GENERAL RESEARCH GRANT
AGREEMENT

This General Research Grant Agreement
(“Agreement”) between

Pfizer PFE, spol. s r.o., with its registered
address at Praha 5, Stroupeznického 3191/17,
PSC 15000, ID No. 03212301, registered in
the Commercial Register with the Municipal
Court in Prague, Section C, Insert 228795
(“Pfizer”)

and

Masaryk Memorial Cancer Institute, with
registered seat at Zluty kopec 7, 656 53 Brno,
ID No. 00209805, Tax ID: CZzZ00209805,
represented by prof. Marek Svoboda, M.D.,
Ph.D., director

(“Grant Recipient”)

when signed by the parties, is effective as of the
date the Agreement is published in register of
contracts pursuant to Act No. 340 2015 Coll. on
register of contracts, as amended (“Effective
Date”).

XXXXXXX, an employee/contractor of Grant
Recipient (“Project Lead/Principal
Investigator”), has designed and intends to
conduct a research Study/Registry entitled
Registry of patients with renal cell carcinoma —
RENIS 1I” Pfizer Tracking Number 56151689
(the “Study/Registry”).  Pfizer wishes to
provide certain funding for development of the
Registry.

Accordingly, the parties agree as follows:

SMLOUVA O POSKYTNUTi GRANTU
NA VYZKUM

Tato smlouva o poskytnuti grantu na vyzkum
(dale jen ,,Smlouva‘) mezi

Pfizer PFE, spol. s r.o., spole¢nosti se
sidlem na adrese Praha 5, Stroupeznického
3191/17, PSC 15000, IC: 03212301,
zapsanou v obchodnim rejstitku vedeném
Meéstskym soudem v Praze, oddil C, vlozka
228795 (déle jen ,,Pfizer”) a

a

Masarykuv onkologicky ustav, se sidlem
Zluty kopec 7, 656 53 Brno, ICO: 00209805,
Tax ID: CZ00209805, zastoupeny prof.
MUDr. Markem Svobodou, Ph.D., feditelem
(dale jen ,,PFijemce grantu”)

po podpisu smluvnimi stranami nabyva
ucinnosti dnem jejiho uvefejnéni v registru
smluv v souladu se zakonem ¢. 340/2015 Sb.,
o registru smluv, ve znéni pozd¢jsich predpil
(dale jen ,,Datum ucinnosti*).

XXXXXXX, zaméstnanec/dodavatel
Piijjemce grantu (dale jen ,Vedouci
projektu/Hlavni zkouSejici*) navrhl a hodla
realizovat studii/Registr s nazvem ,, Registr
pacientli s karcinomem ledvin - RENIS [I"
referencéni Cislo spolec¢nosti Pfizer 56151689
(dale jen ,Studie/Registr).  Spolecnost
Pfizer si preje poskytnout na vytvoieni
Registru urcité finan¢ni prostiedky.

Smluvni strany proto ujednaly nésledujici:
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1. PROJECT LEAD/PRINCIPAL
INVESTIGATOR;
PROTOCOL/REGISTRY DESIGN

1.1. Project Lead/Principal Investigator. The
Study/Registry will be conducted by
Project Lead/Principal Investigator.
Project Lead/Principal Investigator may
delegate duties and responsibilities to sub-
investigators or research staff as permitted
by Applicable Requirements.

1.2. Design. The

be conducted in

Protocol/Reqistry
Study/Registry  will

accordance with a Protocol/Registry
Design developed by Project
Lead/Principal Investigator (the

“Protocol/Registry Design”).

1.3. Amendments. If Project Lead/Principal
Investigator modifies the Protocol/Registry
Design, Grant Recipient will promptly
inform  Pfizer in writing. Continued
support by Pfizer will be contingent on
Pfizer’s review and acceptance of the

Protocol/Registry Design changes.
2. STUDY/REGISTRY CONDUCT

2.1. Sponsorship. Grant Recipient, not Pfizer,
is the sponsor of the Study/Registry. Grant
Recipient will not, and will ensure that
Project Lead/Principal Investigator and
any participating sites will not, represent to
any third party, including Study/Registry
subjects, that Pfizer is the regulatory
sponsor of the Study/Registry. Pfizer is not
the only provider of the Study/Registry
funds.

1. VEDOUCI PROJEKTU/HLAVNI
ZKOUSEJICI; PROTOKOL/DESIGN
REGISTRU

1.1 Vedouci  projektu/Hlavni  zkousSejici.
Studii/Registr  bude fidit Vedouci
projektu/Hlavni  zkouSejici.  Vedouci

projektu/Hlavni zkouSejici je opravnén
delegovat tkoly a povinnosti na dalsi
zkousejici, a to v rozsahu povoleném dle
platnych podminek.

1.2 Protokol/Design Registru. Studie/Registr

se bude realizovat v souladu s
Protokolem/Designem Registru
vyhotovenym Vedoucim

projektu/Hlavnim zkousejicim (dale jen
,,Protokol/Design Registru®).

1.3 Zmény. Pokud Vedouci projektu/Hlavni
zkousSejici provede v Protokolu/Designu
Registru zmény, Pfijemce grantu 0 tom
neprodlené provede pisemné vyrozumeéni
spole¢nosti Pfizer. Pokracujici podpora
spolecnosti Pfizer bude zaviset na jejim
posouzeni a piijeti zmén
Protokolu/Designu Registru.

2. REALIZACE STUDIE/REGISTRU

2.1 Zadavatel. Zadavatelem Studie/Registru
je Pfijemce grantu, nikoliv spole¢nost
Pfizer. Ptijemce grantu nebude ve vztahu
ke tfetim osobam (véetné subjekta studie)
uvadét, Ze spolecnost Pfizer je z hlediska
regulace zadavatelem Studie/Registru, a
zajisti, aby tak necinil ani Vedouci
projektu/Hlavni zkouSejici a Zadné ze
zucastnénych  pracovist.  Spole¢nost
Pfizer neni jedinym poskytovatelem
finan¢nich prostedkt Studie/Registru.

2.2 Regulaéni povinnosti. Za vSechny
2.2. Regulatory Obligations. Grant Recipient povinnosti \% oblasti podavani
is solely responsible for all safety reporting bezpeCnostnich hladSeni a regulacni
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2.3.

and regulatory obligations associated with
the Study/Registry, including, but not
limited to, obtaining and maintaining
regulatory authorization for the conduct of
the Study/Registry.

Compliance with Applicable
Requirements.

2.3.1. Definitions.

2.3.1.1.“Applicable Requirements”
means: (i) the terms of this Agreement,
including, but not limited to, standard
operating  procedures and  other
documents referred to in this
Agreement; (ii) the Protocol/Registry
Design; (iii) the terms of the IRB/IEC
approval(s); (iv) the terms of any
regulatory authority approval; (v) all
Applicable Law; and (vi) all applicable
good practice quality guidelines and
regulations encompassing
internationally  recognized standards
such as Good Clinical Practice, Good
Laboratory Practice, and Good Review
Practice.

2.3.1.2. “Applicable Law” means the
applicable laws, rules and regulations,
including Data Protection Legislation,
applicable guidelines of the International
Council on Harmonisation (“ICH”), and
any other applicable rules, regulations,
guidelines or requirements of any
supranational, federal, national, state or
local court, agency, authority,
department, regulatory body or other
governmental instrument that may be in
effect during the performance of the
Study/Registry in any region or
regulatory jurisdiction in which the
Study/Registry is conducted.

povinnosti, vcéetn¢, avSak ne vyluéné,
zajistovani platnych povoleni
regulacnich organd k  realizaci
Studie/Registru, odpovida  vyhradné
Piijemce grantu.

2.3 Soulad s platnymi podminkami

2.3.1 Definice

2.3.1.1 ,,Platnymi podminkami* se

rozumi: (i) podminky této smlouvy,
zejména, avSak ne  vylucné,
standardni provozni postupy a dalsi
dokumenty uvedené v této smlouve;
(if) Protokol/Design Registru; (iii)
podminky stanovené Nezavislou
etickou komisi ¢i Institucionalni
hodnotici komisi, je-li to relevantni;
(iv) podminky vSech povoleni
regulacnich organti; (v) vsechny
platné ptredpisy; a (vi) veSkeré platné
zasady spravné praxe v oblasti
zajiStovani  kvality a  predpisy
zahrnujici mezinarodné uznavané
standardy, napf. spravna klinicka
praxe, spravna laboratorni praxe a
spravna praxe v oblasti hodnoceni.

2.3.1.2 ,Platnymi predpisy“ se rozumi

platné zakony, pravidla a predpisy,
vcetné pravnich predpisti upravujicich
ochranu osobnich daji, platnych
smérnic  Mezinarodni rady pro
harmonizaci (déle jen ,,ICH®) a
jakychkoli dalSich platnych pravidel,
ptedpist, smérnic nebo podminek
jakéhokoli soudu, organu, tfadu,
ministerstva, regula¢niho orgénu ¢i
jiného vefejného ucelového organu na
mezinarodni, federalni, narodni, statni
¢1 mistni Grovni, které jsou v platnosti
béhem realizace Studie/Registru v
jakémkoli  regionu ¢i  oblasti
pusobnosti regula¢nich organti, v
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2.4.

2.3.2.  Compliance. Grant Recipient
will conduct the Study/Registry and
undertake Study/Registry-related activities
in accordance with Applicable
Requirements. Grant Recipient is solely
responsible for ensuring compliance with
Applicable Requirements by all
employees, staff, agents and consultants of
Grant Recipient and any participating sites,
including Project Lead/Principal
Investigator, or those of any subcontractor
who are engaged in the provision of
activities under this Agreement.

IRB/IEC Approval. If required, Grant
Recipient  will  ensure that the
Study/Registry is approved by and subject
to continuing oversight by a duly-
constituted Institutional Review Board
(“IRB”) or Independent Ethics Committee
(“1EC”). If IRB/IEC approval is required,
Grant Recipient must provide Pfizer with
documentation of the initial IRB/IEC
approval of the Protocol/Registry Design,
any annual renewals of that approval, and
any IRB/IEC-approved amendments to the
Protocol/Registry Design. Grant Recipient
will notify Pfizer promptly of any

withdrawal or suspension of IRB/IEC
approval during the term of this
Agreement.

2.3.2

2.5 Doba

nichz je Studie/Registr realizovana.

Zajistovani souladu. Ptijemce grantu
bude realizovat Studii/Registr a
vykonévat ¢innosti s tim souvisejici v
souladu s platnymi podminkami. Za
dodrzovani platnych podminek ze
strany vSech zaméstnancu,
pracovnikd, zastupcii a konzultantl
Ptfijemce grantu a  jakychkoli
zucastnénych  pracovist,  vcetné
Vedouciho projektu/Hlavniho
zkousejiciho  Studie/Registru, pfip.
zaméstnancul, pracovnikl, zastupcti a
konzultantti ptipadnych
subdodavatelii, ktefi se podileji na
provadéni Cinnosti dle této smlouvy,
nese vyhradni odpovédnost Piijemce
grantu.

2.4 Povoleni IRB/IEC. V ptipad¢ potieby

Ptijemce grantu zajisti, aby bylo vydano
povoleni ze strany fadné ustanovené
Institucionalni hodnotici komise (déle jen
»IRB”) nebo Nezavislé etické komise
(dale jen ,,IEC”) a byl zajiStén jeji staly
dohled nad Studii/Registrem. Je-li
povoleni komise IRB/IEC vyZadovéno,
Piijemce grantu je povinen spolecnosti
Pfizer  poskytnout dokumentaci k
prvotnimu povoleni Protokolu/Designu
Registru  Studie/Registru  ze  strany
IRB/IEC, ptipadnd kaZdoro¢ni obnoveni
jeho platnosti a vSechny zmény
Protokolu/Designu Registru
Studie/Registru povolené komisi
IRB/IEC. Piijjemce grantu bude
spolecnost Pfizer po dobu platnosti této
Smlouvy neprodlené¢ informovat o
pfipadném zruSeni nebo pozastaveni
platnosti povoleni komise IRB/IEC.

realizace _Studie/Reqistru. Tato
Studie  /Registr  je  probihajicim
projektem a spole¢nost Pfizer si pieje
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2.5.

2.6.

Duration of the Study/Registry. The
present Study/Registry is an on-going
project and Pfizer desires to participate in
the development/maintenance of the
Study/Registry with the funding mentioned
at Section 3.1. Funding within the period
of Section 8.1. Term and termination.

Status Updates.  Grant Recipient will
provide Pfizer with a development and
launch of Study/Registry status, in the
form requested by Pfizer,. Each status
update will include state of work related to
registry development , and any other
information  reasonably requested by
Pfizer. In order to fulfill the requirements
requested by Pfizer according to this
section, Grant Recipient will have to
follow the instructions received from
Pfizer via e-mail address of Grant
Recipient representative/contact person:
XXXXXXX

3. FUNDING
3.1. Funding. Pfizer will provide funding in

support of the project in an amount of
400 000 CZK, in accordance with the
schedule set forth in Attachment A
(“Funding”),. to the bank account of the
grant recipient number: XXXXXXX. No
portion of the Funding may be used to
purchase capital equipment. Examples of
capital equipment include, but are not
limited to: Computers, iPhones, tablets,
appliances, machinery, camera equipment,
Sensors etc.

podilet se na vytvoreni Studie/Registru
finan¢nimi  prostiedky uvedenymi v
¢lanku 3.1. Financovani a to v obdobi
uvedeném v ¢lanku 8.1. Platnost
Smlouvy a jeji ukonceni.

2.6 Informace o aktudlnim stavu. Pfijemce
grantu bude spolecnost Pfizer informovat
0 vytvoreni a spusténiStudie/Registru ve
form¢ vyzadané spolecnosti Pfizer,.
Zprava o vyvoji Studie/Registru bude
zahrnovat stav praci pii vytvoreni registru
a jakékoli dalsi informace divodné
pozadované spolecnosti Pfizer. Pro
splnéni pozadavka pozadovanych
spole¢nosti Pfizer dle tohoto ¢lanku, se
Piijemce grantu bude tidit pokyny Pfizer,
které obdrzi na e-mailovou adresu svého
zastupce/kontaktni osoby: XXXXXXX

3. FINANCOVANI

3.1 Financovani Spolecnost Pfizer poskytne
finan¢ni prostiedky na podporu projektu
ve vysi 400000,- K&, vsouladu s
harmonogramem stanovenym v ptiloze A
(dale jen ,Financovani“), na ucet
pfijemce grantu, ¢islo Gctu: XXXXXXX.
Zadna &ast finanénich prostiedkli nesmi
byt pouzita k ndkupu investicniho
vybaveni. Investiéni vybaveni zahrnuje
mimo jiné: pocitace, telefony iPhone,
tablety, spotiebice, pfistroje,
fotografickou a kamerovou techniku,
¢idla atd.

3.2 Princip poskytovani podpory
Financovani neni podminéno: (i) Zddnym
jiz existujicim ¢i budoucim obchodnim
vztahem mezi spolenosti Pfizer a
Vedoucim projektu/Hlavnim zkousSejicim
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3.2.

3.3.

3.4.

Basis of Support. The Funding is not
conditioned on: (i) any pre-existing or
future business relationship between Pfizer
and Project Lead/Principal Investigator or
Grant Recipient, or (ii) any business or
other decisions Project Lead/Principal
Investigator or Grant Recipient has made,
or may make, relating to Pfizer or Pfizer
products. Nothing contained in this
Agreement will be construed in any
manner as an obligation or inducement for
Grant Recipient or Project Lead/Principal
Investigator to purchase, order, prescribe
or recommend any product of Pfizer or any
Pfizer affiliate.

Submission of Required Documents.
Pfizer will not provide the Funding until
Pfizer has received the documents
identified in Attachment B.

Use of Funding. Grant Recipient will, and
will ensure that Project Lead/Principal
Investigator will, use the Funding solely
for purposes of the Study/Registry. At the
completion of the Study/Registry, Grant
Recipient will confirm in writing that the
Funding has been used only to support the
Study/Registry  development by
completing a Certification of
Study/Registry Closure statement within
the final report form provided by Pfizer.
The Funding may not be used to pay
physicians or other health care providers or
health care institutions for referring
potential subjects for enrollment in the
Study/Registry. If a government agency is
providing funding for the Study/Registry,
Grant Recipient will use the Funding only
for those Study/Registry activities that are

nebo Pfijemcem grantu, ani (ii) zadnym
obchodnim ¢i jinym rozhodnutim, které
Vedouci projektu/Hlavni zkousejici nebo
Pfijemce grantu ve vztahu ke spolecnosti
Pfizer nebo jejim produktim ucinil nebo
muze ucinit. Nic z toho, co je ve
Smlouvé uvedeno, se nebude zadnym
zpusobem ve vztahu k Pfijemci grantu
nebo Vedoucimu projektu/Hlavnimu
zkousejicimu vykladat jako zadvazek nebo
pobidka ke  koupi, objedndvani,
predepisovani nebo doporucovani
jakéhokoli produktu spolecnosti Pfizer
nebo jeji pridruzené spole¢nosti.

3.3 Predkladani pozadovanych dokumentt.
Spolec¢nost Pfizer poskytne Financovani
az po obdrzeni dokumentli uvedenych
Vv Ptiloze B této Smlouvy.

3.4 Vyuziti Financovéani. Pfijemce grantu
bude vyuzivat Financovani vyhradné pro
ucely Studie/Registru a zajisti, aby tak
¢mil 1 Vedouci  projektu/Hlavni
zkousejici. Pti dokonceni
Studie/Registru Piijemce grantu pisemné
potvrdi na formuldfi poskytnutém
spolecnosti Pfizer s ndzvem Potvrzeni o
dokonceni Studie/Registru, 7e
Financovani bylo pouZzito vyhradné¢ na
podporu  vytvofeni  Studie/Registru.
Financovani nesmi byt pouZito na platby
lékafim ani jinym poskytovatelim
zdravotni péce ani zdravotnickym
zafizenim za doporucovani potencialnich
subjekti pro ucely zapisu kucasti na
Studii/Registru. Financovani nesmi byt
pouzito na platby subjektim za zapis k
ucasti na Studii/Registru. Poskytuje-li
finanéni  prosttedky na  podporu
Studie/Registru i organ vefejné moci,
bude  Pifijemce  grantu  vyuZivat
Financovani pouze na takové c¢innosti v
ramci  Studie/Registru, které nejsou
hrazeny z  finannich  prostifedkli
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3.5.

3.6.

3.7.

not covered by such government funding.

No Charge to Third Parties. Grant
Recipient ~ will  ensure that no
Study/Registry subject, insurer,

governmental entity or other third party
payor is charged for any Study/Registry-
related activities carried out by Grant
Recipient using the Funding.

Study/Registry  Budget. The Grant
Recipient provided budget for
Study/Registry development upon which
the Funding is based reflects an informed
estimate of all funds required for the term
of the Agreement to perform the
development of Study/Registry activities
and to provide reports, as agreed by
parties, including, if applicable, the
expenses related to the independent
publication of Study/Registry Results.

Disclosure by Pfizer. In the interest of
transparency relating to its financial
relationships ~ with  investigators and
Study/Registry  sites or to ensure
compliance with Applicable Law, industry
codes and Pfizer policies, Pfizer may, and
(in certain cases) is required to, report or
otherwise disclose publicly payments or
other transfer of value to certain health
care providers, teaching hospitals and
other health care organizations, including
Funding provided under this Agreement.

These laws and codes, and their
implementing regulations, collectively are
referred to as “Transparency

Obligations.” Pfizer may disclose in any
lawful manner the terms of this Agreement

3.5

poskytovanych statem.

Z4dné platby uétované tietim osobam.
Piijjemce grantu zajisti, aby Zzadnému
subjektu studie, pojistovné, organu
vefejné moci ani jinému platci ze strany
ttetich osob nebyly uctovany Zzadné
platby za jakékoli Cinnosti souvisejici se
Studii/Registrem provadéné Piijemcem
grantu za pouziti Financovani.

3.6 Rozpocet Studie/Registru. Rozpocet pro

vytvofeni registru Studie/Registru, ktery
ptedlozil Pfijemce grantu a z né&hoz
vychazi Financovani, predstavuje
informovany odhad vSech financnich
prosttedki  pozadovanych po dobu
platnosti této Smlouvy Kk vytvofeni
Registru a podavani zprav o ni, v¢etné
pfipadnych  vydaji  souvisejicich s
publikovanim vysledka Studie/Registru.

3.7 Zvefeinéni informaci spolecnosti Pfizer.

Spolecnost Pfizer je opravnéna a (v
nékterych piipadech) povinna v zajmu
transparentnosti svych finanénich vztahti
s fteSiteli a pracoviSti nebo k zajisténi
souladu s platnymi pfedpisy, kodexy
daného odvétvi a zasadami spole¢nosti
Pfizer oznamit ¢i jinak zvefejnit platby ¢i
jind  plnéni ve prospéch né&kterych
poskytovateli zdravotni péce, fakultnich
nemocnic a dal§ich zdravotnickych
organizaci, véetné Financovani
poskytovaného dle této smlouvy. Tyto
zakony a kodexy a pfisluSné provadéci
pfedpisy se souhrnné oznacuji jako
»ZavazKy v oblasti transparentnosti‘.
Spole¢nost ~ Pfizer je  oprdavnéna
jakymkoli zakonnym zplisobem zvetejnit
podminky této Smlouvy a jakékoli dalsi
informace v rozsahu nezbytném k tomu,
aby splnila své Zavazky v oblasti
transparentnosti.
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and any other information to the extent
necessary for Pfizer to meet its
Transparency Obligations.

3.7.1.  Disclosure Content. Pfizer may
identify Grant Recipient and Project
Lead/Principal Investigator, and will
differentiate clearly between payments or
other transfers of value made to
institutions and those made to individuals.
Disclosures may include identifying
information for institutions and
investigators, such as name, business
address, specialty, license numbers.

3.7.2.  Agreement and Cooperation.
Grant Recipient accepts and agrees to
these disclosures on behalf of itself and its
Project Lead/Principal Investigator. Grant
Recipient will reasonably cooperate with
Pfizer in Pfizer’s collection and disclosure
of information necessary to fulfill its
Transparency Obligations, and to ensure
such  cooperation by its  Project
Lead/Principal Investigator and other
affected personnel.

CONFIDENTIALITY

4.1 AIll materials and other information
provided to Pfizer by all employees, staff,
agents and consultants of Grant Recipient
including Project Lead/Principal
Investigator, and any participating sites, are

3.7.1

3.7.2

Obsah  zverejnovanych informaci.
Spole¢nost Pfizer je opravnéna
uvadét identitu Piijemce grantu a
Vedouciho projektu/Hlavniho
zkousejiciho a bude rozliSovat mezi
platbami a jinym plnénim ve
prospéch instituci a platbami a jinym
plnénim ve prospéch fyzickych osob.
Zvetejiiované  informace mohou
obsahovat identifikacni udaje
instituci a feSiteld, jako napt. nazev,
sidlo, odborné zaméfeni, Cislo
opravnéni k vykonu ¢innosti.

Smlouva a soucinnost. Piijemce
grantu souhlasi s uvefejiiovanim
informaci za sebe 1 za Vedouciho
projektu/Hlavniho zkousejiciho.
Pfijemce grantu poskytne spolecnosti
Pfizer piiméfenou soucinnost pfi
shromazd’ovani a zvetejnovani
informaci ze strany spolecnosti Pfizer,
které jsou nezbytné pro plnéni jejich
Zavazkli v oblasti transparentnosti, a
zajisti ptisluSnou soucinnost ze strany

Vedouciho projektu/Hlavniho
zkouSejictho a dalSich dotcenych
pracovnikd.
4. DUVERNY CHARAKTER
INFORMACI
4.1 Veskeré materialy poskytnuté spolecnosti
Pfizer vSemi zaméstnanci, pracovniky,
zastupci a konzultanty Piijemce grantu,
véetné Vedouciho projektu/Hlavniho

zkousejictho a

zucastnénych  pracovist,

nejsou duveérného charakteru a nejsou ani
nebudou oznacovany jako divérné. Predanim
jakychkoli materidlti spoleCnosti Pfizer k
posouzeni ve fazi podani Zadosti o poskytnuti
grantu nebo nasledné poté Piijemce grantu
bere na védomi, ze s nimi spole¢nost Pfizer
nebude nakladat jako s divérnymi nebo
utajovanymi materidly. Spole¢nost Pfizer ve
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non-confidential and do not and will not
contain any markings claiming
confidentiality. By submitting materials or
other information to Pfizer for review at the
grant application stage, or subsequently,
Grant Recipient acknowledges that Pfizer
will not treat such materials as confidential
or proprietary. Pfizer assumes no obligation
to keep them confidential. Grant Recipient
and Project Lead/Principal Investigator’s
rights with respect to such material and
other information shall be only those
obtained under the intellectual property laws
and/or under any written contract to which
the submitter and Pfizer may mutually
agree.

Grant Recipient agrees that it has not and
will not submit any confidential information
to Pfizer in connection with the
Study/Registry and the Funding. Grant
Recipient agrees to be bound by the terms
and conditions set forth in this Section.
Grant Recipient further acknowledges that
Pfizer may conduct ongoing or future
research identical to the Study/Registry. In
consideration for the Funding, to the fullest
extent allowed, Grant Recipient releases
Pfizer from any and all liability for use of all
or any portion of material or information
provided by all employees, staff, agents and
consultants of Grant Recipient including
Project Lead/Principal Investigator, and any
participating sites, in connection with the
Study/Registry and the Funding, other than
infringing uses that are protected by
applicable laws.

5. STUDY/REGISTRY DATA,
STUDY/REGISTRY RESULTS AND
STUDY/REGISTRY REPORT

5.1. Definitions.

51.1. “Study/Registry Data” means

vztahu k nim nepfebird Zadnou povinnost co
do zachovavani divérnosti. Pfijemce grantu a
Vedouci projektu/Hlavni zkouSejici mayji
pouze prava svéiena dle pravnich predpist
upravujicich duSevni vlastnictvi a/nebo na
zéklad¢ pisemné smlouvy, kterou mohou
predkladatel a spolecnost Pfizer vzdjemné
ujednat. Pfijemce grantu ujednava, ze v
souvislosti se Studii/Registrem a
Financovanim neposkytl ani neposkytne
spole¢nosti Pfizer zddné divérné informace.
Pfijemce grantu ujednava, Ze podminky
stanovené v tomto clanku jsou pro n¢j
zdavazné. Pfijemce grantu dale bere na
védomi, ze spolecnost Pfizer je opravnéna v
soucasnosti nebo v budoucnosti provadét
vyzkum totozny se Studii/Registrem. Se
zietelem k Financovani Piijemce grantu v
nejsirSim  pfipustném rozsahu zprosStuje
spolecnost Pfizer jakékoli odpovédnosti za
uzivani veskerého materidlu ¢i informaci
(nebo jejich ¢asti) poskytovanych vSemi
zaméstnanci,  pracovniky, zastupci a
konzultanty = Pfijemce  grantu, vcetné
Vedouciho projektu/Hlavniho zkousejiciho a
jakychkoli  zOc€astnénych  pracovist, Vv
souvislosti se Studii/Registrem a
Financovanim, vyjma uZivani v rozporu s
pravnimi ptedpisy.

5. UDAJE STUDIE/REGISTRU,
VYSLEDKY STUDIE/REGISTRU A
ZPRAVA O STUDII/REGISTRU

5.1 Definice.

5.1.1 ,.Udaje o Studii/Registru“ znamenaji
neagregované udaje na  Urovni
subjektu shromazd’ované od kazdého
subjektu studie nebo o ném v pribéhu
Studie/Registru dle podminek
Protokolu/Designu Registru.

5.1.2 ,Vysledky Studie/Registru“ odkazuji
na agregované nebo shrnuté Udaje 0
studii a Vysledky Studie/Registru,

Page / Strana 9 of / z 28




5.2.

5.3.

non-aggregated, subject-level data
collected from or about each
Study/Registry subject during the course
of the Study/Registry as required by the
Protocol/Registry Design.

5.12. “Study/Registry Results” refers
to aggregated or summarized
Study/Registry Data and conclusions about
the Study/Registry, as would be included
in a Study/Registry report or publication.

5.1.3.  “Study/Registry Report” means
a written report of the Study/Registry
Results.

Use of Study/Reqgistry Data and
Study/Registry Results. Grant Recipient
owns and is free to use the Study/Registry
Data for its own research, educational, and
patient care purposes. Grant Recipient and
Project Lead/Principal Investigator are free
to publish the Study/Registry Results,
subject to the provisions of this
Agreement, and to use the Study/Registry
Results for any other lawful purpose. In
consideration of the Funding provided by
Pfizer, Grant Recipient and Project
Lead/Principal Investigator will not use, or
permit others to use, the Study/Registry
Data or the Registry development data for
the commercial benefit of any third party.

Study/Registry Report. Within six months
of the earlier of Study/Registry
Completion or termination of this
Agreement, Grant Recipient will provide
Pfizer with a Study/Registry Report.
Unless otherwise agreed in writing by the
parties, the Study/Registry Report may
take the form of a manuscript for
publication. If the Agreement is
terminated early, the Study/Registry
Report should include, at minimum, the

které¢ by byly zahrnuty ve zpravé o
Studii/Registru nebo publikaci.

5.1.3 ,Zprdava o Studii/Registru®“ znamena

pisemnou zpravu o Vysledcich
Studie/Registru.

5.2 Powziti Udajt o Studii/Registru  a

Vysledki  Studie/Registru Piijemce
grantu vlastni Udaje o Studii a je
opravnén je pouzivat pro ucely svého
vyzkumu, vzdélavani a péce o pacienty.
Piijemce grantu a Vedouci
projektu/Hlavni zkouSejici mohou za
podminek této Smlouvy publikovat
Vysledky Studie/Registru a vyuzivat je
pro jiné zadkonné ucely. S ohledem na
Financovani poskytované spolecnosti
Pfizer Pfijemce grantu a Vedouci
projektu/Hlavni  zkouSejici  nebudou
pouzivat Udaje o Studii/Registru ani
udaje o jeho vytvofeni pro ucely vedouci
ke komer¢nimu prospéchu jakékoli treti
osoby ani nedovoli, aby tak Cinili jini.

5.3 Zprava o Studii/Registru.  Pfijemce

grantu predlozi spole€nosti Pfizer zpravu
0 Studii/Registru do Sesti mésici po
dokonceni Studie/Registru nebo
ukoncéeni platnosti této Smlouvy, a to
podle toho, k <¢emu dojde drive.
Nedohodnou-li  se  smluvni  strany
pisemné jinak, muze mit zprava o
Studii/Registru podobu rukopisu
uréeného k publikaci. Je-li Smlouva
ukon¢ena  predCasné,  zprdva o
Studii/Registru by méla zahrnovat
minimalné vysledky Studie/Registru za
obdobi do dne wukonceni platnosti
Smlouvy.

6. PUBLIKOVANI

»Publikaci“ se rozumi jakykoli ¢lanek,
abstrakt nebo prezentace v odborném
tisku nebo jiny zplisob uvefejnéni
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results of the Study/Registry through the
date of Agreement termination.

6. PUBLICATIONS

“Publication” means any journal article,
abstract, presentation or other type of public
disclosure that reports any Study/Registry
Results. Pfizer supports the exercise of
academic freedom and encourages Grant
Recipient to publish the Study/Registry
Results. Grant Recipient will ensure that
Project Lead/Principal Investigator will
comply with standard academic practices
regarding  authorship  of  scientific
publications and recognition of the
contribution of other parties in any
publication, including the authorship
guidelines promulgated by the International
Committee of Medical Journal Editors in
effect at the time and disclose Pfizer support
of the Study/Registry in any Publication.

7. GLOBAL TRADE CONTROL LAWS;
RESTRICTED MARKETS

7.1. Definitions.

7.1.1.  “Global Trade Control Laws”
means the US Export Administration
Regulations; US International Traffic in
Arms Regulations; economic sanctions
rules and regulations implemented under
statutory authority and/or the President’s
Executive Orders and administered by the

jakychkoli Vysledkt Studie/Registru.
Spole¢nost Pfizer podporuje vykon
akademickych svobod a Ptijemce grantu
pobizi  k  publikovani  Vysledkl
Studie/Registru. Pfijemce grantu zajisti,
aby Vedouci projektu/Hlavni zkouSejici
dodrzoval vSechny pfislusné zakony a
pravni predpisy souvisejici s autorstvim a
standardni akademické postupy tykajici
se autorstvi védeckych publikaci a
uznavani piinosu dalS§ich osob v
jakékoliv publikaci, v€etné¢ smérnic pro
autorstvi  vydanych ~ Mezinarodnim
vyborem redaktorii 1€katskych Casopisil,
vzdy v aktualné platném znéni. V kazdé
publikaci autofi zvefejni informace o
podpote  Studie/Registru ze strany
spolecnosti Pfizer.

7. ZAKONY O KONTROLE
ZAHRANICNiHO OBCHODU;
VYLOUCENE TRHY.

7.1 Definice.

7111 ,Zikony o kontrole zahranicniho

obchodu se rozumi americka nafizeni
upravujici vyvoz (Export Administration
Regulations); americka nafizeni
upravujici mezinarodni obchod se
zbranémi (International Traffic in Arms
Regulations); pravidla a pfedpisy
upravujici hospodarské sankce
uplatiiované ze zakona a/nebo na zakladé
vykonnych nafizeni prezidenta USA v
ramci  gesce Ufadu pro  kontrolu
zahrani¢niho majetku (Office of Foreign
Assets  Control)  (,OFAC®)  pfi
Ministerstvu financi USA; nafizeni Rady
(ES) upravyjici kontrolu vyvozu a
sankce, vCetn¢ nafizeni ¢. 428/2009 a
267/2012; dalsi natizeni Rady (ES) o
sankcich implementovand ¢lenskymi
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US Treasury Department Office of Foreign
Assets Control (“OFAC”); EU Council
Regulations on export controls and
sanctions, including regulation nos.
428/2009 and 267/2012; other EU Council
sanctions regulations, as implemented in
EU Member States; United Nations
sanctions policies; other relevant economic
sanctions, export and import control laws,
and other laws, regulations, legislation,
orders, and requirements imposed by a
relevant Governmental Entity.

7.1.2.  “Governmental Entity” means
any court, tribunal, or arbitral body with
competent jurisdiction; any military, quasi-
military, or law enforcement agency; or
any other entity agency, department,
authority, or other instrumentality of any
supra-national, federal, national, state,
county, local, municipal, other political
subdivision,  administrative  authority,
agency, commission, instrumentality, or
other governmental, regulatory body.

7.1.3.  “Government Official” means (1)
any elected or appointed government
official (e.g., a legislator or a member of a
government department or ministry), (2)
any employee or individual acting for or
on behalf of a government official,
government  agency, or  enterprise
performing a function of, or owned or
controlled by, a government (e.g., a
healthcare professional or researcher
employed by a public hospital or
university), (3) any political party officer,
candidate for public office, or employee or
individual acting for or on behalf of a
political party or candidate for public

staity EU; sankce a zéasady Organizace
spojenych  narodl; jiné relevantni
hospodarské sankce, zdkony o kontrole
dovozu a vyvozu a dalsi zakony,
ptedpisy, nafizeni a pozadavky stanovené
prislusnym organem vetejné moci.

7.1.2,,Orgdnem verejné moci“ se rozumi
jakykoli soud, soudni dvir nebo
rozhod¢i orgén s prislusnou pravomoct;
organ vojenskych nebo obdobnych
ozbrojenych slozek nebo policejni
organ; nebo jakykoli jiny subjekt,
organ, ministerstvo, ufad ¢i jiny
ucelovy organ na  mezinarodni,
federalni, narodni, statni, krajské,
obecni ¢i mistni urovni, nebo na Urovni
jiného dil¢iho uzemniho celku, spravni
ufad, organ, komise nebo jiny statni,
regulacni organ.

7.1.3 ,,Predstavitel verejné moci”’ znamena
(1)  jakéhokoli  zvoleného  nebo
jmenovaného pfedstavitele vefejné
moci (napf. zdkonodarce nebo Cclena
vlady ¢i ministerstva), (2) jakéhokoli
zaméstnance  ¢i fyzickou  osobu
jednajici jménem predstavitele vefejné
moci, organu statni spravy nebo
staitntho  podniku, ktery vykonava
pravomoci statu, je v jeho vlastnictvi ¢i
pod jeho kontrolou (napt. zdravotnicky
odbornik nebo vyzkumny pracovnik,
ktery  je zaméstnancem statni
nemocnice nebo univerzity), (3)
jakéhokoli funkcionaie politické strany,
kandiddta na vefejnou funkci nebo
zaméstnance nebo fyzickou osobu
jednajici jménem politické strany nebo
kandidata na vefejnou funkci, (4)
jakéhokoli zaméstnance nebo fyzickou
osobu jednajici jménem  vefejné
mezindrodni ~ organizace a  (5)
jakéhokoli ¢lena kralovské rodiny nebo
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office, (4) any employee or individual
acting for or on behalf of a public
international organization, and (5) any
member of a royal family or member of a
military.

7.1.4. “Restricted Market” means
Crimean Peninsula, Cuba, Donbass
Region, Iran, North Korea, Sudan, and
Syria.

7.1.5.  “Restricted Party” means any
individual or entity on any of the following
“Restricted Party Lists:” the list of
sanctioned entities maintained by the
United Nations; the Specially Designated
Nationals List and Sectoral Sanctions
Identifications  List administered by
OFAC; the US Denied Persons List, US
Entity List, and US Unverified List all
administered by the US Department of
Commerce; the Consolidated List of
Persons, Groups and Entities Subject to
EU Financial Sanctions implemented by
the EU Common Foreign and Security
Policy; the  List of  Excluded
Individuals/Entities published by the US
Department of Health and Human
Services, Office of Inspector General; any
lists of prohibited or debarred parties
established under the US Federal Food,
Drug, and Cosmetic Act; the list of persons
and entities suspended or debarred from
contracting with the US Government; and
similar lists of restricted parties maintained
by the Governmental Entities of the
countries that have jurisdiction over
activities under this Agreement.

7.1.5 , Nezddouci

¢lena ozbrojenych slozek.

7.1.4 Vylouceny trh* znamena Krymsky

poloostrov, Kubu, Donbaskou oblast,
Iran, Severni Koreu, Sudan a Syrii.

osoba* znamena
jakoukoli fyzickou nebo pravnickou
osobu uvedenou na nékterém @z
nasledujicich ,,seznamti  nezadoucich
osob:“ seznam osob  podléhajicich
sankcim vedeny Organizaci spojenych
narodd;  seznamy nezadoucich osob
vedené¢ ufadem OFAC  (Specially
Designated Nationals List, Sectoral
Sanctions Identifications List); seznamy
nezadoucich osob vedené Ministerstvem
obchodu USA (US Denied Persons List,
US Entity List, US Unverified List);
konsolidovany seznam osob, skupin a
subjektli, na néz se vztahuji financni
sankce EU (Consolidated List of
Persons, Groups and Entities Subject to
EU Financial Sanctions) uplatiované v
ramci spolecné zahrani¢ni a bezpecnostni
politiky EU; seznam vylou¢enych

fyzickych  osob/subjektd  (List  of
Excluded Individuals/Entities)
uvetejnény Utadem generalniho

inspektora pfi Ministerstvu zdravotnictvi
a socialnich sluzeb USA; jakékoli
seznamy zakazanych nebo vyloucenych
osob  veden¢  podle  amerického
federalniho zdkona o potravinach,
lé¢ivech a kosmetickych ptipravcich;
seznam osob a subjektl, které¢ docasné ¢i
trvale nesmi uzavirat smlouvy s vladou
USA; a podobné seznamy nezadoucich
osob vedené organy vetejné moci statl, v
jejichz jurisdikci probihaji ¢innosti dle
této Smlouvy.

7.2 Zékony o kontrole zahrani¢niho obchodu

Smluvni strany a jejich zastupci,
zaméstnanci, pfidruzené spolecnosti a
dodavatelé podilejici se na cinnostech
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7.2.

7.3.

Global Trade Control Laws. The parties
and their agents, employees, affiliates and
contractors involved in activities under this
Agreement, will perform the activities
under this Agreement in full compliance
with all applicable Global Trade Control
Laws.

Restricted Parties; Restricted Markets.
Grant  Recipient acknowledges that
activities under this Agreement will not (i)
be in a Restricted Market; (ii) involve

individuals ordinarily resident in a
Restricted Market; or (iii) include
companies, organizations, or

Governmental Entities from or located in a
Restricted Market. Grant Recipient
represents and warrants that it is not a
Restricted Party and is not owned or
controlled by a Restricted Party. With
respect to activities performed under this
Agreement, Grant Recipient confirms that
neither Grant Recipient nor affiliates,

agents, employees, or subcontractors
directly or indirectly involved in the
activities  contemplated under this

Agreement are Restricted Parties and that
no Restricted Parties will be engaged in
any activities contemplated under this
Agreement or delegated any
responsibilities contemplated under this
Agreement. Grant Recipient will screen
the parties listed above against the relevant
Restricted Party Lists. In the event that
any part of this representation changes,
Grant Recipient will immediately inform
Pfizer and suspend all related activities
under this Agreement until Pfizer agrees in
writing to move forward. Notwithstanding
any other provision herein, such Restricted

7.3

podle této Smlouvy budou ¢innosti podle
této Smlouvy vykonavat plné v souladu
se vSemi platnymi Zakony o kontrole
zahrani¢niho obchodu.

Nezéddouci osoby; Vyloucené trhy.
Piijjemce grantu potvrzuje, ze cinnosti
podle této smlouvy (i) nebudou
vykonavany na Vyloucenych trzich; (ii)
nebudou se na nich podilet fyzické osoby
s obvyklym mistem pobytu na uzemi
Vylouc¢enych trhi; ani (iii) nebudou
zahrnovat spolecnosti, organizace ani
organy vefejné moci pusobici na
Vyloucenych trzich. Pfijemce grantu
prohlasuje a zarucuje, ze neni Nezadouci
osobou ani ho nezadouci osoba nevlastni
ani neni pod jeji kontrolou. Ve vztahu k
¢innostem  provadénym podle této
smlouvy Piijemce grantu potvrzuje, Ze
Piijjemce  grantu  ani  pfidruzené
spolecnosti, zastupci, zameéstnanci ani
subdodavatelé ptimo ¢i neptimo zapojeni
do  Cinnosti zamySlenych  touto
Smlouvou nejsou Nezadoucimi osobami
a ze na Cinnostech zamyslenych touto
smlouvou se nebudou podilet Zadné
vylou¢ené osoby a tyto nebudou ani
povéfeny plnénim povinnosti dle této
Smlouvy. Piijemce grantu bude
provéiovat, zda vySe uvedené osoby
nejsou  uvedeny na  pfislusnych
seznamech Nezadoucich osob. Dojde-li
ke zméné kterékoli Casti  tohoto
prohlaseni, Pfijemce grantu o tom
spolec¢nost Pfizer neprodlen¢ vyrozumi a
pozastavi vSechny souvisejici ¢innosti
dle této dohody, dokud spolecnost Pfizer
pisemné neschvali dalSi postup. Bez
ohledu na jakékoli jiné zde uvedené
ustanoveni  plati, ze  identifikace
nezadouci osoby nebo jeji ucast bude
divodem k okamZitétmu ukonceni
platnosti  této Smlouvy ze strany
spole€nosti  Pfizer z divodu poruSeni
jejich podminek, a to bez poskytnuti
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Party designation or involvement will be
grounds for immediate termination of this
Agreement by Pfizer, for cause, with no
cure period.

8. TERM AND TERMINATION

8.1.

8.2.

Term. This Agreement will commence on
the Effective Date for a definite period of
time until November 30, 2019.

Termination.

8.2.1.  Termination Following
Study/Registry Completion and
Satisfaction ~ of  Obligations.  This

Agreement will terminate after all of the
following have occurred: Q)
Study/Registry  Completion; (ii) each
party’s receipt of all deliverables and
payments owed to each party under this
Agreement and in accordance with the
Protocol/Registry Design; and (iii) each
party’s satisfaction of all other obligations
under this Agreement.

8.2.2. Early Termination of the
Agreement by Grant Recipient. Grant
Recipient may terminate this Agreement
(i) immediately on written notice to Pfizer
when, as confirmed by the IRB/IEC,
continued performance of the
Study/Registry poses risks to the health or
well-being of Study/Registry subjects; (ii)
without cause upon 30 days written prior
notice to Pfizer; or (iii) as otherwise
permitted expressly under this Agreement.

8.2.1 Ukonceni

8.2.2

lhity pro napravu.

8. PLATNOST SMLOUVY A JEJI

UKONCENI

8.1 Doba platnosti smlouvy. Tato smlouva

je platna ode Dne ucinnosti a uzavira se
na dobu urcitou do 30. 11. 2019.

8.2 Ukonceni platnosti smlouvy.

platnosti  smlouvy  po
dokonceni Studie/Registru a splnéni
povinnosti. Platnost této Smlouvy
skon¢i po té, co nastanou vSechny
nasledujici skutecnosti: (i) dokonceni
Studie/Registru; (i) kazda smluvni
strana obdrzi vSechny vystupy a
platby, které ma obdrzet na zéklad¢
této Smlouvy a v souladu s
Protokol/Designem Registru
Studie/Registru; a (iii) kazda smluvni
strana splni vSechny dal§i povinnosti
vyplyvajici z této Smlouvy.

Predcasné ukonceni smlouvy
Prijemcem grantu. Pfijemce grantu je
opravnén tuto smlouvu vypoveédet (i) s
okamzitou  uUCinnosti  pisemnym
oznamenim adresovanym spole¢nosti
Pfizer, pokud by dle potvrzeni komise
IRB/IEC dalsi plnéni Studie/Registru
predstavovalo riziko pro zdravi ¢i
kvalitu zivota subjektt studie; (ii) bez
uvedeni fadného divodu na zakladé
pfedchozi  pisemného  ozndmeni
adresovaného spoleCnosti Pfizer s
vypovédni lhitou v délce 30 dni; nebo

(ii1)) jinym  zplUsobem  vyslovné
povolenym touto Smlouvou.
8.2.3 Predcasné ukoncent smlouvy

spolecnosti Pfizer. Spolecnost Pfizer
je opravnéna vypoveédet tuto smlouvu
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8.2.3. Early Termination by Pfizer.
Pfizer may terminate this Agreement (i)
without cause upon 30 days prior written
notice to Grant Recipient; (ii) immediately
upon written notice to Grant Recipient if
Project Lead/Principal Investigator
becomes unavailable or withdraws from
the Study/Registry and Pfizer and Grant
Recipient are unable to agree upon a
successor within 30 days after Pfizer is
notified; (iii) as otherwise permitted
expressly under this Agreement.

8.2.4.  Termination for Cause. This
Agreement may be terminated by either
party, with written notification to the other
party of an uncured breach by the other
party. The party alleging breach must first
provide to the other party written notice
that specifically identifies the breach and
must provide the alleged breaching party
30 days in which to cure it
Notwithstanding the foregoing, Pfizer may
terminate this Agreement immediately
upon notice to Grant Recipient, with no
cure period, in the event that Grant
Recipient violates Global Trade Control
Laws or anti-corruption obligations set
forth herein.

8.2.4

(1) bez uvedeni fadného divodu na
zékladé¢  pfedchoziho  pisemného
oznameni  adresovan¢ho  Pfijemci
grantu s vypovédni lhiitou v délce 30
dni; (i) s okamzitou ucinnosti
pisemnym oznamenim adresovanym
Pfijemci grantu, pokud Vedouci
projektu/Hlavni  zkouSejici nebude
dale k  dispozici nebo  od
Studie/Registru odstoupi a spole¢nost
Pfizer a Prijemce grantu nebudou
schopni se dohodnout na jeho nastupci
do 30 dni poté, co o tom byla
spole¢nost Pfizer informovana; (iii)
jinym zpiisobem vyslovné povolenym
touto Smlouvou.

Ukonceni  platnosti  smlouvy pro
poruseni podminek. Ob¢& smluvni
strany jsou opravnéné tuto smlouvu
ukonlit  pisemnym oznamenim
adresovanym druhé smluvni strané z
divodi poruseni smlouvy druhou
smluvni stranou, u néhoz nebyla
zjednana naprava. Smluvni strana
prohlasujici, Ze doSlo k poruSeni, je
povinna druhé smluvni stran¢ nejdiive
zaslat pisemné ozndmeni s uvedenim

podrobného  popisu  poruseni a
poskytnout ji lhitu ke zjednani
napravy v délce 30 dni. Bez ohledu

na vySe uvedené plati, Ze spolecnost
Pfizer je opravnéna tuto smlouvu
vypoveédét s okamzitou ucinnosti na
zakladé  oznameni  adresovaného
pfijemci grantu bez poskytnuti lhity
pro zjednani napravy v piipadé, zZe
Piijjemce grantu porusi Zikony o
kontrole zahrani¢niho obchodu nebo
povinnosti v oblasti  zajiStovani
souladu s protikorupcnimi zasadami
uvedenymi v této Smlouve.

8.3 Platba  pfi  pfedCasném  ukonceni
smlouvy. Podminky uvedené v tomto

odstavci 8.3 plati pouze v piipade, Ze
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8.3. Payment upon Early Termination. The
terms in this Section 8.3 apply only if the
Agreement is terminated early for a reason
other than for cause. Upon early
termination, Pfizer will pay a pro rata
portion of the total funding, less payments
already made. Grant Recipient will refund
to Pfizer any funding already received in
excess of this calculated amount except to
the extent that such funds have already
been used, or committed and unable to be
canceled, in a manner consistent with the
Study/Registry budget upon which the
Funding is based.

8.4. Reconciliation  upon  Study/Registry
Completion. At Study/Registry
Completion, the parties will cooperate to
perform a financial reconciliation to
confirm consistency between total Pfizer
milestone payments and the agreed-upon
milestones and deliverables. The parties
agree to make any adjustment (e.g., refund
or additional payment) that is revealed by
this analysis to be warranted.

9. REPRESENTATIONS AND
WARRANTIES

9.1. Representations and Warranties of Both
Parties. Each party represents and warrants
that it: (i) has the requisite power and
authority to enter into this Agreement and

Smlouva je pred¢asné ukoncena z jiného
divodu nez pro poruSeni podminek. Pfi
pfed¢asném ukonceni smlouvy
spolecnost Pfizer zaplati pomérnou c¢ast
celkové vySe Financovani snizené o jiz
provedené platby. Pfijemce grantu vrati
spolecnosti  Pfizer jakékoli financni
prostiedky, které jiz obdrzel a které
pfesahuji tuto vypoctenou castku, s
vyjimkou finan¢nich prostredka, které jiz
byly pouzity, vyclenény nebo nemohou
byt stornovany, a to v souladu s
rozpo¢tem Studie/Registru, na jehoz
zakladé¢ bylo Financovani poskytnuto.

8.4 Vyudtovani pii dokonceni

Studie/Registru Po  dokonceni
Studie/Registru  budou smluvni strany
spolupracovat s cilem provést vyuctovani
finan¢nich prostfedki a potvrdit soulad
mezi celkovou vysSi plateb ze strany
spolecnosti  Pfizer za  dokonceni
jednotlivych etap a ujednanymi etapami a
vystupy. Smluvni strany ujednavaji, Ze
provedou ptipadné upravy (napf.
navraceni financnich prostfedkli nebo
provedeni dodatecnych plateb), které
budou zjistény uvedenou analyzou a
shledany jako opravnéné.

9. PROHLASENIi A ZARUKY

9.1 ProhldSeni a zaruky obou smluvnich

stran. Kazda ze smluvnich stran
prohlasuje a zarucuje, ze: (1) ma potiebné
pravomoci a opravnéni k podpisu této
Smlouvy a ze tato Smlouva pfedstavuje
pravoplatnou povinnost zavaznou pro
ob¢ smluvni strany, vymahatelnou v
souladu s jejimi podminkami; a (ii) neni
stranou Zadné smlouvy, ktera by ji
brénila v plnéni jejich povinnosti dle této
Smlouvy.
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9.2.

that this Agreement constitutes a legal and
valid obligation binding upon such party,
enforceable in accordance with its terms;
and (ii) is not a party to any agreement that
would prevent it from fulfilling its
obligations under this Agreement.

Representations and Warranties of Grant
Recipient. Grant Recipient hereby
represents and warrants that:

9.2.1. Grant Recipient, its affiliates,
employees, staff, agents and consultants,
including Project Lead/Principal
Investigator: (i) are licensed, registered or
otherwise qualified and suitable under
Applicable Law to act as a regulatory
sponsor, Study/Registry site or
Investigator, as applicable; (ii) are not
debarred under subsections 306(a) or (b) of
the U.S. Federal Food, Drug, and Cosmetic
Act or any other similar Applicable Law
under any applicable jurisdiction. For the
avoidance of doubt, this includes
investigators not having any restrictions on
their license to practice medicine,
including  restrictions on  practicing
certificates or other authorizations from
professional bodies; (iii) are not the subject
of any past or pending governmental or
regulatory investigation, inquiry, warning
or enforcement action (each an “Agency
Action”) related to its conduct of clinical
research that has not been disclosed to
Pfizer. Grant Recipient will notify Pfizer
promptly anyone listed above receives
notice of or becomes the subject of any
Agency Action regarding its compliance
with ethical, scientific or regulatory
standards for the conduct of clinical
research if the Agency Action relates to
events or activities that occurred prior to or
during the period in which the
Study/Registry is conducted; and (iv) will
not use in any capacity the services of any

9.2 ProhlaSeni a zaruky Prijemce grantu.
Piijemce grantu prohlasuje a zarucuje,
ze:

9.2.1 Ptijemce grantu, jeho pridruzené
spolec¢nosti, zaméstnanci, zastupci
a konzultanti, vcéetné Vedouciho
projektu/Hlavniho zkousSejiciho: (i)
maji prislusné licence, registrace
nebo jsou jinak kvalifikovani
jednat podle platného prava jakozto
zadavatel, vyzkumné pracovisté
nebo  zkousejici; (i)  nejsou
vylouéeni podle odstavci 306 (a)
nebo (b) US Federalniho zakona o
potravinach, léCivech a kosmetice
nebo jakéhokoli jiného
pouzitelného zakona pod
ptislusnou  jurisdikci. V zdjmu
odstranéni pochybnosti smluvni
strany konstatuji, ze pod regulaci
predchozi véty patii také veSkera
omezeni ZkouSejicich k vykonu
1ékatského povolani, véetné
omezeni pro praktikovani lekatské
praxe od profesnich organt; (iii)
nebyli a nejsou predmétem
zadného vySetfovani ¢i
donucovacich akci organu vefejné
moci (,,Postup organi verejné
moci®), které by byly spojeny
svyzkumem a které nebyly
oznameny  spolecnosti  Pfizer.
Piijemce grantu uvédomi
spolecnost Pfizer neprodlené¢ o
tom, Ze se kterykoli ze subjekt
vySe stane predmétem Postupu
organt vefejné moci ve spojitosti s
dodrzovanim etickych, védeckych
nebo zakonnych pozadavki pro
provadéni  klinického vyzkumu,
pokud se Postup organi vefejné
moci tyka udalosti nebo cinnosti,
ke kterym doslo pfed nebo béhem
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person debarred under Applicable Law
under any applicable jurisdiction with
respect to activities to be performed by or
on behalf of Grant Recipient under this
Agreement.

9.2.2.  Conducting the Research and
receiving the Funding is not inconsistent
with any other obligation of the Grant
Recipient.

9.2.3. Any information provided by
Grant Recipient to Pfizer as part of
Pfizer’s anti-corruption due diligence
process is complete and accurate.

9.24. The Funding will not cause
Grant Recipient or any individual affiliated
with Grant Recipient to do anything that
would result in Pfizer improperly
obtaining or retaining business or gaining
any improper business advantage.

9.25.  Grant Recipient has not, will not,
and will take measures to ensure that
individuals affiliated with Grant Recipient
have not and will not, use any portion of
the Funding to directly or indirectly offer
or pay any money or anything of value in
an effort to influence any Government
Official or any other person in order for
Pfizer to improperly obtain or retain
business or to gain an improper business
advantage, or Grant Recipient or affiliated

obdobi, ve kterém se Studie/Registr
provadi; a (iv) nebude v zadném
pripadé¢ vyuzivat sluzeb jakékoli
osoby vyloucené¢ podle platnych
pravnich predpisi v jakékoli
prislusné jurisdikci, pokud jde o
¢innosti, které maji byt provedeny
Pfijemcem grantu nebo jeho
jménem podle této Smlouvy.

9.2.2 Realizace Studie/Registr a piijeti

Financovéani neni v rozporu s
z4ddnymi jinymi zdvazky Piijemce
grantu.

9.2.3 Vesker¢ informace poskytnuté

Pfijemcem  grantu  spolecnosti
Pfizer v ramci provérky zaméfené
na potirani korupce jsou Uplné a
piesné.

9.2.4V dusledku Financovani Ptijemce

grantu ani zadnad fyzicka osoba s
nim spolupracujici neucini nic, co
by vedlo k neopravnénému ziskani
¢1 udrzeni zakazky ze strany
spolecnosti Pfizer ani k ziskani
neopravnéné obchodni vyhody.

9.25Pfijemce grantu nevyuziva ani

nevyuzije (a piijme kroky k
zajisténi toho, aby tak necinily ani
s nim spolupracujici fyzické osoby)
zadnou ¢ast Financovani k tomu,
aby pfimo ¢i nepiimo nabizel ¢i
poskytoval finanéni prostfedky
nebo cokoli hodnotného ve snaze
ovlivnit ~ pfedstavitele  organu
vefejné moci nebo jinou osobu, tak
aby spole¢nost Pfizer neopravnéné
ziskala nebo si udrzela zakazku
nebo ziskala neopravnénou
obchodni vyhodu ani aby Pfijemce
grantu ani pfidruzené osoby ani s
nim spolupracujici fyzické osoby
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entities or individual(s) to improperly
obtain or retain business or gain a business
advantage.

9.2.6.  Pfizer will be entitled to revoke
the Funding if Pfizer learns that Grant
Recipient or any individuals affiliated with
Grant Recipient or the Funding, has used
or intends to use any portion of the
Funding to improperly seek to influence
any Government Official or any other
person in order to obtain or retain business
or gain a business advantage.

9.2.7.  Pfizer may at any time publicly
disclose that it has provided Grant
Recipient with the Funding, including the
amount of such support.

9.2.8.  Grant Recipient will (i) provide
truthful and complete documentation
supporting, in reasonable detail, the work
performed and any expenses incurred; and
(if) maintain true, accurate and complete
invoices, reports, statements, books and
other records. Grant Recipient will notify
Pfizer immediately if any of these
representations and warranties require
amendment during the term of this
Agreement.  Pfizer may terminate this
Agreement immediately for cuase, with no
cure period, if Grant Recipient, its
affiliates, employees, staff, agents and
consultants fails to comply with, or
demonstrates an intent to fail to comply
with, any of the above representations and

neopravnén¢  ziskaly nebo  si
udrzely zakazku nebo ziskaly
obchodni vyhodu.

9.2.6 Spolecnost Pfizer je opravnéna

zrusit Financovani, pokud se dozvi,
ze Ptijemce grantu nebo jakékoli
fyzické osoby, které¢ s nim nebo na
Financovani spolupracuji, vyuzily
nebo hodlaji vyuzit jakoukoli ¢ast
Financovani k nepatficnym snaham
o ovliviiovani piedstavitele vetejné
moci nebo jakékoli jiné osoby za
ucelem ziskani nebo udrzeni
zakazky nebo ziskdni obchodni
vyhody.

9.2.7 Spolec¢nost Pfizer je opravnéna

kdykoli zvetejnit informace o tom,
7ze poskytla pfijemci grantu
Financovani, vcetné informace o
vysi této podpory.

9.2.8 Piijemce grantu (i) piedlozi

pfesnou a uplnou dokumentaci,
kterd ptfimétené podrobné doklada
provedené prace a vSechny vzniklé
naklady; a (ii)) bude uchovévat
pravdivé, presné a Uplné faktury,
zpravy, vykazy, ucetni knihy a jiné
zaznamy. Pfijemce grantu bude
spole¢nost Pfizer okamzité
informovat, pokud bude bchem
plnéni této smlouvy nezbytné
nekteré z téchto prohlaseni a zaruk
upravit. Spole¢nost Pfizer je
opravnéna  okamzit¢  ukoncit
platnost této smlouvy, pokud
Pfijemce grantu, jeho pfidruzené
spole¢nosti, zameéstnanci,
pracovnici, zéastupci a konzultanti,
véetn¢ vedouciho Studie/Registru,
jednaji v rozporu s kterymkoli vySe
uvedenym prohlaSenim a zarukou
nebo projevi zamér takto jednat.
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warranties.

10. GENERAL PROVISIONS

10.1.Indemnification. =~ Grant Recipient will
indemnify, defend, and hold harmless
Pfizer and its affiliates, and its/their
employees, contractors, agents, officers,
and directors from and against any loss,
liability, damage, cost, fine, penalty, or
expense, including reasonable attorneys’
fees, arising out of an audit, investigation,
administrative proceeding, or litigation
related to the Funding or any
Study/Registry or research supported by
the Funding. This Section will survive the
termination or expiration of this
Agreement.

10.2. Assignment and Delegation.

10.2.1. By Grant Recipient. Grant
Recipient may not assign any rights or
delegate or subcontract any duties under
this Agreement without written permission
from Pfizer. If Pfizer authorizes any
delegation of duties, Grant Recipient
remains responsible to Pfizer for the
performance of those duties.

10.2.2. By Pfizer. Pfizer may assign and

10. OBECNA USTANOVENI

10.1. Odskodnéni. Piijemce grantu
odSkodni spolecnost Pfizer a jeji
pridruzené spoleCnosti a jeji/jejich
zameéstnance, dodavatele, zastupce,
vedouci  pracovniky a  Cleny
predstavenstva v ptipadé jakychkoli
ztrat, odpovédnosti, Skod, ndklada,
pokut, pendle nebo vydajii, vcetné
piiméfenych  nakladd  pravniho
zastoupeni, vzniklych na zékladé
auditu, Setfeni, spravniho ¢i soudniho
fizeni v souvislosti s Financovanim
nebo projektem, na né&z bylo
poskytnuto  Financovani. Tento
odstavec zlstava v platnosti i po
ukon¢eni nebo uplynuti doby
platnosti této Smlouvy.

10.2. Postoupeni prav a povinnosti.

10.2.1. Ze strany Prijemce grantu.
Pfijemce grantu nesmi postoupit
zadna pradva ani povinnosti
plynouci z této Smlouvy bez
ptedchoziho pisemného
souhlasu  spolecnosti  Pfizer.
Pokud spolecnost Pfizer schvali
postoupeni povinnosti, za jejich
plnéni 1 nadadle odpovida
Ptijemce grantu.

10.2.2. Ze strany spolecnosti Pfizer
Spole¢nost Pfizer je opravnéna
postoupit veSkera sva préva
nebo povinnosti vyplyvajici z
této smlouvy na tfeti osobu.

10.3. Uplna dohoda Tato Smlouva
(vCetné ptiloh) spolecné S
Protokolem/Designem Registru
Studie/Registru ptedstavuje uplnou
dohodu mezi smluvnimi stranami
vztahujici se k tomuto piedmétu.
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delegate any and all of its rights or
obligations under this Agreement to a third

party.

10.3. Entire Agreement. This Agreement

(including Attachments) along with the
Protocol/Registry Design represent the
entire understanding between the parties
relating to this subject matter.  This
Agreement  supersedes all  previous
agreements between the parties (oral and
written) relating to this Study/Registry,
except for any obligations that, by their
terms, survive independent of this
Agreement.

10.4. Survival of Obligations. Sections 3, 4, 5,

6, 9, and 10 will survive Agreement
termination, along with any other
provision of this Agreement that, by its
nature and intent, remains valid after
termination.

10.5. Public Disclosures; Use of Names.

Neither party will use the name or logos of
the other party in any public
announcement, advertising or other public
disclosure regarding the relationship of the
parties, the existence or contents of this
Agreement, or this Study/Registry without
the prior written approval of the other
party, and Grant Recipient will ensure that
each subcontractor will not make any such
disclosure. Grant Recipient will provide
Pfizer reasonable advance notice, and in
any event at least 14 days’ notice, before
publicly releasing any information about
this Agreement or the Study/Registry
(including, but not limited to, listings on
clinical trial registries, website postings,
press releases or presentations at scientific

10.5.

Tato smlouva nahrazuje vSechny
piredchozi dohody mezi smluvnimi
stranami (Gstni a pisemné) tykajici se
této Studie/Registru, s vyjimkou
povinnosti, které v souladu s jejich
podminkami pfetrvaji nezavisle na
této Smlouve.

10.4. Povinnosti  pfetrvavajici  po

skonéeni platnosti smlouvy. Clanky
3,4,5, 6, a 10 pretrvaji i po skonceni
platnosti této Smlouvy, spolu s
jakymkoli jinym ustanovenim této
Smlouvy, které ze své povahy a
zaméru zustava v platnosti i po jejim
skonceni.

Zvetejnovani informaci;
Pouzivini  nazvi. =~ Zadna  ze
smluvnich stran nebude pouzivat
nazev ani loga druhé smluvni strany
v zadném vefejném ozndmeni,
reklam¢ ani v jiném vefejném
sdéleni ohledné vztahu smluvnich
stran, existence ¢i  obsahu této
Smlouvy nebo této Studie/Registru
bez ptedchoziho pisemného souhlasu
druhé smluvni strany a Pfijemce
grantu zajisti, aby Zadné takové
zvetejiovani informaci necinili ani
subdodavatelé. Ptijemce grantu
spolecnost ~ Pfizer vyrozumi o
zvetejiovani  informaci o  této
Smlouvé nebo Studii (zejména
ohledné¢  zapisi v  registrech
klinickych  zkouSek, zvefejiiovani
informaci na webovych strankach,
tiskovych zprav nebo prezentaci na
veédeckych kongresech), které mohou
podléhat revizi a pfipominkovani ze
strany spolecnosti Pfizer, a to s
pfiméfenym predstihem, v kazdém
pfipadé vSak alesponn 14 dni pied
jejich  uvefejnénim, a  veskeré
opodstatnéné piipominky spolecnosti
Pfizer do nich pfed uvefejnénim
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congresses) such that Pfizer may review
and comment, and Grant Recipient will
incorporate  any  reasonable  Pfizer
comments before releasing publicly.

10.6.Law and jurisdiction; This Agreement and
any dispute or claim arising out of or in
connection with it or its subject matter or
formation  (including  non-contractual
disputes or claims) shall be governed and
construed in accordance with the laws of
the Czech Republic. Claims will be
brought in a court in Brno, Czech
Republic, and the parties hereby consent
and submit to the exclusive jurisdiction of
such court. The language of the any action
or proceeding will be Czech.

10.7.Language versions; The Parties
acknowledge and agree that in the event of
any conflict between the English and the
Czech Language version, the Czech
version shall control.

[signature page follows]

zahrne.

10.6. Rozhodné pravo, jurisdikce.
Tato Smlouva a jakykoli spor nebo
narok vyplyvajici z ni nebo vznikly v
souvislosti s ni nebo jejim
predmétem nebo uzavienim (véetné
mimosmluvnich sporti nebo naroki)
se fidi a vyklada v souladu se zdkony
Ceské republiky. Naroky budou
vzneseny u soudu v Brng, Ceska
republika, asmluvni strany timto

souhlasi s pfislusnosti  takového
soudu apodifizuji  se  vylucné
prislusnosti takového soudu.

Jazykem jakékoli zaloby nebo fizeni
bude cestina.

10.7. Jazykové  verze; Strany
uznavaji a souhlasi s tim, ze
v ptipad¢ jakéhokoli rozporu mezi
anglickou a ¢eskou jazykovou verzi
bude rozhodujici ceska verze.

[nasleduje strana s podpisy smluvnich stran]
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IN WITNESS WHEREOF, this Agreement has been duly executed by the parties. /
NA DUKAZ CEHOZ smluvni strany tuto smlouvu fadn¢ podepsaly.

Pfizer PFE, spol. s r.o.
5.11. 2019

Authorized Representative / Zplnomocnény zastupce Date / Datum

Pavel Sedlacek

Printed Name / Jméno uvedené tiskacim pismem

Managing Director/ Jednatel

Title / Funkce

INSTITUTION — GRANT RECIPIENT /
INSTITUCE — PRIJEMCE GRANTU

8. 11. 2019

Authorized Representative / Zplnomocnény zastupce Date/Datum

prof. MUDr. Marek Svoboda, Ph.D.

Printed Name / Jméno uvedené tiskacim pismem

Director MOU/ Reditel MOU

Title / Funkce

Read and Acknowledged by: /
Precetl a potvrdil:

6.11. 2019

Project Lead/Principal Investigator /
Vedouci projektu/Hlavni fesitel Date / Datum

XXXXXXX

Printed Name / Jméno uvedené tiskacim pismem
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SEPARATE ARRANGEMENT - THE
CONTRACTS REGISTRY

If there is a legal obligation to publish the
above Contract in the Contracts Registry
pursuant to Act No. 340/2015 Coll. on the
Registration of Contracts (hereinafter as the
“Contracts Registry Act”, or “CRA”), the
Contracting Parties have agreed that this
obligation shall be met by the Grant Recipient
and not Pfizer, in keeping with the following.

The Grant Recipient shall exclude from
disclosure in the Contracts Registry any trade
secret that the Contracting Parties have
marked above inasmuch as it is encompassed
by the symbols: “[XX...XX]” and shall
furthermore exclude from disclosure the parts
of this Contract encompassed by the symbols:
“[OU...0OU]” for the protection of personal
data. Furthermore, not for publication in
accordance with §3 (2) of the CRA are the
portions marked by the symbols “[NP...NP]”.

The Grant Recipient undertakes to avail to
Pfizer via the contact email: [OU XXXXXXX
OU], no later than 2 months from the date of
entering into the aforementioned Contract. At
Pfizer’s request the Grant Recipient shall
avail to them the confirmation of disclosure.
The agreement of the Contracting Parties
under this article shall constitute a separate
arrangement independent of the formation and
the duration of the Contract referred to above.

IN WITNESS WHEREOF the Contracting
Parties have entered into this separate
arrangement which is signed below in their
name and by their duly authorized
representatives.

SAMOSTATNE UJEDNANI - REGISTR
SMLUV

Je-li dana zakonna povinnost k uvetejnéni
vySe uvedené smlouvy v Registru smluv dle
zékona ¢. 340/2015 Sb., o registru smluv
(dale jen ,,zdkon o RS*), dohodly se smluvni
strany, Ze takovou povinnost splni Piijemce
grantu, a nikoli Pfizer, a to v souladu s nize
uvedenym.

Pfijemce grantu neuvetejni v Registru smluv
obchodni tajemstvi, které smluvni strany
oznacily vyse tak, Ze jej umistily mezi
symboly: ,,[XX...XX]“, shodn¢ budou z
uvefejnéni vylouceny ¢asti této smlouvy vyse
umisténé mezi symboly: ,,[OU...OU]“ pro
ochranu osobnich udaji. Dale nebudou
uvefejnovany v souladu s § 3 odst. 2 zdkona o
RS ¢asti oznacené symboly ,,[NP...NP]*.

Piijemce grantu informuje Pfizer o splnéni
povinnosti emailovou zpravou na kontaktni
email: [OU XXXXXXX OU], nejpozdé&ji do 2
mésict ode dne uzavieni vyse uvedené
smlouvy. K vyzadani Pfizeru mu Ptijemce
grantu postoupi potvrzeni o uvefejnéni.
Dohoda smluvnich stran dle tohoto ¢lanku
tvofi samostatné ujednani nezdvislé na vzniku
¢i trvani vySe uvedené smlouvy.

NA DUKAZ CEHOZ smluvni strany
uzavriely toto samostatné ujednani, které je
niZe jejich jménem a jejich fadné
zplnomocnénymi zastupci podepsano.
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mailto:Lucie.simkova@pfizer.com
mailto:Lucie.simkova@pfizer.com

Pfizer entity

5. 11. 2019

Authorized Representative / Zplnomocnény zastupce Date / Datum

Pavel Sedlacek
Printed Name / Jméno uvedené tiskacim pismem
Managing Director/ Jednatel
Title / Funkce

GRANT RECIPIENT / PRIJEMCE GRANTU

Authorized Representative / Zplnomocnény zastupce Datum 8. 11. 2019

prof.MUDr. Marek Svoboda, Ph.D.
Printed Name / Jméno uvedené tiskacim pismem

Director MOU/ Reditel MOU
Title / Funkce
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ATTACHMENT A

PAYMENT SCHEDULE

Payment amount CZK: 400 000, -

Pfizer will make no payment until Pfizer has
received an executed copy of the
Agreement.

PRILOHA A
PLATEBNI KALENDAR
Platba 400 000, - K¢

Pfizer neprovede platbu dfive, nez obdrzi
podepsanou kopii smlouvy.




ATTACHMENT B

STUDY/REGISTRY
DOCUMENTATION REQUIREMENTS

In order to release the requested grant,
Pfizer requires the following documents in
addition to the executed agreement:

1. Documentation of IRB/IEC
Approval (or Exemption)
2. Final Protocol/Registry Design

PRILOHA B

POZADAVKY NA DOKUMENTACI
STUDIE/REGISTR

Spolecnost Pfizer vyzaduje, vyjma uzavirané
smlouvy, dolozeni nasledujicich dokumentd k
poskytnuti grantu:

1. Schvaleni
vyjimka)

IRB/IEC (nebo udélena

2. Zavéreény Protokol/Design Registru




