtokq a

v souladu s platnymi zakony.

Predpoklédany poéet Subjektfl studie, které maji byt

Hlavnim zkousejicim zai’azeny do Studie ve
zdravotnickém zafizeni provozovaném

Poskytovatelem zdravotnich sluieb je pét subjektfl
studie. Tento poéet nesmi' byt navyéen bez
pfedchoziho pisemného souhlasného stanoviska

spoleénosti Abie.

Principal Investigator represents and warrants that Hlavni zkouéejici prohlasuje a zaruéuje, 2e Hlavni

Principal Investigator is an employee of Provider of zkouéejici je zaméstnancem Poskytovatele
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Medical Services. Provider of Medical Services

agrees that no other investigator may be substituted

for the Principal Investigator without the prior written

consent of Abie. If the Principal Investigator

becomes unwilling or unable to perform the duties

required by this Agreement, Provider of Medical

Services shall promptly notify Abie and cooperate

with Abie to promptly find a mutually acceptable

replacement principal investigator. In the event that,

despite best efforts, a replacement principal

investigator cannot be found within a reasonable

period of time, both Abie and Provider of Medical

Services shall be entitled to terminate this Agreement

with immediate effect upon written notice to the other

party.

zdravotnich sluieb. Poskytovatel zdravotnich sluieb

souhlasi s tim, 2e Hlavni zkouéejici nesmi byt

nahrazen jinym zkouéejicim bez pfedchoziho
pisemného souhlasu Abie. Pokud Hlavni Zkouéejici

nebude chtit nebo nebude moci plnit své povinnosti

vyiadované touto Smlouvou, Poskytovatel

zdravotnich sluieb 0 tom bude ihned informovat

Abie a v dobré vife bude ve spolupréci s m hledat
vzéjemné pfijatelného néhradniho hlavniho

zkouéejiciho. V pfipadé, 2e i pfes veskeré vynaloiené

usili se nepodafi najit v pfiméfené dobé néhradniho

hlavni'ho zkouéejiciho, jsou spoleénost Abie i
Poskytovatel zdravotnich sluieb oprévnéni ukonéit

tuto smlouvu s okamiitou uéinnosti na zékladé

pisemné vypovédi zaslané druhé smluvni strané.

Principal Investigator shall complete and return to

Abie the Investigator Information and Agreement

(“M”) provided by Abie prior to the initiation of the

Study and promptly notify Abie of any change in its

accuracy during the Term of this Agreement. Further,

Principal Investigator shall and shall ensure that each

sub-investigator completes and returns to Abie the

financial disclosure form provided by Abie prior to

the initiation of the Study and promptly notifies Abie

of any change in the accuracy of the financial

disclosure form during the Term (defined below) of

this Agreement and for one (1) year following

completion of the Study. Provider of Medical Services

and Principal Investigator understand and agree that

Principal Investigator and sub-investigator(s), and

their immediate families, may not have a direct

ownership interest (including, without limitation,

intellectual property rights or royalty rights) in the

Study Product and may not be compensated with

Abie Inc., 3411 Silverside Road Tatnall Building

STE 104, Wilmington, Delaware 19810, United States

of America, securities in exchange for being a

principal investigator or sub-investigator(s) in the

Study.

Hlavni zkouéejici pfed zaha’jenim Studie vyplni a

spoleénosti Abie dodé formuléf Informace o
zkouéejicim a souhlas ("LA") poskytnuty spoleénosti
Abie a aby spoleénost Abie béhem doby
platnosti této Smlouvy neprodlené informoval o véech

zménéch danych informaci. Déle Hlavni zkousejici

vyplni a dodé spoleénosti Abie a zajisti, aby véichni

dalsi zkouéejici pfed zaha’jenim Studie vyplnili a
spoleénosti Abie dodali formuléf prohlééeni' o
finanénich zéjmech a spoleénost Abie béhem (niie
definované) platnosti této Smlouvy a po dobu jednoho

(1) roku 0d jejiho ukonéeni neprodlené informovali o
kaidé zméné vpfesnosti prohléseni o finanénich

zéjmech. Poskytovatel zdravotnich sluieb a Hlavni

zkouéejici berou na védomi a souhlasi s tim, 2e Hlavni

Zkousejici a dalsi zkouéejici a jejich blizci pfibuzni
nesméji mit pfimy vlastnicky podil (mj. ani préva

dusevniho vlastnictvi nebo préva na autorské

honoréfe) na iédném Hodnoceném lééivém

pfipravku, ani nesméji byt odménéni akciemi

spoleénosti Abie Inc., sidlem 3411 Silverside Road

Tatnall Building STE 104, Wilmington, Delaware

19810, Spojené stéty americké, vyménou za to, ie

jsou Hlavnim zkouéejicim nebo daléim zkousejicim ve

Studii.

Provider of Medical Services, Principal Investigator

and Provider of Medical Services Personnel shall not

bill or seek reimbursement from any third party

(including, without limitation, Study Subjects, health

insurance providers, or any governmental program)

for any Study Materials (as defined below) or other

items or services that are paid for or provided without

charge by or on behalf of Abie. Provider of Medical

Services and Principal Investigator shall follow all

applicable commercial, government programs, and

other payor rules requiring disclosure that such Study

Materials and/or other items, or services were paid for

or provided without charge by or on behalf of Abie.

Poskytovatel zdravotnich sluieb, Hlavni zkousejici a

Personal Poskytovatele zdravotnich sluieb nesmi

uctovat Zédné tfeti strané (zejména Subjektum studie,
poskytovatelum zdravotniho pojisténi nebo néjakému

vladnimu programu) nebo ji iédat o uhradu za iédné

(niie definované) Materiély studie nebo jiné poloiky éi
sluiby, které byly uhrazeny nebo bezplatné

poskytnuty spoleénosti Abie nebo jeji'm jménem.

Poskytovatel zdravotnich sluieb a Hlavni zkousejici

jsou povinni dodriovat véechna platna pravidla

komerénich (“:i vlédnich program": a daléich plétcu

vyiadujici zvefejnéni faktu, 2e dané Materiély studie

a/nebo jiné poloiky (“:i sluiby byly zaplaceny nebo

bezplatné poskytnuty spoleénosti Abie nebo jejI'm

jménem.

Provider of Medical Services and/or Principal

Investigator shall (i) ensure that Study Subject data,

as required in the Protocol, is entered into the CRFs

(whether electronic or paper) within five (5) business

days of Study Subject visit and (ii) use best efforts to

respond to queries related to the data entered into the

Poskytovatel zdravotnich sluieb a/nebo Hlavni

zkouéejici (i) zajisti, 2e studijni data tykajici se

Subjektu studie, v rozsahu poiadovaném Protokolem,

jsou vloiena do CRF (bez ohledu na skuteénost, zda

v elektronické nebo papirové podobé) nejpozdéji do

péti (5) obchodnich dnfl 0d névétévy Subjektu studie,

a (ii) vynaloii nejlepsi Usili za Uéelem zodpovézeni
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CRFs within five (5) business days of being issued by

Abie.
dotazu v souvislosti se studijnimi daty vloienymi do

CRF nejpozdéji do péti (5) pracovnich dnu od jejich

vzneseni ze strany Abie.

The anticipated term of completion of the Study in the

medical facility 0 erated b Provider of Medical

Sewicesisfromh.
Predpokladana doba trvani Studie v rémci

zdravotnického zafizeni provozovaného

Poskitovatelem

zdravotnich sluieb je od

Abie Obligations. Abie shall comply with

applicable Laws in the performance of its activities

relating to the Study and shall obtain all approvals

required in connection with such activities.

Povinnosti Abie. Abie pfi provadéni svych

cinnosti souvisejl'cich se Studif bude dodriovat platné
zékony a ziské véechna povoleni vyiadované

v souvislosti takovymi cinnostmi.

Study Materials; Licenses; Equipment. Materiélv studie, licence, zafizeni

Abie will provide sufficient quantities of Study

Product, investigator brochures, access to an

electronic data capture system for completing Case

Report Forms (“CRFs”), access to or copies of certain

patient reported outcomes (electronic or paper)

surveys, questionnaires, and/or scales (collectively,

“PROs"), and any other compounds and materials

that the Protocol specifies or that Abie deems

necessary to conduct the Study (together, the “Study

Materials") at no cost. Abie will deliver Study

Product and compounds to the Study site or

pharmacy designated by the Provider of Medical

Services and/or the Principal Investigator. Provider of

Medical Services and Principal Investigator will

ensure proper receipt, handling and storage, and

dispensing of the Study Product and any other

compounds by a duly qualified pharmacist according

to Good Pharmacy Practice. All Study Materials and

other information provided by Abie in connection

with this Agreement are and shall remain the sole

property of Abie.

Shipments of Study Product shall be made during the

regular business hours upon prior written notification

of appointed pharmacist at Pharmacy Department of

Provider of Medical Services.

Supplied Study Product, shall be delivered to

Pharmacy Department of Provider of Medical

Services no. 20 in appropriate container or package

approved for the Study Product and shall be identified

in accordance with applicable Law.

Abie poskytne bezplatné dostateéné mnoistvi

Hodnoceného Iééivého pffpravku, broiur pro

zkousejici, pfistup k elektronickému systému
zaznamu dat pro vyplfiovanf chorobopisu (Case
Report Form, ”E, pfistup k nékterym vyslednym

(elektronickym nebo listinnym) seti’enim, dotaznikum

a/nebo stupnicfm hodnoceni pacientu nebo jejich

kopie (spoleéné ,,fl“) i vsechny dalsi latky a
materialy, které uvédi Protokol nebo které Abie

povaiuje za nezbytné k provédénl' Studie (spoleéné
”Material! studie”). Abie doda pfisluény

Hodnoceny Iééivy pfipravek a Iatky na Pracovisté

nebo do lékérny uréené Poskytovatelem zdravotnich
sluieb a/nebo Hlavnim zkousejicim. Poskytovatel

zdravotnich sluieb a Zkousejici zajisti spravny pfijem,

manipulaci, skladovéni a pfipravu Hodnoceného
Iééivého pfipravku a vsech daisich latek patficné

kvalifikovanym Iékérnikem podle zésad Sprévné

Iékarenské praxe. Veskeré Materiély studie a dalsi

informace, které poskytne spoleénost Abie

vsouvislosti s touto Smlouvou, jsou a zustanou

vyluénym vlastnictvim spoleénosti Abie.

Dodévky Hodnoceného Iééivého pfl’pravku se budou

uskuteéfiovat v béinou pracovni dobu v navaznosti na

pisemné informovani povéfeného Iéka'rnika v oddéleni

Lékérny Poskytovatele zdravotnich sluieb.

Poskytnuty Hodnoceny Iééivy pfl’pravek bude
dodavan na adresu nemocniéni Iékérny c. 20

Poskytovatele zdravotnich sluieb. Hodnoceny Iééivy
pripravek bude dodan vidy fadné zabaleny v obalech

uréenych pro Hodnoceny Iééivy pfl’pravek a oznaéeny
bude v souladu s Pfislusnymi pra'vnimi pfedpisy.

Provider of Medical Services and Principal

Investigator shall maintain adequate records to

account for the Study Materials including, without

limitation, dates, quantity, and use by Study Subjects.

Provider of Medical Services or Principal Investigator

shall inspect the Study Materials upon receipt and

notify Abie upon becoming aware that any Study

Materials are damaged or that the supply of Study

Materials is inadequate.

Poskytovatel zdravotnich sluieb a Hlavni zkousejici

budou vést odpovidajl'cf zéznamy o pouiitf Materiélfl
studie, zejména o datech, mnoistvi a pouiiti ze strany

subjektu Studie. Poskytovatel zdravotnich sluieb
nebo Hlavni zkousejici Materiély studie po obdrieni

zkontroluje a v pfipadé, 2e nékteré Materialy studie

budou poskozené nebo nedostateéné, oznamf to

spoleénosti Abie.

Study Materials shall: (i) be stored and handled in

accordance with the labeling, Investigator Brochure,

or material data safety sheet, as applicable, of the

applicable Study Materials, with applicable legal and

Materialy studie: (i) se musi skladovat a musi se 3 nimi

zachazet vsouladu sinformacemi na stitcich,

broiurou pro zkouéejici nebo pffsluénymi
bezpeénostnimi listy, platnymi poiadavky zékonu
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regulatory requirements, and Abie’s written

instructions, (ii) not be used past their respective

labeled expiration dates, if any.

a pfedpisl‘] a pisemnymi pokyny Abie; (ii) se nesmi

pouiivat po pfipadné vyznaéené dobé pouiitelnosti.

None of Provider of Medical Services, Principal

Investigator or any Provider of Medical Services

Personnel shall (i) publish any part of the PROs in any

manuscript, poster, oral presentations, or othenNise;

(ii) remove or alter any notice contained in the PROs;

or (iii) modify, transfer, distribute, or release the PROS

to any third party, except in connection with

performing the Study in accordance with the Protocol.

Ani Poskytovatel zdravotnich sluieb ani Hlavni

zkouéejici ani nikdo z Personalu Poskytovatele

zdravotnich sluieb nesmi (i) zvefejnit iédnou cast

PRO v iadném rukopisu, posteru, ustni prezentaci ani

iédnym jinym zpusobem, (ii) odstranit éi zménit

iédnou poznémku uvedenou v PRO; ani (iii) zménit,
pfevést, distribuovat (“:i uvolnit PRO pro iédnou tfeti

stranu kromé pfipadu spojenych s provédénim Studie

podle Protokolu.

Upon conclusion of the Study, termination of this

Agreement, or at Abie‘s request, any remaining or

expired Study Materials shall be returned to Abie

at Abie’s reasonable expense in accordance with

the Protocol and Abie written instructions, and in

compliance with applicable requirements governing

the shipment of such Study Materials. If the parties

agree that the return of such Study Materials is not

practicable or is prohibited under local Laws, any

remaining or expired Study Materials will be

destroyed in full compliance with applicable Laws.

Upon any such destruction, Provider of Medical

Services will promptly provide Abie with a

certificate of destruction or similar document verifying

the final disposition of the Study Materials.

Po dokonéeni Studie, ukonéeni platnosti této Smlouvy
nebo na iédost spoleénosti Abie budou veékeré

zbyvajl'ci nebo proslé Materialy studie vraceny

spoleénosti Abie na jeji pfiméfené néklady
v souladu s Protokolem, pisemnymi pokyny

spoleénosti Abie a v souladu s pfisluénymi pfedpisy

tykajicimi se zasiléni takovych Materiélu studie.

Pokud se strany shodnou na tom, 2e vréceni takovych

Materiélu studie neni praktické nebo je mistni Zékony

zakazuji, budou véechny zbyvajici nebo proslé

Materiély studie zniéeny v Uplném souladu s platnymi

Zékony. Poskytovatel zdravotnich sluieb po kaidém

takovém zniéem’ neprodlené poskytne spoleénosti
Abie potvrzeni o likvidaci nebo podobny dokument

potvrzujici koneénou likvidaci Materiélu studie.

If necessary for the purposes of conducting the Study,

Abie may provide Provider of Medical Services and

Principal Investigator with certain equipment which

shall be described and mutually agreed upon in

separate loan agreement on Loan for Use. Prior to

provision of any of such Equipment, Institution and

Abie will execute a separate loan agreement for

use of such Equipment. Abie shall not supply any

medical device for purpose of performance of clinical

study to Provider of Medical Services prior to

execution of separate Agreement on Loan for Use.

For any Equipment provided by Abie Provider of

Medical Services and Principal Investigator shall: (i)

promptly inspect the Equipment following receipt and

notify Abie upon becoming aware that any

Equipment is damaged or malfunctioning; (ii) use the

Equipment in accordance with the user manual and/or

other instructions provided with the Equipment; and

(iii) mark or othenNise identify the Equipment as

Abie’s maintain the Equipment in a secure manner.

At Abie's direction and expense, the Equipment

shall be returned to a location specified by Abie at

the end of the Study or earlier termination of this

Agreement.

Bude-Ii to potfebné pro uéely provédénl' Studie,

Abie mflie Poskytovateli zdravotnich sluieb a

Hlavnimu zkouéejicimu poskytnout uréité vybaveni.

Zarizeni poskytované spoleénosti Abie na zékladé

této Smlouvy je popséno a vzéjemné odsouhlaseno
vseparétni Smlouvé o vypfljéce. Pfed poskytnutim

jakéhokoli takového Vybaveni, Zdravotnické zai'izeni

a spoleénost Abie uzavfe separatnl' smlouvu o
vypujéce takového Vybaveni. Abie se zavazuje, 2e

pfed uzavfenim separétni smlouvy o vypujéce nebude

Poskytovateli zdravotnich sluieb poskytnut jakykoli

zdravotnicky prostfedek pro (16e provédéni
klinického hodnoceni. Poskytovatel zdravotnich

sluieb a Hlavni zkouéejici veskeré Vybaveni, kteréjim

Abie poskytne, (i) ihned po pi'ijmu prohlédne, a

pokud zjisti, ie je poékozené nebo nefunkénr’, oznémi

to spoleénost Abie; (ii) budou pouiivat v souladu

s névodem a/nebo jinymi pokyny dodanymi spoleéné

s Vybavenim; (iii) oznaéi (“:i jinak identifikuje Zai'izeni

jako pfedmét vlastnictvi spoleénosti Abie a bude
je udriovat vbezpeéi tak. Na konci Studie nebo

vpfipadé dfl'véjsl'ho ukonéeni této Smlouvy bude
Vybaveni podle pokynfl spoleénost Abie a na jeji

néklady vréceno na misto, které Abie urél'.

In the event the Protocol requires Provider of Medical

Services to provide Equipment to Study Subjects for

their use during the Study, Principal Investigator shall

instruct the Study Subjects as to the proper use of the

Equipment. If any of the Equipment is lost, stolen, or

damaged by a Study Subject or while under the

control of a Study Subject, then Abie shall pay the

reasonable cost of replacement or repair, as

applicable.

Pokud Protokol vyiaduje, aby Poskytovatel

zdravotnich sluieb poskytlo Zafizeni Subjektum

studie béhem Studie k pouiiti, Hlavni zkousejici musi
Subjekty studie pouéit o sprévném pouiivéni Zafizeni.

V pfipadé, 2e Subjekt studie Zafizeni ztrati, poskodi

nebo si neché ukrést, nebo v pfl’padé, 2e ke ztrété,
odcizenl' nebo poskozeni Zafizeni dojde v dobé, kdy
je Subjekt studie bude mit pod kontrolou, Abie
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uhradi' pfiméfenou ééstku za pfisluénou vyménu nebo

opravu.

Provider of Medical Services and Principal

Investigator shall use the Study Materials and the

Equipment solely for the conduct of the Study and

with Abie's consent, other Abie-sponsored

studies, not for any other study nor for any other use.

Poskytovatel zdravotnich sluieb a Hlavni zkouéejici

sméji pouiivat Materialy studie a Zafizeni' jen pro

['16e provédéni Studie, a vnévaznosti na souhlas

spoleénosti Abie pro jakékoli jiné studie
financované spoleénosti Abie, a ne pro iédnou
jinou studii 6i jiny ucel.

Monitoring of Study; Records, Reporting. Monitorovéni Studie; zaznamy; hlaéeni.

Upon the request of Abie, Provider of Medical

Services and/or Principal Investigator shall submit

oral or written reports on the progress of the Study.

Within forty-five (45) days following completion or

termination of the Study, Provider of Medical Services

and/or Principal Investigator shall furnish Abie with:

(i) the final report on the Study prepared by the

Principal Investigator for the EC; and (ii) all data,

records, CRFs, reports, and other information

generated (excluding source documents and medical

records) in relation to the Study (collectively,

“Records"), which shall be the exclusive property of

Abie.

Poskytovatel zdravotnich sluieb a/nebo Hlavni

zkouéejici na iédost spoleénosti Abie pfedloii' fistm’

nebo pisemné zpravy o postupu Studie. Poskytovatel

zdravotnich sluieb a/nebo Hlavni zkouéejici do

(“:tyficeti péti (45) dnfl p0 dokonéeni nebo ukonéeni

Studie dodé spoleénosti Abie: (i) zévéreénou

zpravu o Studii vyhotovenou Hlavnim zkouéejicim pro

EK; a (ii) vsechny L'Jdaje, zaznamy, CRF, hlaéeni a

daléi informace vytvofené (kromé zdrojovych
dokumentl‘] a lékafskych zaznamfl) vsouvislosti se

Studii (spolecné ,,Zéznam1“). Véechny vyée zminéné

informace se stanou vylucnym vlastnictvim

spoleénosti Abie.

Upon reasonable advance notice and during normal

business hours, Provider of Medical Services shall

permit Abie and Abie‘s designees access to any

facilities at which the Study is conducted, including

any pharmacy dispensing the Study Product and/or

other compounds, to monitor the conduct of the

Study, including the receipt, handling, storage and

dispensing of the Study Product and/or other

compounds, and to audit the Records, source

documents, and other Study-related data

(collectively, “Study Documents”) as well as

technical and organizational security measures put in

place to protect Personal Data to verify compliance

with this Agreement, provided that Provider of Medical

Services and/or Principal Investigator may redact

such Study Documents as legally required to protect

Study Subject confidentiality. If, as a result of Study

monitoring, Abie identifies a significant audit finding

that is not timely cured (in case of any breaches of

Section 7 within five (5) days) or is incapable of timely

cure, Abie may immediately terminate this

Agreement.

Poskytovatel zdravotnich sluieb umoinr’ spoleénosti

Abie aosobém povéfenym spoleénosti Abie

pfistup na véechna pracoviété, na kterych se provadi

Studie, véetné véech léka'ren, které pfipravuji
Hodnocené Iééivé pfipravky a/nebo daléi létky, a to na
zékladé oznémem’ podaného sdostatecnym
pfedstihem avbéiné pracovnl' dobé, za Uéelem

monitorovani provédéni Studie véetné pfi’jmu,

manipulace, uchovéva’ni a pfi’pravy Hodnoceného
Iééivého pfipravku a/nebo daisich Iétek, a také za

ucelem auditu Zéznamfl, zdrojovych dokumentt‘] a
jinych dat tykajicich se Studie (spoleéné "Dokumenty

studie“) jakoi i bezpeénostni opatfeni technické a

organizacni povahy aplikovana vpraxi za Licelem

ochrany Osobnich udajfl. Cilem je ovéfit dodriovéni

této Smlouvy, pfiéemi Poskytovatel zdravotnich

sluieb a/nebo Hlavni zkouéejici smi dané Dokumenty

studie upravit, tak, jak to vyiaduji zakony na ochranu

duvérnych dat Subjektfl studie. Pokud spolecnost

Abie pfi monitorovéni Studie nalezne néjaké

vyznamné zjisténi auditora, a toto zjiéténi nebude
vcas napraveno (v pfipadé jakéhokoli poruéeni

Clénku 7 ve Ihuté péti (5) dnfl) nebo nebude moci byt
vcas napraveno, Abie smi tuto Smlouvu

s okamiitou platnosti ukonéit.

Provider of Medical Services and/or Principal

Investigator shall, to the extent permitted by

applicable Laws, promptly: (i) notify Abie upon

receiving any requests to inspect and have access to

documents related to the Study by any regulatory

authority, and (ii) provide Abie with a copy of any

documents received from or provided to such

regulatory authority. In the event a regulatory citation

or notice is issued relating to the Study, Provider of

Medical Services and Principal Investigator each

agree, to the extent permitted by applicable Laws, to

furnish to Abie within fifteen (15) days of receipt of

such regulatory citation or notice: (A) notification of

such citation or notice, (B) a summary of such citation

Poskytovatel zdravotnich sluieb a/nebo Hlavni

zkouéejici vrozsahu povoleném platnymi Zékony:

musr’ (i) informovat spoleénost Abie poté, co obdril'

z kteréhokoliv regulatorniho organu jakékoliv iédosti

o kontrolu nebo pfistup k dokumentflm tykajicim se

Studie, a (ii) poskytnout spolecnosti Abie kopii

vsech dokumentt‘], které od takovych regulatornich
orgént‘] obdrii nebo které jim poskytne. Poskytovatel
zdravotnich sluieb a Hlavni zkouéeji'ci vpfipadé

vydani regulatorniho vyjédfeni nebo oznémeni

tykajiciho se Studie oba souhlasi s tim, ie V rozsahu

povoleném platnymi Za’kony poskytnou spoleénosti
Abie do patnécti (15) dnfl 0d obdrienl' daného
regulatorniho vyjédfeni nebo ozna’meni: (A) sdéleni

daného vyjadfeni nebo oznémeni, (B) souhrn daného

v CONFIDENTIALIDUVERNE
Template/Sablona: CZ CSA Template — Tripartite (Abie Managed Study) 6MARCH2018

Document Title/Nézev dokumentu: 00270239.0_F|NAL WORD_CSA_Faku|tni nemocnice Hradec Kra|ove_-M22-003_CZ_28May24
6

2022-10-03T03:06:03



Fakultni nemocnice Hradec Krélové Fakultni nemocnice Hradec Krélové

M22-003 M22-003

00270239.0

or notice, and (C) Provider of Medical Services’ vyjadreni nebo oznameni, a (C) odpovéd’

response to such citation or notice. Poskytovatele zdravotnich sluieb na dané vyjédfeni

nebo oznameni.

Provider of Medical Services and Principal

Investigator shall retain the Study Documents in

accordance with applicable Laws or for the term of 25

years aftercompletion/termination of the Study (the

“Retention Period”). Study Documents will be stored

at Abie's expense at the Provider of Medical

Services.

Abie will inform the Provider of Medical Services no

later than 6 months prior to the end of the Retention

Period of how the Study Documents will be handled.

In the event that Abie does not notify the Provider

of Medical Services within the specified time, the

Contracting Parties shall enter into negotiations and

shall make every effort to proceed jointly. In the event

that the Abie requests an extension of the

Retention Period with the Provider of Medical

Services, the Provider of Medical Services is entitled

to request additional archiving charges. In the event

that the extension of archiving with the Provider of

Medical Services is not possible, the Provider of

Medical Services shall, after prior agreement with

Abie send the Study Documents by registered mail

to a record retention provider chosen by Abie at the

Abie's expense.

If no Study subject is enrolled in the Study, the

archiving fee will be refunded to Abie.

d. Poskytovatel zdravotnich sluieb a Hlavni zkousejici

budou Dokumenty studie archivovat v souladu s

platnymi Zékony, a to po dobu 25 let od

dokonéeni/ukonéeni Studie (,,Doba uchovévéni“),

pricemi Studijni dokumentace bude na néklady

spoleénosti Abie archivovéna u Poskytovatele
zdravotnich sluieb.

Spoleénost Abie bude informovat Poskytovatele
zdravotnich sluieb nejpozdéji 6 mésicfl pfed

uplynutim Doby uchova’véni 0 tom, jakym zpusobem

bude s Dokumenty studie naloieno. V pfi'padé, 2e
spoleénost Abie ve stanovené dobé Poskytovatele
zdravotnich sluieb informovat nebude, smluvni strany

zahaji jednani a vynaloii maximalni usili ke

spoleénému postupu. V pfl’padé, 2e bude spoleénost

Abie iadat o prodlouieni Doby uchovavani u

Poskytovatele zdravotnich sluieb, je Poskytovatel

zdravotnich sluieb opra'vnén poiadovat zpoplatnéni

dodateéné archivace. V pfipadé, 2e prodlouieni

archivace u Poskytovatele zdravotnich sluieb nebude

moiné, odesle Poskytovatel zdravotnich sluieb po

pfedchozi domluvé se spoleénosti Abie Dokumenty

studie doporuéené poskytovateli archivaénl' sluiby
sjednanému spoleénosti Abie, v plném rozsahu na

naklady spoleénosti Abie.

Pokud nebude do studie zafazen iadny subjekt
hodnoceni, bude archivacni poplatek vracen Abie.

Compensation. 5. Odména.

For services performed in accordance with the a. Za sluiby provedené vsouladu stouto Smlouvou,

Agreement, Abie shall pay Provider of Medical

Services the fees set forth in the Study budget

attached hereto and incorporated herein as Exhibit A

(“Study Budge ”). Abie hereby acknowledges, that

the remuneration of the Principal Investigator and the

staff of the Provider of Medical Services will be paid in

accordance with the internal guidelines ofthe Provider

of Medical Services. Provider of Medical Services

hereby warrants and represents, that Provider of

Medical Services internal guidelines are in

accordance with applicable Laws and do not conflict

with this Agreement. The parties agree that the fees

set forth in Exhibit A are based on the quantities of

the Study procedures required by the EC approved

Protocol as of the Effective Date. If a Protocol

amendment, as approved by the EC, changes the

quantity of existing Study procedures and Abie’s

payment for the modified quantity of existing Study

procedures will not exceed the overall Study Budget,

Abie will provide Provider of Medical Services with

a written notice and pay Provider of Medical Services

without requiring an additional written amendment to

this Agreement.

spoleénost Abie uhradi Poskytovateli zdravotnich
sluzeb castky stanovené vRozpoétu studie
pfipojeném k této Smlouvé a zaélenéném do ni jako

Pf'iloha A (“Rozgoéet Studie“). Abie timto bere na

védomi, 2e odména Hlavnimu zkousejicimu a

Personalu poskytovatele zdravotnich sluieb bude

vyplacena dle vnitfni smérnice Poskytovatele

zdravotnich sluieb. Poskytovatel zdravotnich sluieb

timto potvrzuje a prohlasuje, 2e interni smérnice

Poskytovatele zdravotnich sluieb jsou vsouladu

s pfisluénymi prévm'mi pfedpisy a nejsou v rozporu s

podminkami této Smlouvy. Strany souhlasi s tim, 2e

castky uvedené v'iloze A vyplyvaji zpoétu

Studijnich procedur poiadovanych Protokolem studie

schvélenym kDatu ucinnosti pfislusnymi EK.

fl’padé, 2e dodatek kProtokq, a to po jeho
schvéleni ze strany EK, bude ménit pocet Studijnich

procedur a skladbu plateb hrazenych spoleénosti
Abie vsouvislosti se zménou poétu Studijnich

procedur, nepfekroéi celkovy Studijni rozpoéet,

spoleénost Abie zasle Poskytovateli zdravotnich
sluieb pisemné oznameni a bude Poskytovateli

zdravotnich sluieb hradit odpovidajici castky bez

nutnosti uzavirat dodateény pisemny dodatek ktéto

Smlouvé.
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Provider of Medical Services further understands and

agrees that none of Principal Investigator or sub-

investigator(s) will receive any funds from Abie in

connection with the performance of the Study other

than the funds paid to Provider of Medical Services in

accordance with Exhibit A. The parties agree that

the amount for payments set forth in Exhibit A

represents the fair market value for the services to be

rendered and has not been determined in any manner

that takes into account the volume or value of any

referrals or business otherwise generated between

Provider of Medical Services and any member of the

Abie Group.

Abie hereby agrees, that no other agreement shall

be entered into with the Principal Investigator, or any

other member of the Study Personnel in connection

with this Study.

Poskytovatel zdravotnich sluieb déle bere na védomi

a souhlasi s tim, 2e Hlavni zkousejici ani dalsi

zkousejici nedostanou 0d spoleénosti Abie
v souvislosti s provédénim Studie iédné jiné

prostfedky nei ty, které Abie vyplati Poskytovateli

zdravotnich sluieb vsouladu s Pfilohou A. Strany

sjednévaji, ie (“:éstka k vyplaté uvedené v Pfiloze A

pfedstavuje objektivni trini hodnotu poskytnutych

sluieb a nebyla stanovena ia’dnym zpusobem, ktery

by bral v potaz objem nebo hodnotu jinych referenci

nebo obchodovéni mezi Poskytovatelem zdravotnich

sluieb a néjakym élenem Skupiny Abie.

Abie se zavazuje, ie V souvislosti s touto Studii

neuzavfe s Hlavnim zkousejicim ani jinou

spolupracujici osobou iédnou jinou smlouvu.

b. Provider of Medical Services and Principal

Investigator each represent and warrant that it/he/she

is now in compliance with, and undertakes that in

performance of its/his/her obligations under this

Agreement, shall continue to comply with, all

applicable Laws, regulations and industry codes of

practice, including those related to anti-bribery and

anti-corruption. Provider of Medical Services and

Principal Investigator each further represent and

warrant that it will not offer, promise or authorize the

giving of anything of value to a government official or

other person to obtain or retain business or gain a

business advantage.

b. Poskytovatel zdravotnich sluieb a Hlavni zkousejici

prohlasuji, 2e aktuélné dodriuji a zavazuji se, 2e pfi

plnéni svych povinnosti podle této Smlouvy budou
dodriovat vsechny platné Zékony, pfedpisy

a doporuéené postupy, mj. i ty, které souvisr’ s bojem

proti Uplatkum a korupci. Poskytovatel zdravotnich

sluieb a Hlavni zkousejici da’le prohlasuji a zaru6uji

se, ie nebudou nabizet, slibovat ani povolovat

poskytnuti (“:ehokoliv hodnotného stétnim

zaméstnancum ani nikomu jinému za Uéelem ziskéni

nebo udrieni obchodu nebo ziskani obchodni vyhody.

c. In the event that the Agreement is terminated, Abie

shall pay Provider of Medical Services and Principal

Investigator for services performed and non-

cancelable expenses incurred up to the effective date

of termination. Abie shall not be obligated to

reimburse Provider of Medical Services or Principal

Investigator for expenses that are invoiced to Abie

more than one hundred eighty (180) days after the

termination date of this Agreement. To avoid any

doubts, the above stated shall not apply to penalty

invoices issued by Provider of Medical Services.

0. V pfi’padé ukonéeni této Smlouvy spoleénost Abie
zaplati Poskytovateli zdravotnich sluieb a Hlavnimu

zkousejicimu za poskytnuté sluiby a nezrusitelné

vydaje vynaloiené do data Uéinnosti ukonceni. Abie

nebude povinna Poskytovateli zdravotnich sluieb

nebo Hlavnimu zkousejicimu nahradit vydaje

fakturované spoleénosti Abie déle nei sto
osmdesét (180) dnfl p0 datu ukonéenr’ této Smlouvy.

Za acelem odstranéni pochybnosti, shora uvedené se
nevztahuje na penalizacni faktury vystavené

Poskytovatelem zdravotnich sluieb.

. Abie shall not be responsible for paying for services

performed in violation of the Protocol or for data

contained in a CRF which is incomplete or inaccurate.

If payment has been made for such services, the

amount paid shall be deducted from the final payment

due under this Agreement (the “Final Paymen ”).

d. SpoleénostAbie nebude odpovidat za Uhradu sluieb
poskytnutych zpflsobem neodpovr’dajr’cr’m Protokolu,

ani nebude odpovidat za neuplné nebo nepfesné

udaje obsaiené v CRF. Pokud jii platba za takové

sluiby byla uhrazena, vyplacené ééstka bude

odeétena z koneéné platby splatné podle této Smlouvy
(,,Koneéné platba“).

. In the event of any payment dispute under this

Agreement, (i) Abie shall pay undisputed amounts

upon receipt of an invoice therefor, and (ii) the parties

shall cooperate in good faith to resolve such dispute in

a timely manner. Following resolution of such dispute,

Provider of Medical Services and/or Principal

Investigator shall re-invoice Abie for the amounts

the parties mutually agree are due, and Abie shall

pay such amounts. In no event may Provider of

Medical Services, Principal Investigator or Provider of

e. Pokud dojde knéjakému sporu o uhradu podle této

smlouvy, (i) Abie zaplati po pfijeti pfisluéné faktury

nesporné (“:éstky a (ii) strany budou vdobré vii'e

spolupracovat na véasném vyfeseni daného sporu.

Poskytovatel zdravotnich sluieb a/nebo Hlavni

zkousejici po vyfeseni takového sporu znovu
spoleénosti Abie vyfakturuje splatné castky, které
strany vzéjemné odsouhlasily, a Abie tyto castky

uhradi. Poskytovatel zdravotnich sluieb, Hlavni

zkousejici ani Personal Poskytovatele zdravotnich
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Medical Services Personnel withhold Study data or

Records pending resolution of a payment dispute.

sluzeb nesméjl' v Zédném pfipadé do vyfeéeni sporu o

platbu zadriovat Udaje ze studie nebo Zéznamy.

Abie will make the Final Payment and send a

financial reconciliation to Provider of Medical Services

after completion of the performance of all services

contemplated hereunder and the delivery to Abie of

all CRFs and all other items described in Section 4(a).

If Abie has paid Provider of Medical Services or

Principal Investigator less than Provider of Medical

Services or Principal Investigator is entitled at the time

of financial reconciliation, Abie shall pay the

remaining amount due as part of the Final Payment.

Any overpayment due Abie at the time of final

reconciliation shall be made payable to Abie within

forty-five (45) days of Abie’s notice to Provider of

Medical Services or Principal Investigator of such

overpayment, along with an explanation of such

overpayment, to the Abie contact identified in

Exhibit A.

f. Abie uhradi Koneénou platbu a Poskytovateli

zdravotnich sluieb po poskytnuti vsech sluieb

zamyslenych touto Smlouvou, dodani vsech CRF

spoleénosti Abie a dodéni vsech dalsfch poloiek
popsanych v élanku 4(a) této Smlouvy zaéle finanéni

odsouhlaseni. fipadé, ie spoleénost Abie

zaplatila Poskytovateli zdravotnich sluieb nebo

Hlavnimu zkouéejicimu méné, nei na co ma

Poskytovatel zdravotnich sluieb nebo Hlavni

zkouéejici prévo vdobé finanéniho odsouhlaseni,

Abie dluinou ééstku uhradi vrémci Koneéné
platby. V pfi’padé, ie V dobé koneéného odsouhlaseni

bude existovat pfeplatek splatny ve prospéch
spoleénosti Abie, bude jI' vyplacen do (“:tyficeti péti

(45) dnl‘] 0d oznémeni o daném pfeplatku, které
spoleénost Abie zaéle Poskytovateli zdravotnich
sluzeb nebo Hlavnimu zkousejicimu spoleéné

s vysvétlenim takového pfeplatku. Pfeplatek se zasle

kontaktm’ osobé spoleénosti Abie uvedené podle
pfislusnosti v Pfiloze A.

. Abie and Provider of Medical Services hereby agree

that for purposes of publication of this Agreement in

accordance with 340/2015 Coll. Act on Register of

Contracts, the anticipated total compensation for the

Study is the following: CZK 47,250,981.25

g. Spoleénost Abie a Poskytovatel zdravotnich sluieb

timto pro 05e uvefejnéni této Smlouvy, a to v souladu
s ustanovenimi zékona 6:. 1340/2015 Sb. 0 registru

smluv, souhlasi, 2e celkové oéekéva’né odména za

provedenl' Studie (“:ini: 47.250.981,25 Kt":

6. Confidentiality. Mléenlivost.

extensions thereof, and for a period of ten

after the expiration or termination of this Agreement,

each of Provider of Medical Services, Principal

Investigator and Provider of Medical Services

Personnel shall not disclose to any third party (other

than Abie’s designated parties) or use Confidential

Information (as defined below) for any purpose other

than that indicated in this Agreement without Abie’s

prior written consent. Notwithstanding the foregoing,

obligations of confidentiality and non-use with respect

to any Confidential Information identified as a trade

secret by Abie shall remain in place for so long as

the applicable Confidential Information retains its

status as a trade secret under applicable Laws.

“Confidential lnformation” shall include any

information provided to Provider of Medical Services,

Principal Investigator or Provider of Medical Services

Personnel by or on behalf of Abie including, without

limitation, the Protocol, Study Materials, Records, and

all other materials, data, results, and information

concerning Abie or the Study or developed as a

result of conducting the Study (including Personal

Data collected from Study Subjects), except any

portion thereof that:

During the Term of this Agreement,

includini ani

. Poskytovatel zdravotnich sluieb, Hlavni zkouéejici a

Personal Poskytovatele zdravotnich sluieb béhem

doby trvéni této Smlouvy véetné vsech jejich
prodlouieni, a po dobu deseti pojejim vyprseni

nebo ukonéeni nesmi bez pfedchoto pfsemného
souhlasu spoleénosti Abie sdélit (ni'ie definované)
Duvérné informace iédné tfeti strané (kromé stran,

které urél' spoleénost Abie) ani je pouiit pro iédny
jiny (Joel nei ten, ktery je uveden v této Smlouvé. Bez

ohledu na vyse uvedené budou zévazky mléenlivosti a
nepouiivéni iédnych Dflvérnych informaci

oznaéenych spoleénosti Abie jako obchodni

tajemstvi v platnosti po takovou dobu, po jakou dané

Duvérné informace budou mI't podle pfl'sluénych
Zékonu charakter obchodniho tajemstvi. ,,Dflvérné

informace" budou zahrnovat vsechny informace

poskytnuté Poskytovateli zdravotnich sluieb,

Hlavnimu zkousejicimu nebo Personalu Poskytovatele

zdravotnich sluzeb spoleénosti Abie nebo jejim
jménem, zejména Protokol, Materialy studie, Zéznamy

a vsechny materialy, data, vysledky a informace, které

se tykajl' spoleénosti Abie nebo Studie nebo které se
objevily v dflsledku provédénf Studie (véetné

Osobnich Udajfl ziskanych 0d Subjektfl studie), kromé
vsech jejich casti, které:

(i) is known to Provider of Medical Services,

Principal Investigator or Provider of Medical

Services Personnel prior to receipt thereof under

this Agreement, as evidenced by its written

records;

(i) byly znémy Poskytovateli zdravotnich sluieb,

Hlavnimu zkouéejicimu nebo Personélu

Poskytovatele zdravotnich sluieb pfed jejich
obdrienim v rémci této Smlouvy, a je moino to

dokazat pisemnymi zéznamy;

(ii) is disclosed to Provider of Medical Services,

Principal Investigator or Provider of Medical

Services Personnel after acceptance of this

(ii) byly poskytnuty Poskytovateli zdravotnich

sluieb, Hlavnimu zkousejicimu nebo Personélu

Poskytovatele zdravotnich sluieb po schvéleni
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Agreement by a third party who has a right to

make such disclosure in a non-confidential

manner;

této Smlouvy tfeti stranou, které ma prévo na

takové zvefejnéni nedflvérnym zpusobem;

(iii) is or becomes part of the public domain through

no fault of Provider of Medical Services, Principal

Investigator or Provider of Medical Services

Personnel; or

(iii) jsou nebo se stanou vefejné znémymi, anii by
doslo k pochybeni Poskytovatele Zdravotnich

sluieb, Hlavniho zkousejiciho nebo Personalu

Poskytovatele Zdravotnich sluieb; nebo

(iv) is independently developed by Provider of

Medical Services, Principal Investigator or

Provider of Medical Services Personnel without

use of or reference to the Confidential

Information, as evidenced by Provider of Medical

Services' written records.

(iv) je Poskytovatel Zdravotnich sluieb, Hlavni

zkousejici nebo Personal Poskytovatele

Zdravotnich sluieb samostatné vyvinuli, anii by

Duvérné informace pouiili nebo na né

odkazovali, a je moino to dokazat pisemnymi

zaznamy;

Within forty-five (45) days following completion or

termination of the Study, Provider of Medical Services

and/or Principal Investigator shall return or destroy all

Confidential Information; provided, however, Provider

of Medical Services and Principal Investigator may

retain one copy of Confidential Information on a

confidential basis to ensure compliance with this

Agreement and for archival purposes.

Poskytovatel Zdravotnich sluieb a/nebo Hlavni

zkousejici vrati nebo znici vsechny Duvérné

informace do ctyficeti péti (45) dnu 0d provedenl' nebo

ukonéeni Studie, avsak za pfedpokladu, 2e si

Poskytovatel Zdravotnich sluieb a Hlavni zkousejici

smi ponechat jednu kopii Dflvérnych informaci ve

svém duvérném archivu, aby dodrielo tuto Smlouvu a

pro archivni Uéely.

Nothing in this Agreement shall be construed to

restrict Provider of Medical Services or Principal

Investigator from disclosing Confidential Information

as required by applicable Laws or court order or other

governmental order or request, provided in each case

Provider of Medical Services and/or Principal

Investigator shall give Abie prompt written notice

(and if possible and legally permissible, at least five

(5) business days’ notice) in order to allow Abie to

take whatever action it deems necessary to protect its

Confidential Information. In any event, Provider of

Medical Services and Principal Investigator shall: (i)

furnish only that portion of the Confidential

Information which it is legally required to disclose, and

(ii) permit Abie to attempt to limit such disclosure

by appropriate legal means.

Nic ztoho, co je uvedeno v této Smlouvé, nebude
vyklédéno jako omezeni Poskytovatele Zdravotnich

sluieb nebo Hlavniho zkousejiciho zvefejnit Duvérné

informace, pokud to vyiaduji platné zakony nebo

soudni pfikaz nebo jiny vlédni pfikaz nebo iédost,

pricemi Poskytovatel Zdravotnich sluieb a/nebo

Hlavni zkouéejl'ci to v kaidém ph’padé spoleénosti
Abie okamiité pisemné ozna’mi (a pokud moino a

zékonem povoleno minimélné pét (5) pracovnich dnu

pfedem), aby spoleénosti Abie umoinilo

podniknout kroky potfebné podle vlastniho uvéieni k

ochrané jejich Duvérnych informaci. Poskytovatel

Zdravotnich sluieb a Hlavni zkousejici vkaidém

pripadé: (i) poskytne jen tu (“:a'st Dflvérnych informaci,

kterou ze zékona poskytnout musi, a (ii) povoli

spoleénosti Abie, aby se pokusila dostupnymi
pravnimi prostfedky dané zvefejnéni omezit.

None of Provider of Medical Services, Principal

Investigator or any Provider of Medical Services

Personnel shall disclose to Abie any information

which is confidential or proprietary to a third party

unless Provider of Medical Services first obtains the

prior written approval of such third party and Abie.

In the event, Provider of Medical Services is obliged

to publish any part of this Agreement, it shall notify

Abie prior any of such publication and shall let

Abie to redact any sensitive information of

business nature, including but not limited to,

information considered by parties as business secret.

Poskytovatel Zdravotnich sluieb ani Hlavni Zkousejici

ani Personal Poskytovatele Zdravotnich sluieb

neposkytnou spoleénosti Abie iédné informace,
které jsou pro néjakou tfeti stranu duvérné nebo
chranéné, pokud Poskytovatel Zdravotnich sluieb

neobdrii pfedchozr’ pisemné schvélenr’ takové tfetr’

strany a spoleénosti Abie. V pfipadé, 2e

Poskytovatel Zdravotnich sluieb bude povinen

zverejnit jakoukoli cast této Smlouvy, zavazuje se, 2e

vyrozumi spoleénost Abie pied jakymkoli takovym

zverejnénim a umoini spoieénosti Abie, aby
redigovala jakékoli citlivé informace obchodni povahy,

zejména informace povaiované smluvnimi stranami

za obchodni tajemstvi.

7. Data Protection. Ochrana dat.

. Where Abie on behalf of Sponsor or any Provider

of Medical Services Personnel Processes (as defined

below) Personal Data of Study Subjects, the parties

shall ensure such processing is performed only in

accordance with this Agreement, all applicable Laws,

including requirements pertaining to data transfer

agreements if applicable, and Abie’s written

instructions. For the purposes of this Agreement, the

terms “Processigg”, Personal Data”, “Data

. Pokud Abie jménem Zadavatele nebo nékdo z
Personélu Poskytovatele Zdravotnich sluieb bude

Zpracovévat (jak je definovano niie) Osobni udaje

Subjektu Studie, smluvni strany zajisti, aby takové
Zpracovénl' probihalo pouze v souladu s touto

Smlouvou, vsemi platnymi Za'kony vcetné poiadavku

pripadnych smluv na pfenos dat a pisemnymi pokyny

spoleénosti Abie. Pojmy ,,Zpracovén|’“, ,,Osobni
on

udaje“, ,,Sprévce udaju a ,,Poru§eni zabezpeéeni
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Controller” and “Personal Data Breach” shall have

the meaning ascribed to them in Data Protection Law.

osobnich udajfl“ budou pro uéely této Smlouvy

vyklédény ve smyslu, ktery je témto vyrazum uréen

Prévnimi pfedpisy na ochranu osobnich L'Jdaju.

. To the extent Abie Processes Personal Data of

Study Personnel, notification of Abie’s privacy

practices, including but not limited to a description of

the categories of Personal Data collected, the

purposes of Processing, data subject rights, and

cross-border transfers, are described at

https://www.abbvie.com/privacy/investiqators-and-

other-site-staff.html. Provider of Medical Services

represents and warrants that, to the extent it discloses

or makes available Personal Data about Study

Personnel to Abie, Provider of Medical Services

shall make such Study Personnel aware of the

Abie privacy notice referenced in this Section 7(b).

. Vrozsahu vjakém spoleénost Abie zpracovévé

Osobni udaje Studijniho personélu, Sdéleni

spoleénosti Abie o pravidlech na ochranu osobnich

udaju, zejména véetné popisu kategorii Osobnich
udaju, jei jsou shromaid’ovény, popisu Uéelu jejich
Zpracovéni, prév subjektfl udaju a pfevod takovych dat

pres hranice, je uloieno na

https://www.abbvie.com/privacv/investiqators-and-

other-site-stafihtml. Poskytovatel zdravotnich sluieb

prohlasuje a potvrzuje, ie V rozsahu v jakém pfedévé

(":i zpi'istupfiuje Osobni udaje o Studijnim personélu

vuéi spoleénosti Abie, Poskytovatel zdravotnich
sluieb takové (“:leny Studijniho personélu vyrozumi o

Sdéleni spoleénosti Abie o pravidlech na ochranu
osobnich udajfl uvedeném v tomto Odstavci 7 (b).

0. Parties agree that Sponsor acts as Data Controller Smluvni strany souhlasi, 2e Zadavatel bude jednat

with regard to key-coded Personal Data disclosed to jako Sprévce dat sohledem na kliéové kodované

Sponsor/Abie and source medical records of Osobni udaje zpristupnéné Zadavateli/spoleénosti

Study subjects collected or generated by Provider of Abie a zdrojové zdravotni zéznamy subjektu

Medical Services/Principal Investigator in hodnoceni ziskané (“:i vygenerované Poskytovatelem

accordance with ICF, Protocol and this Agreement zdravotnich sluieb / Hlavnim zkousejicim v souladu

(“Study Subject Personal Data”) and Personal 8 ICF, Protokolem a touto Smlovou (,,Osobnl’ udaje

Data of Principal Investigator and Institution Subjektu Studie“) a Osobni Udaje Hlavniho

Personnel collected under this Agreement, and has zkousejiciho a Personélu zdravotnického zai’izeni

delegated its rights and obligations under this ziskané na zékladé této Smlouvy, a 2e pi'evedl své

Agreement to Abie. Provider of Medical prava a povinnosti vyplyvajici ztéto Smlouvy na

Services/Principal Investigator act as Data Abie. Poskytovatel zdravotnich sluieb / Hlavni

Processor of Study Subject Personal Data and zkousejicijednajijako Zpracovatelé Osobnich fidaju
agree to comply with the terms of Data Processing Subjektu Studie a souhlasi, 2e budoujednatv souladu

Addendum attached hereto as Exhibit B. s podminkami Dodatku o zpracovéni osobnich fidaju,
kteryje pfipojeny k této Smlouvé jako jeji' Pfiloha B.

d. Provider of Medical Services and/or Principal d. Poskytovatel zdravotnich sluieb a/nebo Hlavni

Investigator act as Data Controller with respect to any

medical records they obtain from Study subjects and

any other personal data collected or generated by

them in the course of the Study for the purpose of

exercising their independent medical judgment.

zkousejici bude jednatjako Sprévce dat ve vztahu k

jakymkoli zéznamflm zdravotnické dokumentace, jei
budou ziskény 0d Subjektu studie a jakékoli jiné
osobm’ Udaje jimi ziskané éi vygenerované
v prflbéhu Studie pro (1&e zajisténi jejich
nezévislého Iékarského uvéieni.
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e. Parties shall maintain appropriate technical and

organizational security measures to protect Personal

e. Smluvni strany budou zajiét’ovat dostateénou L'Jrovefi
technickych a organizacnich opatfeni za Uéelem

Data. Parties agree to regularly test, assess and ochrany Osobnich udaju. Smluvni strany

evaluate the effectiveness of such implemented souhlasi, ie budou provédét pravidelnou

security measures. kontrolu a vyhodnoceni uéinnosti takovych

uplatnénych bezpecnostnich opatfeni.

f. Parties shall notify each other of any requests or

complaints from any governmental authority or other

third party with respect to any Processing of Personal

Data and will in good faith cooperate with and

promptly assist each other, and any relevant

government authority in such cases, including

making available all information necessary to

demonstrate compliance with this Section 7.

f. Smluvni strany se budou vzéjemné pisemné

informovat odeslénim oznémeni ohledné jakéhokoli

poiadavku (“:i stiinosti od jakéhokoli sprévniho fifadu

(“:i jiné tfeti strany ve vztahu k jakémukoli Zpracovéni

osobnich udajfl a bude v dobré vife spolupracovat
s, a neprodlené poskytne ostatnr’m smluvnr’m

straném, a jakémukoli pfislusnému sprévnimu Ufadu

v takovych pfipadech, vcetné zpfistupnéni veskerych
informaci nezbytnych za ucelem prokézéni

souladného jednéni s timto Clénkem 7.

8. Publicity. 8. Publicita.
a. Without the other party's written consent, no party may a. Ani jedna strana nesmi bez pisemného souhlasu

use the name, trademark, or logo of the other party or

the other party’s affiliates in any publicity, advertising,

or other information intended to be used for

commercial or promotional purposes. The foregoing

restriction shall also apply to Provider of Medical

Service use of the name, trademark, and/or logo of

any third parties collaborating with Abie on the

druhé strany pouiitjméno, obchodni znaéku, sluiebni

znaéku ani logo druhé strany nebo pfidruienych

spoleénosti druhé strany viédné reklamé, inzerci
nebo jinych informacich uréenych pro obchodni nebo
propagaém’ 06e Shora uvedené omezenl' se bude

rovnéi aplikovat na pouiiti nézvu Poskytovatele

zdravotnich sluieb, ochranné znémky, a/nebo loga

Study and/or Study Product (“Abie jakékoli tfeti strany spolupracujici se spoleénosti
Collaborators”). Except as required by applicable Abie na této Studii a/nebo ve vztahu k

Laws, neither Provider of Medical Services nor Hodnocenému Iécivému pfipravku (“Subiekty

Principal Investigator shall disclose the terms of this spoluprzvfljjci se spoleénosti Abie"). Ani

Agreement without Abie's prior written approval.

Provider of Medical Services and Principal

Investigator understand and agree that the terms and

conditions of this Agreement and the amount of any

payment made hereunder may be disclosed and

made public by Abie or any member of the Abie

Group as reasonably necessary to comply with

applicable Laws and other obligations. As Abie

reasonably requests, Provider of Medical Services

and Principal Investigator shall cooperate in good

faith with Abie to promptly provide accurate and

complete information in connection with such

disclosures.

Poskytovatel zdravotnich sluieb ani Hlavni zkousejici

kromé pfipadfl vyiadovanych platnymi Zékony nesmi

prozradit podminky této Smlouvy bez pfedchoziho
pisemného souhlasu spoleénosti Abie.
Poskytovatel zdravotnich sluieb a Hlavni Zkousejici

berou na védomi a souhlasi s tim, 2e podminky této
Smlouvy a vyée jakékoliv platby provedené na jejim

zékladé mohou byt sdéleny a zvefejnény spoleénosti
Abie nebo clenem Skupiny Abie v pi'ipadech, kdy
to Abie bude rozumné povaiovat za poti'ebné kvuli
dodrieni platnych Zékonfl a daléich povinnosti. Na

pfiméfenou iédost Abie budou Poskytovatel

zdravotnich sluieb a Hlavni zkouéejl'ci se spoleénosti
Abie v dobré vife spolupracovat, aby v souvislosti

s danym zvefejnénim co nejdfive poskytli (Jplné

informace.
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b. In accordance with the foregoing, Provider of Medical

Services agrees, subject to the terms of Section 6 of

the Agreement, to publish this Agreement in the

Central Registry of Agreements at smlouvy.gov.cz in

accordance with the terms of 340/2015 Coll. Act on

Register of Contracts (the “Act") within ten (10)

business days of full execution of the Agreement and

to promptly notify Abie of publication. Should

Provider of Medical Services fail to publish this

Agreement within thirty (30) days of full execution of

the Agreement, Abie reserves the right to publish

this Agreement as required under the Act. Abie and

Provider of Medical Services agree that prior to

execution of the Agreement, Abie has submitted to

the Provider of Medical Services the final version of

the Agreement with highlighted sections Abie

deems as its business secret or which contain

personal details. Provider of Medical Services has

reviewed the Agreement and parties agree that the

redacted version of the Agreement containing

masked sections which shall be drafted for this

purpose and provided by Abie no later than at the

date of execution of this Agreement, in machine

readable format in electronic form by sending it to

following email: dasa.9rokupkova@fnhk.cz shall

represent the only redacted version of the Agreement

that shall be published by Provider of Medical

Services within the term defined above.

For purposes of clarity, exhibits such as the Budget,

the Protocol, insurance certificates and information

regarding patient reimbursement shall not be

b.V souladu s pfedchézejr’cr’ upravou, Poskytovatel
zdravotnich sluieb timto souhlasi, 2e na zékladé

podminek uvedenych v élénku 6 této Smlouvy,

uvefejni tuto Smlouvu v Registru smluv na

smlouvy.gov.cz v souladu s podminkami zékona é.

340/2015 8b., 0 registru smluv (“‘Zakon"), a to do deseti

(10) pracovnl'ch dnfl 0d podpisu této Smlouvy jejI'

poslednr’ smluvm’ stranou, a 2e bez zbyteéného
odkladu vyrozuml' spoleénost Abie o uvefejném’. V

pfipadé, 2e Poskytovatel zdravotnich sluieb

neuvefejnl' tuto Smlouvu ve lhflté (30) dnu od podpisu

této Smlouvy poslednr’ smluvnr’ stranou, spoleénost
Abie si timto vyhrazuje pravo uvefejnit tuto Smlouvu

v souladu s poiadavky definovanymi v Zékoné.
Spolecnost Abie a Poskytovatel zdravotnich sluieb

souhlasi, ie pfed podpisem Smlouvy, spoleénost

Abbvie poskytne Poskytovateli zdravotnich sluieb

finalni verzi Smlouvy s podbarvenymii castmi Smlouvy,

které povaiuje spoleénost Abie za obchodni

tajemstvi, nebo které obsahuji osobni udaje.

Poskytovatel zdravotnich sluieb provede kontrolu

Smlouvy a strany souhlasi, 2e redigované verze

Smlouvy, obsahujici zaéernéné sekce, a kterou
Abie za timto uéelem pfipravi a poskytne nejpozdéji

v den podpisu této Smlouvy, a to ve strojové éitelném
formatu v elektronické podobé zaslénim na emailovou

adresu dasa.prokupkova@fnhk.cz, bude pfedstavovat

jedinou redigovanou verzi Smlouvy, jei bude

Poskytovatelem zdravotnich sluieb uvei’ejnéna ve

Ihuté shora uvedené.
Pro ['16e pfesnosti a jasnosti, pfilohy jako Rozpocet,

published. Protokol, pojistné certifikaty a udaje tykajici se

pacientskych néhrad nebudou uvefejnény.
9. Ownership Vlastnictvi.

a. Each party hereto retains all right, title and interest in

any patent, patent application, trade secret, know-how

and other intellectual property that was owned by such

party prior to the Effective Date of this Agreement, and

no license grant or assignment, express or implied, by

estoppel or othenNise, is intended by, or shall be

inferred from this Agreement, except as specifically

set forth herein.

. Kaida strana této Smlouvy si ponechava véechna

prava, pravni tituly a podily na vsech patentech,

patentovych pfihléékéch, obchodnich tajemstvich,

know-how a daléim duéevnim vlastnictvi, které dana

strana vlastnila pfed Datem uéinnosti této smlouvy.

Kromé pfipadfl zde specificky uvedenych tato Smlouva

nezamyéli vyslovné ani odvozené éi ze zakonné

pfekéiky ani jinak udélit iédnou licenci ani cokoliv

postoupit, ani nelze nic takového ztéto Smlouvy

odvodit.

b. Any information, invention, data or discovery (whether

patentable or copyrightable or not), innovation,

communication or report, conceived, reduced to

practice, made, generated or developed by Provider

of Medical Services, Principal Investigator or Provider

of Medical Services Personnel that either results from

use of any of the Study Materials,, biological

materials obtained from the Study or results from

conduct of the Study (collectively, “Intellectual

Properly”) shall be promptly disclosed to Abie, and

each of Provider of Medical Services and Principal

Investigator hereby assigns to Abie all of Provider

of Medical Services' and Principal Investigator’s

rights, title, and interest in and to such Intellectual

Property. Upon Abie’s request and at Abie’s

expense, Provider of Medical Services shall require

Principal Investigator and/or Provider of Medical

Services Personnel to execute, or cause to have

. Véechny informace, vynélezy, adaje nebo objevy (at
patentovatelné nebo zpflsobilé k zépisu autorského
prava (":i nikoliv), inovace, komunikace nebo zprévy,

koncipované, zredukované pro praxi, vypracované,

vytvofené nebo vyvinuté Poskytovatelem zdravotnich

sluieb, Hlavnim zkouéejicim nebo Personalem

Poskytovatele zdravotnich sluieb, které jsou

vysledkem pouiiti Iibovolnych Materiélu studie , pouiiti

biologickych materiélfl odebranych (":i ziskanych

vramci Studie nebo provedeni Studie (spoleéné

,,Du§evn|’ vlastnictvi“), budou neprodlené pfedény
spoleénosti Abie a Poskytovatel zdravotnich sluieb
a Hlavnl' zkouéejici oba timto postupujl' spoleénosti
Abie vsechna sva prava na dané Duéevni

vlastnictvi, tituly knim a ucasti vnich. Poskytovatel

zdravotnich sluieb na iédost a na néklady spolecnosti

Abie bude na Hlavnim zkousejicim a/nebo

Personalu Poskytovatele zdravotnich sluieb
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executed such documents and to take such other poiadovat podepsani takovych dokumentu

actions as Abie deems necessary or appropriate to

obtain, record and enforce patents, copyrights,

assignments or other proprietary protection in

Abie’s name covering any of the foregoing

Intellectual Property.

a podniknuti takovych ukonfl, nebo neché Hlavniho

zkouéejiciho a/nebo Personal Poskytovatele

zdravotnich sluieb podepsat takové dokumenty a

podniknout takové L'Jkony, které budou podle

spoleénosti Abie nezbytné nebo vhodné k ziskéni',

zapséni a uplatnéni patentu, autorskych prév,

postoupeni nebo jiné vlastnické ochrany vztahujici se

na cokoliv z vyée uvedeného Dusevniho vlastnictvi

jménem spoleénosti Abie.

10. Publications and Presentations. For purposes of this

Agreement, “Scientific Publication” means any

scientific publication or medical communication

regarding Study results in any form that is intended

for disclosure to third parties, including, without

limitation, manuscripts, abstracts, posters, slides or

other materials used for presentations.

10. Publikace a prezentace. ,,Védecké publikace“

znamena pro 05e této Smlouvy kaidou védeckou
publikaci nebo Iékafské sdéleni tykajl'ci se vysledkfl
Studie, vlibovolné formé uréené ke sdéleni tfetim

straném, zejména rukopisy, abstrakty, postery,

snimky nebojiné materialy pouiivané pro prezentace.

a. Abie is committed to fostering the highest standard

of conduct related to Scientific Publications and

transparency, while at the same time, protecting its

Confidential Information. Authorship related to

Scientific Publications shall be determined in

accordance with and governed by the criteria defined

by the International Committee of Medical Journal

Editors (ICMJE) “Recommendations for the Conduct,

Reporting, Editing, and Publication of Scholarly Work

in Medical Journals” and Provider of Medical Services

shall require that Abie’s role in support of the Study

be appropriately disclosed in any Provider of Medical

Services Publications (as defined below).

Spoleénost Abie chce vsouvislosti s Védeckymi
publikacemi a transparentnosti podporovat nejvyssi

standardy chovani, a zarovefi chrénit své Duvérné

informace. Autorstvi k Védeckym publikacim se uréuje

a fidi podle kritérii definovanych Mezinarodnim

vyborem vydavatell‘] zdravotnickych casopisu (ICMJE)

Doporuceni pro provédéni', hléseni, vydévénr’

a publikaci odbornych praci v medicinskych

casopisech a Poskytovatel zdravotnich sluieb musi

vyzadovat, aby aloha spoleénosti Abie pfi podpofe
Studie byla vkaidé (niie definované) Publikaci

Poskytovatele zdravotnich sluieb pfislusnym

zpflsobem oznémena.

b. Provider of Medical Services and Principal

Investigator acknowledge that the Study is a multi-site

study and that Abie Group retains the right to

disclose the Study data and results first in a Scientific

Publication based on the Study data and results from

all appropriate sites (“M-Site Publication”).

Poskytovatel zdravotnich sluieb a Hlavni zkousejici

berou na védomi, 2e Studie je multicentrické a 2e
Skupina Abie si ponechéva’ prévo uvefejnit Udaje a

vysledky Studie jako prvni ve Védecké publikaci

zaloiené na udajich a vysledcich Studie ze vsech

pfi'slusnych pracoviét’ (.,Multicentrické publikace“).

c. Following the earliest of (i) Abie’s Multi-Site

Publication; or (ii) twelve (12) months after completion

or termination of the Study at all Study sites, Provider

of Medical Services, Principal Investigator and

Provider of Medical Services Personnel shall have the

right to prepare and submit Provider of Medical

Services' Study data for a Scientific Publication in

scientific journals or other professional publications

(an “Provider of Medical Services Publication”).

Provider of Medical Services and Principal

Investigator shall provide and shall require Provider of

Medical Services Personnel to provide Abie with a

draft of any proposed Provider of Medical Services

Publication at least thirty (30) days prior to submission

of such publication for Abie to ascertain whether

any patentable subject matter or Confidential

Information (other than the results of the Study

generated hereunder) are disclosed therein. Abie

shall return comments to Provider of Medical Services

within thirty (30) days after receipt of the draft Provider

of Medical Services Publication (“Review Period”),

and Provider of Medical Services and Principal

Investigator agree and shall require Provider of

Medical Services Personnel to agree that due

consideration shall be given to Abie’s comments.

Provider of Medical Services shall delay any

Poté, co nastane dfivéjsi z moinosti (i) Multicentrické

publikace spoleénosti Abie nebo (ii) uplynuti'
dvanécti (12) mésr’cfl po dokonéeni nebo ukonéeni

Studie na vsech Pracovistich, Poskytovatel

zdravotnich sluieb, Hlavni zkousejici aPersonal

Poskytovatele zdravotnich sluieb budou mit prévo

pfipravit udaje o Studii provédéné u Poskytovatele
zdravotnich sluieb a pfedloiit je k Védecké publikaci
ve védeckych éasopisech nebo jinych odbornych
publikacich (,,Publikace Poskytovatele zdravotnich

sluieb“). Poskytovatel zdravotnich sluieb a Hlavni

zkouéejici poskytnou a budou na Personalu

Poskytovatele zdravotnich sluieb vyiadovat, aby

poskytl spoleénosti Abie koncept kaidé zamyélené

Publikace Poskytovatele zdravotnich sluieb alespofi
tficet (30) dnu pfed jejl'm podénim, aby se spoleénost

Abie mohla ujistit, 2e neobsahuje iédny

patentovatelny pfedmét nebo Dflvérné informace

(kromé vysledkl‘] Studie dosaienych na zékladé této
Smlouvy). Spoleénost Abie do tficeti (30) dnu po
pfijeti névrhu Publikace Poskytovatele zdravotnich

sluieb (,,Kontrolnf obdobi”) zasle pfipominky zpét

Poskytovateli zdravotnich sluieb a Poskytovatel

zdravotnich sluieb a Hlavni zkousejici souhlasi a

budou na Personélu Poskytovatele zdravotnich sluieb

poiadovat, aby souhlasil stim, 2e pfipominkém
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proposed Provider of Medical Services Publication an

additional sixty (60) days beyond the Review Period

in the event Abie so requests to enable Abie to

secure patent or other proprietary protection (“Delay

Period”). Provider of Medical Services and Principal

Investigator agree and shall require Provider of

Medical Services Personnel to agree to: (A) keep the

proposed Provider of Medical Services Publication

confidential until expiration of the Review Period and

any Delay Period, and (B) delete Confidential

Information (other than Provider of Medical Services’

Study data) from any Provider of Medical Services

Publication. In the event that Provider of Medical

Services, Principal Investigator or Provider of Medical

Services Personnel and Abie differ in their

conclusions or interpretation of data in the Provider of

Medical Services Publication, the parties shall use

good faith efforts to attempt to resolve such

differences through appropriate scientific debate, but,

subject to the removal of Confidential Information

(other than Provider of Medical Services’ Study data),

Provider of Medical Services, Principal Investigator or

Provider of Medical Services Personnel, as

applicable, shall retain control overthe final version of

the Provider of Medical Services Publication.

spoleénost Abie bude vénovéna fédné pozornost.
Poskytovatel zdravotnich sluieb odloii véechny

navrhované Publikace Poskytovatele zdravotnich

sluieb o daléich sedesét (60) dnu po uplynuti
Kontrolniho obdobr’ v pfr’padé, ie to bude spolecnost

Abie vyiadovat, aby mohla zajistit patentovou nebo

jinou vlastnickou ochranu (,,Obdobi odkladu”).

Poskytovatel zdravotnich sluieb a Hlavni zkousejici

souhlasi a budou vyiadovat, aby Personal

Poskytovatele zdravotnich sluieb souhlasil s tim, ie:

(A) udrii navrhovanou Publikaci Poskytovatele

zdravotnich sluieb v utajeni a2 do uplynuti Kontrolniho

obdobr’ a pfr’padného Obdobi odkladu a (B) 2 kaidé

Publikace Poskytovatele zdravotnich sluieb vymaie

Duvérné informace (kromé udajfl ze Studie provédéné

Poskytovatelem zdravotnich sluieb). V pfl’padé, 2e se
Poskytovatel zdravotnich sluieb, Hlavni zkousejici

nebo Personal Poskytovatele zdravotnich sluieb a

spoleénost Abie budou ve svych zévérech nebo

interpretaci dat v Publikaci Poskytovatele zdravotnich

sluieb Iisit, strany se pokusi tyto rozdily fesit v dobré
vr’fe formou vhodné védecké debaty, avsak — pod

podminkou odstranéni Dflvérnych informaci (kromé

udajl‘] ze Studie provédéné Poskytovatelem

zdravotnich sluieb) — Poskytovatel zdravotnich

sluieb, Hlavni zkouéejici nebo Personal Poskytovatele

zdravotnich sluzeb si podrir’ kontrolu nad konecnou
verzi Publikace Poskytovatele zdravotnich sluieb.

11. Representations and Warranties. . Prohlaseni a zaruky.

a. Provider of Medical Services and Principal

Investigator represent and warrant that:

Poskytovatel zdravotnich sluieb a Hlavni zkousejici

prohlaéuji a zaruéuji, 2e:

(i) the terms of this Agreement are valid and binding

obligations of Provider of Medical Services and

Principal Investigator, and are not inconsistent

with (A) any other contractual or legal obligation

it/he/she may have; or (B) policies and

procedures of Provider of Medical Services or

any organization with which either Provider of

Medical Services or Principal Investigator is

(i) podminky této Smlouvy jsou platnymi

a zavaznymi povinnostmi Poskytovatele

zdravotnich sluieb a Hlavniho zkousejiciho a

nejsou v rozporu (A) s iadnym jinym smluvnim

nebo prévnim zévazkem, ktery muie

Poskytovatel zdravotnich sluieb nebo Hlavni

zkousejici mit, nebo (B) s politikami a postupy

Poskytovatele zdravotnich sluieb nebo Iibovolné

affiliated; organizace, se kterou jsou Poskytovatel

zdravotnich sluieb nebo Hlavni Zkouéejici

spojeni;

(ii) Provider of Medical Services’, Principal (ii) poskytovani sluieb a pfijeti odmény nebo

Investigator's and Provider of Medical Services

Personnel's performance of the services and

acceptance of compensation or reimbursement

of expenses as set forth in Exhibit A is in

compliance with all policies and procedures of

Provider of Medical Services, and Principal

Investigator's performance of such services does

not present a conflict of interest with Principal

Investigator's official duties;

néhrady vydajfl Poskytovatelem zdravotnich

sluieb, Hlavnim zkouéejicim a Personalem

Poskytovatele zdravotnich sluieb tak, jak je

uvedeno v'iloze A, je v souladu se vsemi

politikami a postupy Poskytovatele zdravotnich

sluieb, a ie poskytovani danych sluieb ze strany

Hlavniho zkouéejiciho nepfedstavuje stfet zéjmu
s oficialnimi povinnostmi Hlavniho zkouéejiciho;

(iii) Provider of Medical Services and Principal

Investigator have adequate facilities, resources,

training and expertise to conduct the Study in

accordance with the Protocol and applicable

Laws; and

(iii) Poskytovatel zdravotnich sluieb a Hlavni

zkousejici maji prostory, zdroje, vycvik a

zkuéenosti vhodné k provédéni Studie v souladu
s Protokolem a platnymi Zékony; a

(iv) Provider of Medical Services and Principal

Investigator are duly licensed health care

services providers according to the Health Care

Services Law.

(iv) Poskytovatel zdravotnich sluieb a Hlavni

zkousejici jsou fédné oprévnénymi poskytovateli
zdravotnich sluieb podle Zékona o zdravotnich

sluibéch.
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Provider of Medical Services and/or Principal

Investigator shall promptly notify Abie if at any

time during the Term of this Agreement, Provider

of Medical Services and/or Principal Investigator

learns that Provider of Medical Services and/or

Principal Investigator would no longer be able to

truthfully make any of the representations and

warranties in this Section 1 1(a) and Abie shall

have the right to immediately terminate this

Agreement.

V pfipadé, ie Poskytovatel zdravotnich sluieb a/nebo
Hlavni zkousejici béhem platnosti této Smlouvy zjisti,

ie by jii nadéle nebyli schopno dostét prohlasenim a

zérukém uvedenym v tomto élénku 11(a), bude 0 tom

okamzité informovat spoleénost Abie, a spoleénost
Abie bude mit pravo tuto Smlouvu okamiité ukonéit;

b. Provider of Medical Services and Principal

Investigator each represent and warrant that

none of Provider of Medical Services, Principal

Investigator or Provider of Medical Services

Personnel are Debarred, or, to the best of

Provider of Medical Services’ knowledge, have

been Debarred or are the subject of a

proceeding that could lead to Provider of

Medical Services, Principal Investigator or any

Provider of Medical Services Personnel

becoming Debarred. For purposes of this

Agreement, “Debarred” means: (A) debarred by

the United States Food and Drug Administration

(“m") or by any other competent authority; (B)

excluded, debarred, suspended, or otherwise

ineligible to participate in the local or U.S.

Federal health care programs or in local or U.S.

Federal procurement or non-procurement

programs; (C) listed on the FDA’s Disqualified

and Restricted Lists for clinical investigators; or

(D) convicted of a criminal offense under the

applicable Laws that could lead to being

excluded, debarred, suspended, or otherwise

declared ineligible. In the event Provider of

Medical Services and/or Principal Investigator

receives notice of, or otherwise becomes aware

of, the Debarment or proposed Debarment of

Provider of Medical Services, Principal

Investigator or any Provider of Medical Services

Personnel, Provider of Medical Services shall

notify Abie immediately and Abie shall

have the right to immediately terminate this

Agreement. The obligations of this Section

11(b) shall survive termination or expiration of

the Agreement.

b. Poskytovatel zdravotnich sluieb a Hlavni Zkousejici

oba ujiét’uji a zaruéuji, 2e ani Poskytovatel zdravotnich

sluieb ani Hlavni zkousejici ani Personal

Poskytovatele zdravotnich sluieb nejsou Vylouéenymi
osobami, ani podle nejlepsiho védomi a svédomi

Poskytovatele zdravotnich sluieb nebyly Vylouéenymi

osobami a ani nejsou pfedmétem fizeni, které by

mohlo pfipadné vést kvylouéeni Poskytovatele

zdravotnich sluieb, Hlavniho zkousejiciho nebo

Personélu Poskytovatele zdravotnich sluieb. Termin

,,V1louéeny’“ pro (16e této Smlouvy znamené: (A)

vylouceny americkym Ufadem pro kontrolu potravin a

Iéku (”M“) nebo jinym kompetentnim orgénem; (B)

vylouceny, s vyslovenym zakazem nebo

pozastavenou cinnosti nebo jinak nezpusobily k floasti

v mistnich nebo americkych federélnich zdravotnich

programech (":i v mistnich nebo americkych federélnich

vefejnych nebo nevefejnych zakazkéch; (C) zapsany
do seznamu FDA vyloucenych klinickych zkousejicich

a klinickych zkousejicich s omezenim; nebo (D)

odsouzeny za trestny (“:in die platnych Zékom‘], a toto
odsouzeni by mohlo vést k vouéem’, vysloveni
zékazu 6i doéasného pozastaveni, nebo kjinému

prohlaseni za nezpflsobilého. Pokud Poskytovatel

zdravotnich sluieb a/nebo Hlavni zkousejici dostane

oznémenl' nebo se jinak dozvi o Vylouéenl' nebo
navrhovaném Vylouceni Poskytovatele zdravotnich

sluieb jako takového, Hlavniho zkousejiciho nebo

nékterého Personélu Poskytovatele zdravotnich

sluieb, ihned to spoleénosti Abie oznéml' a Abie

bude mit prévo tuto Smlouvu sokamiitou platnosti

ukonéit. Zévazek dle tohoto élénku 11(b) zustane

v platnosti i po vyprseni platnosti Smlouvy.

c. Abie represents that the Study Product that is c. Abie prohlasuje, 2e Hodnoceny Iééivy pfipravek

delivered to Provider of Medical Services will dodévany Poskytovateli zdravotnich sluieb bude

meet the product specification identified in the vdobé dodéni do Poskytovatele zdravotnich sluieb

product label atthe time ofdeliveryto Providerof splnovat specifikace pfipravku uvedené na stitku

Medical Services. pfipravku.

12. Term and Termination. 12. Doba platnosti a ukonceni.

a. Unless terminated earlier as provided in Sections a Pokud tato Smlouva nebude ukoncena di'ive

12(b) or 12(c) below, this Agreement shall be

effective on the Effective Date and shall

terminate on the earlier of: (i) three (3) years from

the Effective Date, if there is no Study Subject

screening and no subject enrollment at Provider

of Medical Services under this Agreement; or (ii)

at such time as the occurrence of final data lock

for the Study at all sites participating in the Study

(the “Term").

zpusobem uvedenym niie véléncich 12(b) nebo
12(c), nabude 06innosti Datem 06innosti a vyprsi

nejpozdéji: (i) tfi (3) roky od Data ucinnosti, pokud se
ve Poskytovateli zdravotnich sluieb nebude proveden

screeningtéto Smlouvy, nebo podle jakéhokoli

subjektu a nebude zafazen jakykoli subjekt (ii)
vokamiiku koneéného uzavi’eni L'Jdaju Studie na

véech pracovistl'ch, které se Studie Uéastni (,,Doba
platnosti”).
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b. This Agreement may be terminated: Tuto Smlouvu mflie ukonéit:

(i) by either Abie, Provider of Medical Services or

Principal Investigator upon written notice to the

other party if: (A) another party has breached a

material term of this Agreement; (B) the Study is

terminated by the FDA or any other governmental

or regulatory authority; (C) if any party, in its sole

judgment, believes an adverse safety concern with

respect to Study Product makes continued testing

unadvisable, provided that if Provider of Medical

Services or Principal Investigator terminates for

this reason, it shall be after the Suspension Period

(defined below) in accordance with Section 12(c).

(ii bud' Abie, Poskytovatel zdravotnich sluieb nebo

Hlavni zkousejici podénim vypovédi druhé strané

vpfipadé, ie: (A) druhé strana poruéila duleiitou

podminku této Smlouvy, (B) Studii ukonéil FDA nebo

jakykoliv jiny vlédni nebo regulacni organ; nebo (C)
kterakoliv strana dojde na zakladé vlastniho uvéieni

k pfesvédéeni, 2e u Hodnoceného Iééivého pfl’pravku

existuji problémy s bezpecnosti, kvuli nimi je daléi

testovani nevhodné. Pokud Poskytovatel zdravotnich

sluieb nebo Hlavni zkousejici ukonéi Smlouvu
ztohoto dflvodu, bude to po uplynuti Odkladného

obdobi (definovaného niie) vsouladu s élénkem

12(c).

(ii) by Abie: (A) without cause upon thirty (30) days

prior written notice to Provider of Medical Services

and Principal Investigator, or

(B) as othenNise permitted in this Agreement.

(ii) Abie: (A) bez uvedeni dflvodu s tficetidenni (30)
pisemnou vypovédi podanou Poskytovateli
zdravotnich sluieb a Hlavnimu zkouéejicimu, nebo (B)

jinym zpflsobem uvedenym v této Smlouvé.

c. In the event Provider of Medical Services or

Principal Investigator have concerns about the

health, safety and welfare of the Study Subjects,

Provider of Medical Services and/or Principal

Investigator shall give prompt notice to Abie of

Bude-Ii mit Poskytovatel zdravotnich sluieb nebo

Hlavni zkousejici obavy o zdravi, bezpeénost a blaho
Subjektu(l‘]) studie, Poskytovatel zdravotnich sluieb
a/nebo Hlavni zkousejici to ozna’mi neprodlené

spolecnosti Abie a smi zafazova’ni Subjektu studie

such concerns, and may suspend enrollment of pozastavit na dobu nepfesahujici tficet (30)
Study Subjects fora period not to exceed thirty (30) kalendéfnich dnfl (,,Doba pozastaveni“). Strany

calendar days (“Suspension Period”). During béhem Doby pozastaveni posoudi obavy
such Suspension Period, the parties shall evaluate

the concerns raised by Provider of Medical

Services or Principal Investigator to determine

whether the Agreement should be terminated. In

any event, Provider of Medical Services and

Principal Investigator shall continue monitoring

and follow-up in strict adherence to the Protocol for

currently enrolled Study Subjects during the

Suspension Period. After the Suspension Period

and following written notice, including a detailed

written explanation, to Abie, Provider of Medical

Services may terminate this Agreement if Study

Subject health, safety, and welfare remain a

concern to Provider of Medical Services of such

magnitude to support such termination.

Poskytovatele zdravotnich sluieb nebo Hlavniho

Zkousejiciho a rozhodnou o pfipadném ukonceni
Smlouvy. Poskytovatel zdravotnich sluieb a Hlavni

zkousejici béhem Doby pozastaveni budou v kaidém

pfipadé pokraéovat vmonitorovani a sledovéni jii

zafazenych Subjektu studie, za pfisného dodriovéni

Protokolu. Poskytovatel zdravotnich sluieb mfiie po
uplynuti Doby pozastaveni tuto Smlouvu ukoncit

doruéenim pisemné vypovédi, véetné podrobného

pisemného vysvétleni, pokud bude mit stale obavy o
zdravi, bezpecnost a blaho Subjektu studie v takovém

rozsahu, ie budou podporovat ukonéem’ ze strany

Poskytovatele zdravotnich sluieb.

d. Termination or expiration of this Agreement shall not

affect any rights or obligations which have accrued

prior thereto or any other rights or remedies

provided at law or equity which either party may

othenNise have. In the event of premature

termination of this Agreement, Provider of Medical

Services and Principal Investigator shall: (i)

appropriately withdraw and discontinue all then-

enrolled Study Subjects, (ii) complete the Study for

then-enrolled Study Subjects where required by

accepted medical practice, or (iii) reasonably

cooperate with Abie to arrange for then-enrolled

Study Subjects to enroll at an alternative Study

site.

Ukonceni nebo vypréeni platnosti této Smlouvy

nebude mit v|iv na iadné dfive vzniklé préva ani

zévazky ani na iadné jina prava nebo opravné

prostfedky, které by jedna ze stran mohla jinak podle

zékona nebo préva ekvity mit. Pfi pfedéasném

ukonéeni této Smlouvy jsou Poskytovatel zdravotnich
sluieb a Hlavni zkousejici povinni: (i) vhodnym

zpusobem stéhnout vsechny v té dobé zapojené
subjekty, (ii) Studii dokonéit u Subjektu studie v dané

dobé do Studie zapojenych, pokud to vyiaduje

uznavané Iékafska praxe, nebo (iii) pfiméfené se

spoleénosti Abie spolupracovat a zafadit Subjekty
studie vdané dobé do Studie zapojené do jiného
pracovisté Studie.

13. Subject Injury; Indemnification. . Poékozeni subiektu; odskodnénf.

a. If during the course of the Study any injury occurs

to a Study Subject as a result of: (i) the

administration of Study Product to Study subjects

(ii) the administration of the Study Materials or (iii)

the performance of Protocol-mandated procedures

on Study Subjects that such Study Subjects would

fl’padé, ze Subjektu studie bude béhem Studie
zpusobena Ujma na zdravi vdflsledku: (i) podavéni

hodnoceného Iééivého pfl’pravku Subjektum studie, (ii)
podévani Materialfl studie nebo (iii) provédéni

procedur vyzadovanych zévazné Protokolem, a

Subjekt studie by pfitom takovym procedurém nebyl
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not have received but for their participation in the

Study (“Procedures”), in each case in accordance

with the Protocol (“Study Injury”), Abie agrees

to pay all reasonable medical expenses necessary

to treat such Study Injury and provide other

mandatory compensation as required by Law, if

applicable, provided that (A) Provider of Medical

Services has not submitted and does not submit

such medical expenses to a third party payor, and

(B) such Study Injury is not due to the natural

progression of any pre-existing disease or any

underlying illness.

podroben, kdyby se Studie nezfléastnil ("Procedury“),

a vkazdém pfl’padé bude postupovéno vsouladu
s Protokolem (,,Po§kozeni vlivem studie“), Abie

sjednévé, 2e uhradi vsechny pfiméfené Iééebné
vydaje na terapii takového Poskozeni vlivem studie a

poskytne daléi povinnou kompenzaci pfl’padné

vyiadovanou Zékonem, za pfedpokladu, ie (A)

Poskytovatel zdravotnich sluieb takové lééebné

vydaje nepfedloiilo a nepfedloii platci — tfeti strané, a
(B) Poskozeni vlivem studie nenI' zpusobeno
pfirozenym postupem jii dfive existujl'ciho nebo
vychoziho onemocnéni.

b. Abie shall indemnify, defend and hold harmless

Provider of Medical Services, Principal Investigator

and Provider of Medical Services Personnel and

Provider of Medical Services’ officers and trustees

(“Indemnitees”) for the cost of defense (until such

time as Abie assumes the defense thereof) and

for damages awarded (collectively, “Losses”) as a

result of any claim or lawsuit made by a third party

as a result of: (i) Study Injury; (ii) Abie's or its

representatives negligent acts or omissions,

recklessness, or intentional misconduct during the

Study; or (iii) Abie's use of the Study results.

Abie’s indemnification obligation applies only if:

(A) Study Materials are administered by Principal

Investigator and Provider of Medical Services

Personnel and Procedures are performed during

the Study in accordance with the Protocol, with

accepted medical practice, and with any other

written instructions furnished by Abie, and (B)

Study data and results communicated to Abie

by Principal Investigator and Provider of Medical

Services Personnel are not misleading, inaccurate,

or incomplete.

b. Spoleénost Abie odékodni, bude brénit a zajistl'
Poskytovatel zdravotnich sluieb, Hlavniho

zkousejiciho a Personal Poskytovatele zdravotnich

sluieb a vedouci pracovniky a spravni radu

Poskytovatele zdravotnich sluieb (,.P|"i'|emci

odékodnéni”) pro pfipad nakladu na obhajobu (do
doby, nei ji pfevezme spoleénost Abie) a

pfiznanych nahrad ékody (spoleéné ,,Ztréty”),

vyplyvajicich zlibovolného naroku nebo soudniho

fizeni vzneseného tfeti stranou vdusledku: (i)
Poékozeni vlivem studie; (ii) nedbalosti nebo

opomenuti, unéhlenosti (":i umyslného nesprévného

jednéni spoleénosti Abie nebo jejich zéstupcu

béhem Studie; nebo (iii) pouiiti vysledku Studie
spoleénosti Abie. Povinnost spolecnosti Abie
poskytnout odékodnéni plati jen vpfipadé, ie: (A)
Material studie podavé Hlavni zkouéejici a Personal

Poskytovatele zdravotnich sluieb a Procedury se

vykonévajl' béhem Studie vsouladu s Protokolem,
uznavanou Iékafskou praxi a véemi daléimi pisemnymi

pokyny poskytnutymi spoleénosti Abie, a (B) Udaje

ze studie a sled sdélené spoleénosti Abie

Personélem Poskytovatele zdravotnich sluieb nejsou

zavédéjl'ci, nepfesné nebo neuplné.

c. The foregoing agreement to indemnify, defend, and

hold harmless Indemnitees is conditioned upon the

following obligations of Indemnitees to:

c. vyée uvedeny slib poskytnout odékodnénr’ Pfl'jemcum
odékodnéni a hajit je a zajistit je podminén

nésledujicimi povinnostmi Pfijemcfl odskodnéni:

advise Abie of an claim or lawsuit in writin

addressed to
(i)

within fifteen (15) days after

Indemnitees has received notice of said claim or

lawsuit, or within such other time frame so that

Abie’s ability and rights to defend or settle

such claim or lawsuit are not prejudiced;

(i) informovat spoleénost Abie o kaidém
uplatnéném naroku nebo soudnim fizeni a to

isemné na adresu

a to do patnécti (15) dnu poté, co
Pfijemci odskodnéni obdrieli oznameni o daném

naroku nebo soudnim fizenl', nebo do takové

doby, aby nebyla poékozena schopnost a prava

spoleénosti Abie se héjit nebo urovnat takovy
narok nebo soudni spor;

(ii) assist Abie and its representatives in the

investigation and defense of any lawsuit or claim

for which indemnification is provided; and

(ii) pomoci spolecnosti Abie a jejim zéstupcum pfi
vyéetfovani a obhajobé vlibovolném soudnim

sporu a/nebo vzneseném naroku, za ktery se

poskytuje odskodnéni; a

(iii) not compromise or othenNise settle any such

claim or lawsuit without Abie’s prior written

consent.

(iii) neuzavirat smir ani jinak neurovnavat iadny

takovy vzneseny nérok nebo soudni fizeni bez
pfedchoziho pisemného souhlasu spoleénosti

Abie.

d. Abie’s obligations to pay reasonable medical

expenses or other mandatory expenses as defined by

d. Povinnost spoleénosti Abie uhradit v souvislosti

s Poékozenim vlivem studie pfiméfené Iééebné nebo

-
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applicable Law in connection with a Study Injury, or to

indemnify, defend, or hold harmless shall not apply in

the event any Losses or Study Injury, respectively, are

attributable to: (i) the negligence, willful misconduct

of, or failure to follow the Protocol by, any of the

lndemnitees, or (ii) Provider of Medical Services’,

Principal Investigator’s or Provider of Medical povinnosti dané touto Smlouvou ze strany

Services Personnel’s breach of any obligations under Poskytovatele zdravotnich sluieb, Hlavniho

this Agreement. zkousejiciho nebo Personalu Poskytovatele

jiné povinné vydaje podle platnych Zékonu, nebo
povinnost odskodnit, hajit nebo zajistit se nevztahuje

na Ztraty nebo Poskozeni vlivem studie, pokud je Ize

pficist: (i) nedbalosti, umyslnému jednani Pfijemcu

odékodnéni nebo nedodrieni Protokolu nékterym
sijemcu odskodnéni, nebo (ii) porusenl' nékteré

zdravotnich sluieb.

e. Provider of Medical Services and Principal e. Poskytovatel zdravotnich sluieb a Hlavni zkousejici

Investigator shall indemnify, defend and hold odékodni, bude branit a zajisti Skupinu Abie, jeji

harmless Abie Group, its officers, directors, vedouci pracovniky, éleny pfedstavenstva,

employees, agents, and representatives, from and zaméstnance, agenty a zastupce pro pfipad vsech

against any and all suits, claims, liabilities, costs, prévnich sport], vznesenych naroku, odpovédnosti,

damages, judgments and other expenses (including, nakladu, néhrad skody, rozsudku adaléich vydaju

but not limited to, legal expenses) arising from the (zejména nakladl‘] na pra'vni zastoupeni), vzeélych z

negligence, willful misconduct or breach of this nedbalosti, umyslného jednani nebo poruéeni této

Agreement by Provider of Medical Services, Smlouvy ze strany Poskytovatele zdravotnich sluieb,

Principal Investigator or any of Provider of Medical Hlavniho zkousejiciho nebo nékoho z Personélu

Services’ Personnel. Poskytovatele zdravotnich sluieb.

14. Insurance. Abie, Provider of Medical Services and 14. Poiisténi. Abie, Poskytovatel zdravotnich sluieb a

Principal Investigator shall each maintain a policy or Hlavni zkousejici budou véichni mit pojisténi éi

program of insurance or self-insurance with policy pojistny program nebo zfidi zvlastni fond pro pfipad

limits sufficient to support its obligations under this pojistné udélosti s pojistnymi limity dostateénymi

Agreement. Provider of Medical Services and k plnéni zavazkfl danych touto Smlouvou.

Principal Investigator, as health care services Poskytovatel zdravotnich sluieb a Hlavni zkousejici

providers according to the Health Care Services Law, jako poskytovatelé zdravotnich sluieb podle Zékona

shall maintain valid and sufficient insurance ofliability ozdravotnich sluibach jsou povinni mit platné a

for detriment to health and damage relating to such dostateéné pojisténi odpovédnosti za ubliienl' na

services in accordance with applicable Laws. Abie zdravi a skodu vzniklou pfi poskytovani danych sluieb

hereby warrants, that it has contracted liability v souladu s platnymi Zékony. Abie timto potvrzuje,

insurance for the conduct of the Study in accordance ie bylo uzavfeno pojisténi odpovédnosti za ékodu

with the Act on Pharmaceuticals for Sponsor and vzniklou pfi provadéniStudievsouladu se Zékonemo

Principal Investigator. Upon request by a party, the Iééivech pro Zadavatele a Hlavniho zkousejiciho. Na

other party or parties shall furnish evidence of such iadostjedné strany strana druha’ nebo strany pfedloii

party’s applicable insurance. Each party’s insurance dukaz o platném pojisténi dané strany. Pojistné kryti

coverage shall comply with applicable Laws and kaidé strany musi odpovidat platnym Zékonum a

insurance guidelines. doporuéenym pojistnym postupflm.

15. Independent Contractor. Each party’s relationship to 15. Nezavisly' dodavatel. Vztah jedné strany k ostatnim

the other parties is that of an independent contractor, straném druhé je vztahem nezavislého dodavatele a

and neither party has authority to bind or act on behalf ani jedna strana nema pravo druhou stranu zavazovat

of the other party. nebo jednat jejim jménem.

16. Assignment. Provider of Medical Services may not 16. Postoupeni. Poskytovatel zdravotnich sluieb nesmi

assign this Agreement to any other party, or

subcontract any of its services hereunder, without

Abie’s prior written consent. Principal Investigator

may not assign or subcontract any of his/her duties

under this Agreement to any other party. Any

attempted assignment without Abie’s prior written

consent will be null and void and will constitute a

material breach of this Agreement. Any permitted

assignee shall assume all obligations of Provider of

Medical Services under this Agreement. Assignment

shall not relieve Provider of Medical Services of

responsibility for the performance of any accrued

obligation. Other party must be notified on assignment

without undue delay.

bez pfedchoziho pisemného souhlasu spoleénosti

Abie tuto Smlouvu postoupit iadné jiné strané, ani
formou subdodavky zadat iadnou ze svych sluieb

podle této Smlouvy. Hlavni zkouéejici nesmi postoupit

iadné své povinnosti z této Smlouvy iadné jiné

strané, ani formou subdoda’vky zadat iadnou ze svych

povinnosti podle této Smlouvy Jakykoliv pokus o

postoupeni bez pfedchoziho pisemného souhlasu

spoleénosti Abie bude neplatny a nefléinny a bude

pfedstavovat zavainé poruseni této Smlouvy. Kaidy

schvéleny postupnik na sebe pfevezme veékeré
povinnosti Poskytovatele zdravotnich sluieb

vyplyvajici z této Smlouvy. Postoupeni nezbavuje

Poskytovatel zdravotnich sluieb odpovédnosti za
splnéni vsech vzniklych zavazkfl. O postoupeni musi

byt druhé smluvni strana informovana bez zbyteéného

odkladu.
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17. Subcontracting. In the event Provider of Medical 17. Subdodavatelé. V pi'ipadé, ze Poskytovatel

Services subcontracts any aspect of Study

performance to a subcontractor, Provider of Medical

Services shall: (a) ensure each subcontractor’s

compliance with the requirements of this Agreement,

and (b) be responsible for any subcontractor’s non-

compliance with the terms and conditions of this

Agreement to the same extent that Provider of

Medical Services would be responsible if Provider of

Medical Services were performing the subcontracted

services directly. If a subcontractor does not strictly

adhere to the provisions of this Agreement, Provider

of Medical Services shall promptly notify Abie and

Abie may immediately terminate this Agreement.

zdravotnich sluzeb néjakou cast provedenl' Studie
zadé formou subdodavky subdodavateli, je povinno:

(a) zajistit, aby kaidy subdodavatel dodrzoval

pozadavky této Smlouvy, a (b) nést odpovédnost za
neplnéni podminek této Smlouvy ze strany

subdodavatele ve stejné mire, v jaké by Poskytovatel
zdravotnich sluzeb neslo odpovédnost, kdyby sluzby

zadané formou subdodévky poskytovalo pfimo. V

pfl’padé, ze subdodavatel nebude pfesné dodrzovat
ustanoveni této Smlouvy, Poskytovatel zdravotnich

sluieb bude okamzité informovat spoleénost Abie a
Abie bude mit pravo tuto Smlouvu okamzité

ukonéit;

18. Notices. . Oznémeni.

a. Routine communications regarding the conduct of the

Study, including replacement of the individuals

identified on financial disclosure form shall be sent to

the Abie individual identified to Provider of Medical

Services by Abie as the primary contact for the

Study.

Rutinni komunikace tykajici se provadéni Studie,
vcetné nahrazeni osob identifikovanych na prohlééeni

o finanénich zéjmech se zasilajl' pracovnikovi

spoleénosti Abie, kterého Abie sdéli

Poskytovateli zdravotnich sluieb jako primérni kontakt

pro Studii.

b. All legal notices under this Agreement shall be in

writing, refer to this Agreement, and be sent by

recognized national or international overnight courier

or registered or certified mail, postage prepaid, return

receipt requested, or delivered by hand to the legal

notice address set forth below.

Véechna zékonna oznameni podévané na zékladé této

Smlouvy musi byt v pisemné formé, musi odkazovat

na tuto Smlouvu a musi byt zasléna sdoruéenkou

uznévanou mistni nebo mezinarodni non-stop kuryrni

sluzbou, nebo doruéena osobné na nize uvedenou
adresu pro zasiléni zakonnych oznameni.

If to Provider of Medical If to Principal

Services: lnvesti ator:

Fakultni Nemocnice

Hradec Kralové - 4 Hematology

Legal Department — attn. Clinic

Désa Prokupkova' Fakultni Nemocnice

Sokolska 581, postcode Hradec Kralové

500 05 Hradec Kralové — Sokolské 581, postcode

Novy Hradec Kralové,

Czech Republic

Phone: +420 495 832 881

500 05 Hradec Krélové —

Novy Hradec Krélové,

Czech Re ublic

Phone:_
Email:

Oznameni Poskytovateli

zdravotnich sluieb:

Fakultni nemocnice

Hradec Kralové,

Pra'vni odbor — Daéa

Prokflpkova

Sokolské 581, 500 05

Hradec Krélové — Novy

Hradec Krélové, Ceské
republika

Tel: +420 495 832 881

Hlavnimu zkouse'icimu:

doc.
- IV.

hematologicka klinika

Fakultni nemocnice Hradec

Kralové

Sokolska 581,

Hradec Kralové —

Hradec Kralové,

Ceské re ublika

nth

Interni

500 05
Novy

e-mail:

If to Abie:
Abie s.r.o.

with a copy to:

Section Head, R&D,

Alliance Management and

Transactions, Dept. V323

Abie Inc.

1 N. Waukegan Road

North Chicago, IL 60064

USA

Oznameni pro Abie:

Abie s. r. o.

S kopii na adresu:

Section Head, R&D,

Alliance Management and

Transactions Dept. V323

Abie Inc.

1 N. Waukegan Road

North Chicago, IL 60064

USA.

Legal notices under this Agreement shall be deemed

to be duly given: (i) when delivered by hand; (ii) two

days after deposit with a recognized national or

international courier; or (iii) on the delivery date

indicated in the return receipt for registered or

certified mail. A party may change its legal notice

address, contact information, or the “Payment

Veskera zakonné ozna’meni poda’vané na zékladé

této Smlouvy se povazuji za Fédné podané: (i) jsou-li

doruéena osobné; (ii) dva dny po podani uznévané
mistni nebo mezinarodni kuryrni sluzbé; nebo (iii)

dnem dodéni uvedenym na doruéence u

doporuéeného zaslani. Strana mflze svou adresu pro

zasiléni zékonnych oznameni kontaktni udaje, nebo

-
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Information" section of Exhibit A setting forth bank

and contact details of the parties immediately by

sending written notice to the other party’s legal

notice address as set forth in this Section.

informace uvedené v (":a'sti ,,Platebni L'Jdaje“ Pfilohy

A v rozsahu bankovnich a kontaktnich fidaju stran,

zménit neprodlenym zasla'nim pisemného oznémeni

na adresu druhé strany pro zasilani zékonnych

oznémeni, uvedenou v tomto clanku.

19. Survival. Any other terms which by their intent or

meaning are intended to survive termination or

expiration of this Agreement shall so survive,

including, without limitation, the parties’ obligations

with respect to financial disclosure reporting and

conflict of interest disclosure and management,

record retention and audit rights, confidentiality,

subject confidentiality/data protection, publicity,

ownership, publications, notification requirements

with respect to such party’s representations and

warranties set forth in Section 11(b),

indemnification, and Study Injuries.

19. Pfetrvéni. Véechny podminky, které svym cr’lem nebo

vyznamem maji pfetrvat ukonéeni nebo vypréeni
platnosti této Smlouvy, pfetrvaji, zejména pak zavazky

stran tykajici se hléseni finanénich zéjmfl a stfetu

2:21i a jejich fizeni, uchovavani zéznamu a prava na

audit, mléenlivost, ochranu duvérnych informaci /

osobnr’ch Udajl‘], publicita, vlastnictvr’, publikace,

pozadavky na oznamovéni ujisténi a zaruk stran podle

élénku 11(b), odskodnéni a Poskozenr’ vlivem studie.

20. Severability. If any provision, right or remedy

provided for herein is held to be unenforceable or

inoperative by a court of competent jurisdiction, the

validity and enforceability ofthe remaining provisions

shall not be affected thereby.

20. m Pokud bude jakékoliv ustanoveni,

pravo nebo napravny prosti'edek uvedeny v této
Smlouvé shledén soudem pfislusné jurisdikce

nevynutitelnym nebo neuéinnym, nebude tim
ovlivnéna platnost a vynutitelnost zbyvajr'cr'ch

ustanoveni.

21. Counterparts. This Agreement has been executed in

three (3) counterparts, each of which shall be

deemed to be an original, and all of which together

shall constitute one and the same agreement.

21. Steinopisy. Tato Smlouva je podepsa’na ve ti'ech (3)

vyhotovenich, z nichz kazdé bude povazovano za

original, a vsechny spoleéné budou pfedstavovat

jednu a tutéz smlouvu.

22. Governing Law and Dispute Resolution. This

Agreement shall be governed by and construed in

accordance with the laws of the Czech Republic. Any

dispute, controversy or claim arising out of or relating

to this Agreement which cannot be resolved within

thirty (30) days by mutual consent of the parties shall

be settled before the competent courts of the Czech

Republic.

22. Rozhodné pravo a feseni sport]. Tato Smlouva se

bude fidit zakony Ceské republiky a bude vyklédéna
vsouladu s nimi. Kazdy spor, neshodu nebo nérok

vyplyvajici z této Smlouvy nebo s ni souvisejici, ktery

neni mozno vyfesit do tficeti (30) dnl‘] vzéjemnou

dohodou smluvnr’ch stran, budou fesit pfr’sluéné soudy

Ceské republiky.

23. Amendments. Except as otherwise set forth in the

Agreement, neither this Agreement nor any of its

terms, including any attachment or Exhibit, may be

amended, restated, or othenrvise altered except by

written agreement signed by the parties.

23. Dodatky. Svyjimkou pfipadfl uvedenych vtéto
Smlouvé, ani tato Smlouva ani jakékoli jeji

ustanoveni, véetné jejich doplfiku (":i Pfiloh, nemuze

byt zménéno, reformulova'no (":i jakkoli jinak
upravovano svyjimkou pisemného dodatku

podepsaného Stranami.

24. Entire Agreement. This Agreement including,

without limitation, all exhibits hereto, contains the

entire understanding of the parties with respect to

the subject matter herein and supersedes all

previous agreements and undertakings with respect

thereto. In the event of a conflict between provisions

of the Protocol and this Agreement or any Exhibits,

the Protocol shall control with respect to matters of

science, medical practice, and Study Subject safety.

In all other matters, the provisions of this Agreement

shall control. This Agreement has been executed in

Czech and English language; should any conflict

between these language versions occur, Czech

language version shall be decisive.

24. Celé Smlouva. Tato Smlouva vcetné mj. vsech jejich

pfr’loh obsahuje uplnou dohodu stran tykajr'cr' se jejr'ho

pfedmétu a nahrazuje veskeré souvisejicr’ pfedchozr’
dohody a l'Jmluvy. V pfipadé sti'etu mezi ustanovenimi

Protokolu a této Smlouvy nebo libovolnymi jejimi

pfilohami bude mit v zéleiitostech védy, Iékai'ské

praxe a bezpeénosti subjektu Studie pfednost
Protokol. Ve vsech ostatnich zélezitostech budou mit

pfednost ustanoveni této Smlouvy. Tato smlouva je

vyhotovena v ceské jazykové verzi a v anglické

jazykové verzi, pfiéemz v pfipadé jakéhokoli rozporu

mezi témito verzemi ma’ pfednost ceska jazykové

verze.
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25. Parties hereby acknowledge, that Site Training Visit

and delivery of Study Product cannot be done until

the redacted version of this Agreement is published

in the Registry of Contracts. All payments made

under terms of this Agreement shall be made solely

25. Smluvm’ strany berou na védoml', 2e nedojde
k iniciaém' névstévé a dodévce hodnoceného IéCivého
pfl’pravku do okamiiku, nei bude uvei'ejnéna
revidovana verze této Smlouvy v registru smluv.

Veékeré platby na zékladé této Smlouvy budou
to bank account of Provider of Medical Services

defined in Exhibit A hereof.

uskuteénény ve prospéch bankovm’ho Uétu

Poskytovatele zdravotnich sluieb uvedeného

v Priloze A této Smlouvy.
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IN WITNESS WHEREOF, the parties have caused this

Agreement to be executed by their duly authorized

representatives.

NA DUKAZ TOHO strany nechaly tuto Smlouvu podepsat

svymi fadné opravnénymi zéstupci.

Abie s.r.o.

By/Podepsal:

Name/Jméno:—

Title/Funkce:

29.05.2024
Date/Datum:

Fakultni nemocnice Hradec Krélové

By/Podepsal:

Name/Jméno: MUDr. Ale§ Herman, Ph.D.

Title/Funkce: Director/ feditel

31 .05.2024
Date/Datum:

By/Podepsal:

Title/Funkce: Principal Investigator/ Hlavni zkouéejici

03.06.2024
Date/Datum:

Exhibit A
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Attachment 1 to Exhibit A
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Attachment 2 to Exhibit A
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Attachment 3 to Exhibit A
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Attachment 5 to Exhibit A
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PFI’loha A

STUDIJNi ROZPOCET
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Dodatek 1 k Pfiloze A
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Dodatek 3 k Pfiloze A
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Dodatek 4 k Pfiloze A
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Dodatek 5 k PFI’loze A
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Dodatek 7 k Pfiloze A
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Exhibit B
Data Processing Addendum

The terms of this Data Processing Addendum (“Addendum”) shall apply to and be part of the Agreement. In the event

of a conflict between this Addendum and the Agreement with respect to Personal Data, the terms and definitions of this

Addendum shall control and govern.

1. Definitions. Capitalized terms that are not othenrvise defined in this Addendum shall have the meanings set forth

in the Agreement. Capitalized terms that are not defined in this Addendum or the Agreement shall have the meaning

set forth in Regulation (EU) 2016/679 (General Data Protection Regulation) (“GDPR").

2. Scope. The Parties acknowledge and agree that Sponsor acts as Data Controller and Provider of Medical Services

acts as Processor with respect to Personal Data of Study subjects that are key-coded (pseudonymized) in case

report forms by Provider of Medical Services and disclosed to Sponsor/Abie and the source documents

specifically collected or generated by Provider of Medical Services/Principal Investigator pursuant to the Study

protocol, informed consent and the Agreement and has delegated its rights and obligations under this Agreement

to Abie. Except for the foregoing, Provider of Medical Services is not acting as a Processor of Sponsor with

respect to any other Personal Data processed by either Party under Agreement. Provider of Medical Services shall

continue to act as Data Controller with respect to any medical records of Study subjects maintained or created by

Provider of Medical Services as well as any other Personal Data collected or generated by Provider of Medical

Services in the course of the Study for the purpose of exercising independent medical judgment.

3. Use and Disclosure of Personal Data. Provider of Medical Services’ Processing of Personal Data shall be governed

by the Agreement and the Protocol, which sets out the subject matter, duration, nature, and purpose of the

Processing, type of Personal Data and categories of data subjects, and obligations and rights of Sponsor as Data

Controller.

4. Abie Instructions. Provider of Medical Services, in its capacity as a Processor, shall Process Personal Data only

in accordance with Abie’s instructions and as necessary to carry out an obligation under the Agreement or as

otherwise required by applicable data protection law. Provider of Medical Services shall Process no more than the

minimum amount of Personal Data necessary to perform the services under the Agreement. If Provider of Medical

Services considers that an instruction constitutes a breach of the GDPR or other applicable data protection law, it

shall immediately inform Abie.

5. Notice and Consent. Provider of Medical Services shall provide notice and/or collect consent to Study subjects in

the form set forth in the Agreement, the Protocol, or as othenrvise specified by Abie. Provider of Medical Services

shall maintain record of provision of notice and/or consent and provide such record to Abie upon request.

6. Compliance with Applicable Law. Both Parties agree to comply with all applicable law throughout the term of the

Agreement. Where applicable law may require Provider of Medical Services to Process Personal Data in a manner

not foreseen under the Agreement or this Addendum, Provider of Medical Services shall promptly notify Abie of

any required Processing, and accommodate reasonable efforts and requests by Abie to limit any such required

Processing.

7. Data Protection Assistance. Provider of Medical Services shall provide full and prompt cooperation with and

assistance to Abie with respect to any data protection impact assessments and/or prior consultations that may

be required in respect of Processing carried out under the Agreement. Provider of Medical Services shall promptly

make available to Abie all information necessary to demonstrate compliance with this Addendum and applicable

law, and shall cooperate with relevant government authorities upon request by Abie.

8. Privacy and Security Program. During the term of this Agreement, Provider of Medical Services will maintain a

comprehensive privacy and security program designed to ensure that Personal Data will only be Processed in

accordance with this Addendum and Article 32 of the GDPR, including the appointment of a data protection officer

as required by applicable law. Provider of Medical Services will implement appropriate administrative, technical,

and physical security measures to protect Personal Data and ensure a level of security appropriate to the risk for

the activities contemplated under the Agreement. Provider of Medical Services agrees to regularly test, assess

and evaluate the effectiveness of the measures for ensuring the security of Processing.

9. Oversight of Personnel. Provider of Medical Services shall ensure that its personnel engaged in the Processing of

Personal Data are informed of the confidential nature of the Personal Data, have received appropriate training on

their responsibilities, and have executed written confidentiality agreements or are otherwise subject to professional
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obligations of confidentiality. Provider of Medical Services shall ensure that such confidentiality obligations survive

the termination of the personnel engagement. Provider of Medical Services shall ensure that access to Personal

Data is limited to those personnel performing services in accordance with the Agreement.

10. Data Breaches. In the event of any actual or suspected security incident affecting Personal Data Processed by

Provider of Medical Services as a Processor of Abie (a “Data Security lnciden "), Provider of Medical Services

shall:

a. without undue delay following discovery of such Data Security Incident, send written notice of the

incident via e-mail to CSIRT@ABBV|E.COM;

b. not make any statements or notifications about the Data Security Incident to any individual affected

by the incident, the public or any third party without Abie’s prior written approval;

0. immediately take steps to investigate and mitigate the Data Security Incident, including all such steps

reasonably requested by Abie and, in conducting such investigation and mitigation, Provider of

Medical Services shall reasonably cooperate with Abie; and

d. Provider of Medical Services will undertake remediation efforts including, if requested by Abie,

any notification obligations (using forms approved by Abie, at its sole expense).

11. Rights of Data Subjects. Abie receives only key-coded (pseudonymized) Personal Data. The Parties

agree that Provider of Medical Services shall manage requests from Study subjects for access, amendment,

transfer, blocking, or deletion of Personal Data on behalf of Sponsor/Abie. Abie may forward any

Personal Data requests from Study subjects to Provider of Medical Services. Provider of Medical Services

acknowledges that in order to maintain the integrity of Study results, the ability to amend, block, or delete

Personal Data may be limited, in accordance with applicable law.

12. Notification of Inspection. Provider of Medical Services agrees to promptly notify Abie of any inspection or

audit by a government authority concerning compliance with applicable law to the extent related to the

services provided under the Agreement.

13. Cross-Border Data Transfers. Provider of Medical Services shall not transfer any Personal Data outside the

European Economic Area or Switzerland without express written approval from Abie. In the event Abie

requests Provider of Medical Services to transfer Personal Data across national borders, and without prejudice

to the data subject’s rights, Provider of Medical Services agrees to consult with Abie to ensure the lawful

export of Personal Data, the terms of which may be outlined in a separate agreement.

14. Retention; Return and Destruction. Provider of Medical Services agrees to retain Personal Data received from

Abie or created on behalf of Abie for only so long as necessary to conduct the services under the

Agreement or as may othenNise be required under applicable law. Upon termination or expiration of the

Agreement, Provider of Medical Services agrees to return or destroy all Personal Data received or created

pursuant to the Agreement, unless required to maintain any Personal Data pursuant to the Agreement, the

Protocol, or applicable law. Provider of Medical Services agrees that any Personal Data retained remain

subject to the requirements of this Addendum.

15. Records. Provider of Medical Services shall maintain a written record of all Processing activities as required

by Article 30(2) of the GDPR and equivalent provisions of applicable data protection laws. Provider of Medical

Services shall provide such written record to Abie promptly upon request and agrees that such written record

may be submitted by Abie to relevant government authorities.

16. Subprocessors. Provider of Medical Services agrees that all subprocessing agreements shall be in writing and

the use of subprocessors shall require the prior written approval of Abie. Subprocessors shall comply with

the terms of this Addendum, the Agreement, and the Protocol and be properly trained on how to handle

Personal Data. Provider of Medical Services shall be responsible for any noncompliance with the terms of this

Addendum by any subprocessor, which noncompliance will constitute a breach as if committed directly by

Provider of Medical Services.

17. Audit. Abie or any agent, representative, or third party working on Abie’s behalf, shall have the right to

audit Provider of Medical Services during Provider of Medical Services’ normal business hours and on

reasonable notice in order to monitor compliance with the terms of this Addendum. Each Party shall bear its

own expenses in relation to such audit. If Provider of Medical Services is found to be in breach of the terms of

this Addendum and such breach is capable of cure, Provider of Medical Services will have five (5) days to the

-
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cure the breach. If the breach is not cured within five (5) days or is incapable of cure, Abie has the right to

immediately terminate the Agreement without penalty.

18. Effect of Violation. Failure to comply with any provision of this Addendum shall constitute a material breach of

the Agreement. Provider of Medical Services, in its capacity as a Processor, will indemnify Abie against all

fines, losses or damages incurred by Abie and Abie’s affiliates, as a result of Provider of Medical

Services', or its subprocessors, breach of this Addendum.

19. Survival. The obligations of confidentiality and data privacy under this Addendum will survive the termination

and/or expiration of the Agreement.
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PRiLOHA B
DODATEK o ZPRAcovANi UDAJl‘J

Podml'nky tohoto dodatku o zpracovénl' Udajt‘] (,,Dodatek“) platl' a jsou souéésti Smlouvy. V ph’padé rozporu mezi
tl'mto Dodatkem a Smlouvou s ohledem na Osobnl' fldaje se uplatni a budou rozhodujici podml'nky a definice tohoto

Dodatku.

1. Definice. Pojmy uvedené velky'Imi pl'smeny, které nejsou definovényjinak v tomto Dodatku, majl' vyIznam uvedeny

ve Smlouvé. Pojmy uvedené velky'Imi pismeny, které nejsou definovény v tomto Dodatku nebo ve Smlouvé, majl'

vyznam uvedeny v nah’zeni (EU) 2016/679 (Obecné nafi'zenl' o ochrané fldajfl) (,,GDPR“).

2. Rozsah. Smluvnl' strany berou na védoml' a souhlasi 3 mm, ie Zadavatel vystupuje jako Sprévce L'Jdajt‘] a

Poskytovatel zdravotnich sluieb vystupuje jako Zpracovatel ve vztahu k Osobnl'm L'Jdajflm Subjektl‘] studie, které jsou
kédovény (pseudonymizovény) ve formuléfich o zéznamech subjektl‘] hodnoceni Poskytovatelem zdravotnl'ch sluieb

a poskytovény Zadavateli / spoleénosti Abie 3 ve zdrojové dokumentaci shroméidéné a vytvoFené Poskytovatelem

zdravotnl'ch sluieb / Hlavnl'm zkouéejl'cim v souladu s Protokolem studie, informovanf/m souhlasem a Smlouvou a

delegovaly své préva a zévazky podle této Smlouvy na spoleénost Abie. S vyijimkou vyiée uvedeného Poskytovatel

zdravotnl'ch sluieb nepfisobl' v roli Zpracovatele Zadavatele ve vztahu k jakymkoli jinym Osobnl'm Udajfim
zpracovévanym kteroukoli ze Smluvnl'ch stran této Smlouvy. Poskytovatel zdravotnl'ch sluieb bude i nadéle jednat

jako Sprévce L'Jdajfl ve vztahu ke véem Iékafskym zéznamflm Subjektl‘] studie vedenych nebo vytvofenych
Poskytovatelem zdravotnl'ch sluieb, jakoi i k jakymkoli dalél'm Osobnl'm Udajflm shroméidénym nebo vytvofeny'Im

Poskytovatelem zdravotnl'ch sluieb v prflbéhu Studie za afielem provédéni nezévislého lékafského posouzenl'.

3. Pouiiti a zvefeinénl' Osobnl'ch L'Jdaifl. Zpracovénl' osobnl'ch L'Jdajl‘] Poskytovatelem zdravotnl'ch sluieb se fidl’ touto

Smlouvou a Protokolem, které stanovi pfedmét, dobu trvénl', povahu a fléel Zpracovénl', typ Osobnl'ch L'Jdajfl a

kategorie datovSIch subjektfi a povinnosti a préva Zadavatele jako Sprévce L'Jdajl‘].

4. Instrukce spoleénosti Abie. Poskytovatel zdravotnl'ch sluieb, v rémci funkce Zpracovatele, zpracovévé Osobnl'

Odaje pouze v souladu s pokyny spoleénosti Abie a podle potfeby pInI' zévazek vyplajI'ci ze Smlouvy nebo jak je
vyiadova’no pfisluénYm prévnl'm pfedpisem na ochranu osobnich fldajl‘]. Poskytovatel zdravotnich sluieb zpracuje

nezbytné mnoistvi Osobnl'ch CldajCI nutn3'Ich pro provedenl' sluieb podle této Smlouvy. V pfl’padé, 2e Poskytovatel

zdravotnl'ch sluieb usoudl', 2e instrukce pfedstavujl' poruéeni GDPR nebo jinych pfisluénych pra'vnl'ch pfedpisfi na

ochranu osobnl'ch fldajt‘], bude bez zbyteéného odkladu informovat spoleénost Abie.

5. Oznémenl' a souhlas. Poskytovatel zdravotnl'ch sluieb poskytne oznémenl' alnebo ziské souhlas 0d Subjektfl studie
ve formé stanovené touto Smlouvou, Protokolem nebo podle jiny'Ich pokynl‘] spoleénosti Abie. Poskytovatel

zdravotnl'ch sluieb bude udriovat zéznamy o poskytnutl' oznémenl' alnebo souhlas a poskytne takovy zéznam na

vyiédéni spoleénosti Abie.

6. Dodriovénl' ph’sluéného platného prévnl'ho pfedpisu. Obé Smluvnl' strany souhlasi 3 mm, 2e budou dodriovat

véechny ph’sluéné prévnl' pfedpisy po dobu platnosti Smlouvy. Tam, kde ph’sluéné prévni pfedpisy mohou vyiadovat,

aby Poskytovatel zdravotnl'ch sluieb zpracovéval Osobnl' Udaje zpfisobem, ktery neni stanoven ve Smlouvé nebo v

tomto Dodatku, bude Poskytovatel zdravotnl'ch sluieb neprodlené informovat spoleénost Abie o jakémkoli

poiadovaném Zpracovénl' a vynaloil' pfiméfené Usill' ke splnénl' poiadavkl‘] spoleénosti Abie ve vztahu k omezenl'

jakéhokoli takového poiadovaného zpracovénl'.

7. Pomoc pfi ochrané Osobnl'ch L'Jdaifl. Poskytovatel zdravotnl'ch sluieb zajisti plnou a bezodkladnou souéinnost a

pomoc spoleénosti Abie s ohledem na veékeré posouzenl' dopadl‘] na ochranu adajfl alnebo pfedchozi konzultace,
které mohou byt poiadovény v souvislosti se zpracovénl'm provédénym podle této Smlouvy. Poskytovatel zdravotnl'ch

sluieb neprodlené poskytne spoleénosti Abie veékeré informace nezbytné k prokézénl' souladu s timto Dodatkem

a pfisluénYm prévnim pfedpisem a na iédost spoleénosti Abie bude spolupracovat s pfisluénYmi orgény stétnl'

spravy.

8. Proqram soukroml' a bezpeénosti. Po dobu platnosti této Smlouvy bude Poskytovatel zdravotnl'ch sluieb udriovat

komplexni program ochrany soukroml' a bezpeénosti, ktery zajistl', ie Osobnl' L'Jdaje budou zpracovévény pouze v

souladu s tl'mto Dodatkem a (":lénkem 32 nafizeni GDPR, véetné jmenovéni osoby odpovédné za ochranu osobnl'ch

Udajfl podle poiadavkfl platného prévnl'ho pfedpisu. Poskytovatel zdravotnl'ch sluieb implementuje vhodné sprévnl',

technicka’ a fyzicka' bezpeénostm’ opatfenl' na ochranu Osobnl'ch Udajl‘] a zajistl' firovefi zabezpeéeni odpovidajl'ci

rizikflm pro éinnosti pfedpoklédané podle Smlouvy. Poskytovatel zdravotnl'ch sluieb se zavazuje pravidelné testovat,

posuzovat a vyhodnocovat L'Jéinnost opatfenl' k zajiéténl' bezpeénosti zpracovénl'.

9. Dohled nad personélem. Poskytovatel zdravotnl'ch sluieb zajistl', abyjeho personél, ktery se podill' na Zpracovénl'

Osobnich fldajfl, byl informovén o dflvérné povaze Osobnl'ch L'Jdajl‘], aby byl fédné pro§ko|en o svych povinnostech a

-
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uzavrel pisemné dohody o dflvérnosti nebo aby jinak podléhal profesnim zévazkflm dflvérnosti. Poskytovatel
zdravotnich sluieb zajisti, 2e takové zévazky dfivérnosti budou pokraéovat po ukonéeni zapojeni personélu.

Poskytovatel zdravotnich sluieb zajisti, aby byl pfistup k Osobnim Udajflm omezen na osoby, které vykonévaji sluiby

v souladu se Smlouvou.

10. Poruéeni L'Jdail‘]. V pfipadé jakéhokoli skuteéného nebo suspektniho bezpeénostniho incidentu postihujiciho

Osobni Lidaje zpracovévané Poskytovatelem zdravotnich sluieb jako Zpracovatelem pro spoleénost Abie

(,,lncident tykaiici se bezpeénosti dat“), Poskytovatel zdravotnich sluieb:

a. bez zbyteéného odkladu po zjiéténi incidentu tykajiciho se bezpeénosti dat, odeéle pisemné oznémeni
o incidentu na adresu CSIRT@ABBV|E.COM;

b. neuéim’ iédné prohlééeni nebo oznémem’ o incidentu tykajl'ciho se bezpeénosti dat iédné osobé dotéené

incidentem, vefejnosti ani tfeti strané bez pfedchoziho pisemného souhlasu spoleénosti Abie,

c. neprodlené podnikne kroky k proéeti'eni a zmirnéni incidentu tykajiciho se zabezpeéeni dat, véetné

véech takovych krokL‘], které spoleénost Abie primérené vyiaduje, a pfi provédéni takového

vyéetrovéni a zmirfiovéni bude poskytovatel pi'iméi'ené spolupracovat se spoleénosti Abie a

d. Poskytovatel zdravotnich sluieb podnikne kroky k népravé, véetné, pokud o to spoleénost Abie
poiédé, veékeré oznamovaci povinnosti (s pouZitim formuléi'l‘] schvélenych spoleénosti Abie, a to na

vlastni néklady).

11. Préva datovy’ch subiektfl. Spoleénost Abie obdrzl' pouze kédované (pseudoanonymizované) Osobnl' fldaje.

Smluvni strany se dohodly, 2e Poskytovatel zdravotnich sluieb bude spravovat Zédosti Subjektfi studie o pristup,

zménu, pfevod, blokovéni nebo vymazéni Osobnich Udajfi jménem Zadavatele/ spoleénosti Abie. Spoleénost

Abie mflie piedat jakékoli poiadavky Subjektfi studie tykajici se Osobnich Lidajfl k vyi'izeni Poskytovateli

zdravotnich sluieb. Poskytovatel zdravotnich sluieb bere na védomi, 2e za fléelem zachovéni integrity vysledkfl
Studie mflie byt v souladu s platnymi prévnimi predpisy omezena moinost zmény, zablokovéni nebo vymazéni

Osobnich fldajfl.

12. Oznémeni o inspekci. Poskytovatel zdravotnich sluieb se zavazuje neprodlené informovat spoleénost Abie o
jakékoli inspekci nebo auditu ze strany stétniho uradu tykajiciho se dodriovéni platnych pra'vnich pfedpisfl v rozsahu

souvisejicim se sluibami poskytovanymi na zékladé Smlouvy.

13. Prenos fldaifl do zahraniéi. Bez vyslovného pisemného souhlasu spoleénosti Abie nesmi Poskytovatel

zdravotnich sluieb prevédét iédné Osobni fldaje mimo Evropsky hospodérsky prostor nebo évycarsko. V pripadé,

ie spoleénost Abie poiédé Poskytovatele zdravotnich sluieb o predéni Osobnich L'Jdajfl do zahraniéi, a anii by tim
byla dotéena pra'va subjektl‘] Lidajt‘], Poskytovatel zdravotnich sluieb souhlasi s tim, 2e bude konzultovat se spoleénosti

Abie postup, aby byl zajiétén pfenos Osobnich Udajfi v souladu s platnymi prénimi predpisy, pfiéemi podminky
takového pienosu mohou byt uvedeny v samostatné smlouvé.

14. Uchovéni; vréceni a likvidace. Poskytovatel zdravotnich sluieb se zavazuje uchova’vat Osobni Lidaje pi’ijaté 0d

spoleénosti Abie nebo vytvofené jménem spoleénosti Abie pouze tak dlouho, jak je to nezbytné pro poskytovéni
sluieb podle Smlouvy nebo v pripadé, ie by to jinak vyiadoval platny prévni predpis. Pfi ukonéeni nebo zéniku
Smlouvy se Poskytovatel zdravotnich sluieb zavazuje vrétit nebo zniéit véechny Osobni Lidaje pfijaté nebo vytvoi'ené

v souladu se Smlouvou, ledaie by mél povinnost uchovévat Osobnl' adaje dle podml'nek Smlouvy, Protokolu nebo na
zékladé pfisluéného prévniho pfedpisu. Poskytovatel zdravotnich sluieb souhlasi, 2e jakékoli archivované Osobni

Udaje i nada’le podléhaji poiadavkflm tohoto Dodatku.

15. Zéznamy. Poskytovatel zdravotnich sluieb je povinen vést pisemné zéznamy o véech aktivitéch tykajicich se

Zpracova’ni L'Jdajfi, jak to vyiaduje CI. 30 odst. 2 nai'izeni GDPR a odpovidajici ustanoveni platnych prévnich pfedpisfl
na ochranu osobnich Lidajt‘]. Poskytovatel zdravotnich sluieb je povinen poskytnout pisemny zéznam spoleénosti

Abie neprodlené na vyiédéni a souhlasi s tim, aby spoleénost Abie mohla tento pisemny zéznam pfedat

piisluénym stétnim orgénfim.

16. Subdodavatelé zpracovéni fldaifl. Poskytovatel zdravotnich sluieb souhlasi s tim, 2e véechny smlouvy o

zpracovéni ze strany subdodavatelt‘] musi byt pisemné a pouiiti subdodavatelfl zpracova'ni vyiaduje pfedchozi

pisemny souhlas spoleénosti Abie. Subdodavatelé zpracovém’ adajl‘] musi dodriovat podml'nky tohoto Dodatku,
Smlouvy a Protokolu a musi byt fédné vyékoleni ohledné zpflsobu zpracovéni Osobnich Lidajfl. Poskytovatel

zdravotnich sluieb je zodpovédny za jakékoli nedodrieni podminek tohoto Dodatku kterymkoli subdodavatelem

zpracovéni L'Jdajl‘], jehoi nedodrieni bude znamenat poruéeni, jako by se ho dopustil piimo Poskytovatel zdravotnich

sluieb.
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17. Audit. Spoleénost Abie nebo jakykoli jeji zéstupce nebo tfeti strana, jednajici jménem spoleénosti Abie, mé

prévo provédét audit u Poskytovatele zdravotnich sluieb béhem béiné pracovni doby Poskytovatele zdravotnich

sluieb a na za’kladé pfiméi’ené doruéeného oznémeni o takovém auditu s cilem ovéfeni dodriovéni podminek tohoto

Dodatku. Kaidé Smluvni strana ponese své vlastni daje v souvislosti s takovf/m auditem. Pokud se zjisti, 2e

Poskytovatel zdravotnich sluieb poruéil podminky tohoto Dodatku a takové poruéeni je moiné napravit, bude mit

Poskytovatel zdravotnich sluieb pét (5) dnL‘] na népravu takového poruéeni. Neni—Ii poruéeni vyi’eéeno do péti (5) dnl‘]
nebo neni-Ii moiné jej vyi'eéit, mé spoleénost Abie prévo bez daléiho postihu odstoupit od Smlouvy.

18. Uéinek goruéeni. Nedodrieni jakéhokoli ustanoveni tohoto Dodatku pfedstavuje podstatné poruéeni Smlouvy.

Poskytovatel zdravotnich sluieb, v rémci pflsobnosti Zpracovatele, odékodni spoleénost Abie za véechny pokuty,
ztréty nebo §kody vzniklé spoleénosti Abie a pfidruzenym spoleénostem Abie v dflsledku poru§eni tohoto
Dodatku ze strany Poskytovatele zdravotnich sluieb nebo jeho subdodavatelfl.

19. Pokraéuiici glatnost. Zévazky t3'IkajiCi se dflvérnosti a soukromi l'idajl‘] podle tohoto Dodatku budou nadéle trvati

po ukonéeni platnosti a/nebo uplynuti Uéinnosti Smlouvy.
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