OBSERVATIONAL STUDY
AGREEMENT

XXXX Protocol # XXXXX

This Observational Study Agreement
(“Agreement”) between

Value Outcomes s.r.o., a a company
established under the laws of the Czech
Republic with a place of business at
Vaclavska 316/12, Nové Mésto (Prague 2),
120 00 Prague, Czech
Republic, Identification Number:
27079333, registered in the Commercial
Register maintained by the Municipal Court
in Prague, Section C, File 9469 (“CRO”)

and

Thomayerova nemocnice

with a place of business at Videnska
800, 140 59 Praha 4 - Kr¢, Ceska
republika

I1CO: 00064190

DIC: CZ00064190

state contributory organizations
established by the Ministry of
Healthcare MZDR 17268-1V/2012,
registered in the Commercial Register
at the Municipal Court in Prague,
section Pr, vl. 1043 represented by:
doc. MUDr. Zden¢k Benes, CSc.,
Director (“Institution”),

and

XXXXXXX, with a place of work or
business at Videnska 800, 140 59
Praha 4 - Kr¢, Czech republic
(“Principal Investigator”),

when signed by all parties, is effective as of

XXX Inc. (“XXXX”) wishes to sponsor an
observational study entitled
20:9,9,0,9.9,9,9,9,9,9.9.9,9,9,0.0.9.9,9.0,0,.0.0.0,¢
XX” (“Study™), to be conducted at Institution

SMLOUVA O PROVEDENI
OBSERVACNI STUDIE

Protokol spolecnosti XXXXXX

Tato Smlouva o provedeni observacni studie
(dale jen ,,Smlouva®), jiz uzaviraji

Value Outcomes s.r.0., spolecnost
zalozena podle pravniho #adu Ceské
republiky, se sidlem na adrese Véaclavska
316/12, Nové Mg¢sto (Praha 2), 120 00
Praha, Ceska republika, IC: 27079333,
zapsana v obchodnim rejstiiku vedeném
Meéstskym soudem v Praze, oddil C, vlozka
9469 (déle jen ,,CRO*)

a

Thomayerova nemocnice

se sidlem: Videnska 800, 140 59 Praha
4 - Kr&, Ceska republika

ICO: 00064190

DIC: CZ00064190

statni ptispévkovou organizaci
ziizenou Ministerstvem zdravotnictvi
CR, uplné znéni ziizovaci listiny &. j.
MZDR 17268-1V/2012, zapsanou Vv
obchodnim rejstiitku u Méstského
soudu v Praze, oddil Pr, vl. 1043
zastoupena: doc. MUDr. Zdeiikkem
BeneSem, CSc., feditelem (déale jen
,,Poskytovatel*),

a

XXXXXXX adrese

Videtiska 800, 140 59 Praha 4 - Kr¢,
Ceska republika (dile jen ,,Hlavni
zkousSejici®),

nabyva Uc¢innosti podpisem vSech smluvnich
stran dne .

Spole¢nost XXX Inc. (dale jen ,,XXXX*)
hodl4 sponzorovat observacéni studii s ndzvem
19.9,9,0,0.9,.9,9,0,0,9.9.9,90,0,.0,9.9.9,90,0.0.0.0.¢
(dale jen ,,Studie®), ktera ma byt provedena u




under the XXXX protocol identified above
(“Protocol”). The Study is non-interventional
and consists of data collection on patients
receiving treatment with the XXXX product
XXXX (“XXXX Product”) as part of their
standard medical care for rheumatoid arthritis
XXXX has delegated responsibility for
management of this Study, including
contracting and Study monitoring, to CRO,
and has authorized CRO to bind XXXX to all
commitments within this Agreement identified
as belonging to XXXX.

The parties agree as follows:

1. Responsibilities

1.1 Investigators and Research Staff. The
Study will be conducted by Principal
Investigator. Institution and Principal
Investigator will ensure that only
individuals who are appropriately
trained and qualified assist in the
conduct of the Study as sub-

investigators or research staff.

1.2 No Substitution. Institution or
Principal Investigator may not
reassign the conduct of the Study to a
different Principal Investigator
without prior written authorization

from CRO.

1.3 Compliance Obligations. Institution
and  Principal  Investigator s
responsible to CRO and XXX for
compliance by all Study personnel,
including Principal Investigator, with
the terms of this Agreement, as well
as applicable law, regulations, and
governmental guidance. Institution
will also follow generally accepted
research  practices  for  non-
interventional studies, such as the
Good Pharmacoepidemiology
Practices (GPP).

Poskytovatele na zakladé vyse uvedeného
protokolu spolecnosti XXX (dale jen
»Protokol). Jedna se o neinterven¢ni studii,
ktera spociva ve shromazd’ovani udaji o
pacientech, ktefi jsou lé€eni piipravkem XXX
spolecnosti XXX (dale jen ,Pripravek
spole€nosti XXX*) v ramci standardni
zdravotnické péce pii revmatoidni artritide.
Spole¢nost XXX ptenesla odpovédnost za
vedeni této Studie, vCetné uzavirani smluv a
provadéni Studie, na CRO a pov¢fila jej, aby
zavazoval spolecnost XXX k veskerym
zavazklim v radmci této Smlouvy, které jsou
oznaceny jako zavazky spolecnosti XXX.

Smluvni strany se dohodly takto:
1. Povinnosti

1.1 Zkousejici a spoluzkousejici. Studii
provede Hlavni zkousSejici.
Poskytovatel a Hlavni zkousejici
zajisti, aby se na Studii podileli jako
spoluzkousejici nebo  vyzkumni
pracovnici pouze fyzické osoby, které
jsou fadn€ proskolen¢ a mayji
ptislusnou kvalifikaci.

1.2 Nemoznost  nahrazeni. Bez
pfedchoziho pisemného souhlasu
CRO nejsou Poskytovatel ani Hlavni
zkouSejici opravnéni pozdéji sveéfit
provadéni Studie jinému Hlavnimu
zkousejicimu.

1.3 Povinnost dodrzovat pravni predpisy.
Poskytovatel a Hlavni zkousejici
odpovidaji vii¢i CRO a spolecnosti
XXX za to, Ze vSichni pracovnici
podilejici se na provadéni Studie,
véetn¢ Hlavniho zkousejiciho, budou
dodrzovat podminky této Smlouvy a
platné pravni a spravni predpisy a jiné
statni normy. Poskytovatel bude dale
dodrzovat obecné pfijimané
vyzkumné  postupy v  oblasti
neintervencnich studii, napf.
Spravnou farmakoepidemiologickou
praxi.




1.4 Compliance

with Global Trade
Controls. The parties agree that
activities under this Agreement may
be subject to applicable import,
export, and economic sanctions laws
and regulations (“Global Trade
Control Laws”). Institution, Principal
Investigator and CRO will comply
with all applicable Global Trade
Control Laws.

a.  The parties confirm that none of
the activities under this
Agreement will (i) take place in
a Restricted Market; (ii) involve
individuals from or ordinarily
resident in a Restricted Market;
and (iii) involve companies,
organizations, or Governmental

Entities from a Restricted
Market. “Restricted Market”
shall mean the Crimean

Peninsula, Cuba, the Donbass
Region, Iran, North Korea,
Sudan, and Syria.

b. Each party represents and
warrants that (i) it is not on any
Restricted Party Lists (defined
below); (ii) it is not owned or
controlled by any individual or
entity on any Restricted Party
Lists; and (iii) that it will not
involve any individual or entity
on any Restricted Party Lists in
the activities under this
Agreement. In the event that an
individual or entity on a
Restricted Party List is included
in  activities  under  this
Agreement, the party connected
with such individual or entity
will immediately notify the
other party and suspend the
relevant affected activities,
including any and all affected
payments, until the parties
agree to go forward.

1.4

Dodrzovani ptedpist upravujicich
kontrolu svétového obchodu.
Smluvni strany se dohodly, Ze na
¢innost podle této Smlouvy se mohou
vztahovat platné pravni a spravni
ptedpisy upravujici dovoz, vyvoz a

hospodaiské  sankce (dale jen
»Predpisy o kontrole svétového
obchodu). Poskytovatel, Hlavni

zkousejici @ CRO budou dodrzovat
veskeré platné Piedpisy o kontrole
svétového obchodu.

a.  Smluvni strany potvrzuji, Zze
zadné Cinnosti podle této
Smlouvy i) se nebudou
odehravat na Omezeném trhu,
i1) nebudou probihat za Ucasti
osob pochézejicich z
Omezené¢ho trhu nebo s
obvyklym mistem pobytu na
Omezeném trhu a iii) nebudou
probihat za ucasti spolecnosti,
organizaci  nebo  Statnich
organt pochézejicich z
Omezeného trhu. ,,Omezenym
trhem* se rozumi poloostrov
Krym, Kuba, region Donbas,
fran, Severni Korea, Studan a
Syrie.

b. Kazda ze smluvnich stran
prohlasuje a zarucuje, Ze 1) neni
vedena na Seznamech osob s
omezenim (jak je tento pojem
vymezen nize), ii) neni ve
vlastnictvi zadné fyzické nebo
pravnické osoby vedené na
Seznamech osob s omezenim
ani neni ovladdna takovou
osobou a 1ii1) ze do cinnosti
podle této Smlouvy nezapoji
zadnou fyzickou nebo
pravnickou osobu vedenou na
Seznamech osob s omezenim.
V piipadé, ze je do cCinnosti
podle této Smlouvy zapojena
fyzickd nebo prévnickd osoba
vedena na Seznamu o0sob S




2. Funding.

c.  With respect to this Agreement,
Restricted Party Lists include
the Consolidated Screening List
(https://www.export.gov/conso
lidated screening_list); the
Excluded Parties List System
(https://www.sam.gov); and the
Consolidated List of Persons,
Groups, and Entities Subject to
E.U. Financial  Sanctions
https://eeas.europa.eu/headquar
ters/headquarters-
homepage/8442/consolidated-
list-sanctions_en

CRO will provide funding in
support of this Study to Institution and
Principal Investigator as delineated in
Attachment A, Study Budget and Payment
Terms, and subject to the terms specified in
that Attachment. Institution certifies that
payments to the Institution comply with
applicable law and any applicable policies
and procedure of the Institution. Institution
will be the only eligible recipient of any
payments from CRO under this Agreement
and the funding delineated in Attachment A
comprises any and all costs of the
Institution, including payments to the
Principal Investigator and any other stuff
used by the Insitution in the Study conduct

omezenim, smluvni strana
propojena s takovou fyzickou
nebo pravnickou osobou bude
okamzit¢ informovat druhou
smluvni stranu a pozastavi
prislusné dotené¢  Cinnosti,
véetné¢ veskerych dotéenych
plateb, dokud se smluvni strany
nedohodnou na pokracovani.

Cc. Ve vztahu k této Smlouvé patii
mezi  Seznamy  o0sob s
omezenim Konsolidovana
verze kontrolniho seznamu
(Consolidated Screening List,
https://www.export.gov/consoli
dated screening_list), Seznam
vylouc¢enych osob (Excluded
Parties List,
https://www.sam.gov) a
Konsolidovana verze seznamu
osob, skupin a subjektl, na
které se wvztahuji finan¢ni
sankce Evropské unie
(Consolidated List of Persons,
Groups, and Entities Subject to
E.U. Financial Sanctions,
https://eeas.europa.eu/headquar
ters/headquarters-
homepage/8442/consolidated-
list-sanctions_en).

2. Financovani. CRO poskytne Poskytovateli

a Hlavnimu zkouSejicimu na podporu této
Studie finan¢ni prostfedky, jak je uvedeno
v piiloze A (Rozpocet studie a platebni
podminky) s  vyhradou  podminek
stanovenych v uvedené ptiloze.
Poskytovatel potvrzuje, Ze platby, které
jsou jemu urc¢eny, jsou v souladu s platnymi
pravnimi piedpisy a vesSkerymi platnymi
zdsadami a postupy  Poskytovatele.
Poskytovatel bude jedinym zplsobilym
ptijemcem jakychkoli plateb od CRO podle
této Smlouvy a financovani uvedené v
pfiloze A zahrnuje veskeré ndaklady
Poskytovatele, véetné¢ odmény Hlavnimu
zkouSejicimu a ostatnim pracovnikim,
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under this Agreement. Institution warrants
that it will account for, declare and pay all
applicable  taxes, social security
contributions and related charges due in
relation to the remuneration payable to the
Principal Investigator and any other persons
it uses for discharging its responsibilities
hereunder.

2.1 Basis of Study Participation.
Institution’s or Principal
Investigator’s participation in the
Study is not based on any pre-existing
or future business relationship
between XXX and either the Principal
Investigator or Institution. It is also
not conditioned on any business or
other  decisions the  Principal
Investigator or Institution has made,
or may make, relating to XXX or
XXX products.

2.2 Disclosure and Reporting by the CRO
or  XXX. In the interest of
transparency  relating to  its
relationships with investigators and
study sites or to ensure compliance
with applicable local law, XXX may
publicly disclose the support it
provides under this Agreement. Such
a disclosure by XXX may identify
both the Institution and the Principal
Investigator, but  will clearly
differentiate between payments or
other transfers of value to institutions
and those made to individuals.

2.3 Investigator Meetings. If Principal
Investigator or other Study personnel
are required to attend investigator
meetings for this Study, CRO or XXX
will arrange and pay directly for
travel and accommodation and will
cover the reasonable costs of meals in
connection with those meetings, but
does not provide compensation for
such attendance.

které Poskytovatel zapoji do provadéni
Studie podle této Smlouvy. Poskytovatel
zarucuje, ze vykaze, ptizna a zaplati veskeré
prislusné dan€, pfispévky na socidlni
zabezpeceni a souvisejici poplatky splatné v
souvislosti S odménou  Hlavniho
zkousejictho a ostatnich osob, jejichz
sluzeb Poskytovatel vyuziva pro plnéni
svych povinnosti podle této Smlouvy.

2.1 Zaklad Gasti na Studii.  Ucast
Poskytovatele nebo Hlavniho
zkousSejiciho na Studii neni zalozena
na zadném predchozim ani budoucim
obchodnim vztahu mezi spole¢nosti
XXX a Hlavnim zkousejicim nebo
Poskytovatelem. Neni ani vdzana na
zadna obchodni ¢i jind rozhodnuti
Hlavniho zkousejiciho nebo
Poskytovatele ohledné spolecnosti
XXX nebo jejich piipravki.

2.2 Sdélovani a oznamovani informaci
CRO nebo spolecnosti XXX. V
zajmu transparentnosti vztahd se
zkouSejicimi a pracovisti, kde je
studie provadéna, nebo za ucelem
zajisténi souladu s platnymi mistnimi
pravnimi ptedpisy je spole¢nost XXX
opravnéna zvefejnit informace o
podpofe, kterou poskytuje podle této
Smlouvy. V takovém sdéleni je
spolecnosti XXX opradvnéna uveést
identifika¢ni udaje Poskytovatele 1
totoznost Hlavniho zkousejiciho, ale
bude jasné¢ rozliSovat mezi platbami
nebo jinym plnénim poskytovanym
poskytovateli na stran¢ jedné a
platbami a jinym  plnénim
poskytovanym fyzickym osobdm na
stran¢ druhé.

2.3 Setkani zkouSejicich. = Pokud jsou
Hlavni zkousejici nebo jini pracovnici
Studie povinni Ucastnit se setkani s
vyzkumnymi pracovniky ohledné této
Studie, CRO nebo spolec¢nost XXX
zajisti a pfimo uhradi cestovné a
ubytovani a uhradi pfimétené naklady
na stravovdni v souvislosti s témito




3. Protocol.

Institution and Principal
Investigator will conduct the Study and
Study-related activities in accordance with
the Protocol, including, but not limited to,
the requirements relating to Institutional
Review Board or Independent Ethics
Committee (“IRB/IEC”) approval and
adverse event reporting, if applicable.

3.1 Amendments. The Protocol may be
modified only by a written
amendment, approved by XXX and
the  responsible  IRB/IEC, if
applicable (“Amendment”) except,
as described in the Protocol, for
emergency changes necessary to
protect the safety of the Study
Subjects (as defined in Section 4,
Subject Enrollment).

. Subject _Enrollment. Institution and
Principal Investigator has agreed to enroll
in the Study all qualifying Study
participants available to Institution who
agree to participate during the CRO-
specified enrollment period unless CRO
modifies this enrollment period by written
notice. A qualified participant is one who
meets all Protocol criteria for inclusion in
the Study (“Study Subject”). The
opportunity for a patient to participate in the
Study will play no role in the clinician’s
decision to prescribe XXX Product.

4.1 Early Discontinuation. CRO may
discontinue Study Subject enrollment
early by written notice if the total
enrollment needed for the Study has
been achieved before the end of the
enrollment period.

schiizkami, ale neposkytuje za né
odménu.

3. Protokol. Poskytovatel a Hlavni zkousejici

budou provadét Studii a ¢innosti souvisejici
se Studii v souladu s Protokolem, zejména
v souladu s pozadavky na schvaleni ze
strany posudkové komise (Institutional
Review Board) nebo nezavislé etické
komise (Independent Ethics Committee)
(dale jen ,,IRB/IEC“) a na piipadné
oznamovani nezadoucich piihod.

3.1 Dodatky. Protokol mize byt zménén
pouze pisemnym dodatkem
schvalenym spolecnosti XXX a
piipadné odpovédnou komisi
IRB/IEC (dale jen ,,Dodatek®), s
vyjimkou naléhavych zmén
uvedenych v Protokolu a nezbytnych
k ochrané¢ bezpecnosti Subjektl
studie (jak je tento pojem vymezen v
clanku 4 (Zatazeni subjekti do

Studie)).

. Zatazeni subjektu do Studie. Poskytovatel

a Hlavni zkouSejici se zavazali zaradit do
Studie vSechny zptsobilé Ucastniky Studie,
které ma Poskytovatel k dispozici a ktefi
vyslovi se svou ucasti souhlas béhem lhity
ur¢ené CRO pro zatazovani subjektii do
Studie, pokud CRO tuto lhiitu nezméni
pisemnym oznamenim. Kvalifikovanym
ucastnikem je ucastnik, ktery spliuje
veSkera kritéria pro zatfazeni do Studie
stanovena v Protokolu (dale jen ,,Subjekt
studie®). Moznost uréitého pacienta
ucastnit se Studie nebude mit Zddny vliv na
rozhodnuti oSetfujicitho 1ékate predepsat
Ptipravek spolec¢nosti XXX.

4.1 Predcasné ukonceni lhity. CRO
muze zatfazovani Subjektl studie
predcasné ukon¢it pisemnym
oznamenim, pokud bylo pted koncem
doby néaboru dosazeno potiebného
poctu ucastnikl Studie.

5. Provadéni Studie




5. Study Conduct

5.1

5.2

Charging Study Subjects. Institution
and Principal Investigator will not
charge a Study Subject or third-party
payer for any services reimbursed by

CRO under this  Agreement.
Serious Protocol or ICH GCP
Breaches. If Institution or Principal

Investigator become aware of any
serious breaches of (1) the Protocol or
(2) any applicable law, regulations,
governmental guidance or generally
accepted research practices for non-
interventional studies, such as the
Good Pharmacoepidemiology
Practices relevant to this type of
study, Institution will inform CRO
immediately.

6. Data Protection and FDA Disclosure

6.1

6.2

Personal Data. XXX, Principal
Investigator and Institution shall
comply with the protection of
personal data terms and obligations
set forth in Attachment D.

Financial Disclosure. Where the
Study is deemed by XXX to be a
“covered study” for the purpose of the
United States Food and Drug
Administration regulation entitled
“Financial Disclosure by Clinical
Investigators” (the “FDA
Regulation”), Principal Investigator
agrees, and Principal Investigator and
Institution will ensure that any sub-
investigator engaged in the Study
agrees, to disclose to CRO and XXX
all relevant financial and other
information (including details of
equity interests in XXX or any of its
affiliates) relating to the Principal
Investigator or sub-investigators, as

5.1

5.2

6. Ochrana osobnich udaju a

Uttovani poplatkti Subjektim studie.
Poskytovatel a Hlavni zkousejici
nebudou  Subjektu  studie ani
externimu platci  Gctovat zadné
poplatky za sluzby, které podle této
Smlouvy hradi CRO.

Zéavazné ptipady poruseni Protokolu
nebo Smérnice spravné klinické praxe
vydané Mezinarodni konferenci pro
harmonizaci (ICH GCP). Pokud se
Poskytovatel nebo Hlavni zkousejici
dozvi o jakémkoli zdvazném poruseni
1) Protokolu nebo 2) platnych
pravnich a spravnich ptedpist, jinych
statnich  norem  nebo  obecné
uznavanych vyzkumnych postupti v
oblasti neintervencnich studii, napf.
Spravné  farmakoepidemiologické
praxe relevantni pro tento typ studie,
bude o této skuteCnosti okamzité
informovat CRO.

sdélovani

informaci Ufadu pro kontrolu potravin a

léciv (FDA)

6.1 Osobni udaje. Spolecnost XXX,
Hlavni zkouSejici a Poskytovatel
budou dodrzovat podminky ochrany
osobnich 1Udaji a  povinnosti
stanovené v pfiloze D.

6.2 Sdclovani finan¢nich udaji. V

ptipadech, kdy spole¢nost XXX
shledd, ze se na Studii vztahuje

nafizeni amerického Uftadu pro
kontrolu potravin a léciv (FDA)
nazvané  ,,Sdélovani  financnich

informaci zkousejicimi v klinickém
vyzkumu* (dale jen ,,Nafizeni FDA®),
se Hlavni zkousejici zavazuje a
Hlavni zkousejici a Poskytovatel
zajisti, aby jakykoli dil¢i fesitel, ktery
se ucastni Studie, poskytl CRO a
spole¢nosti XXX veskeré relevantni
finanéni a jiné informace (vcetné
udaji o jakémkoli piipadném
vlastnickém podilu ve spoleCnosti




the case may be (and, where relevant,
spouse and dependants of Principal
Investigator or  sub-investigator)
as required by XXX to enable XXX
to comply with the FDA Regulation.

7. Informed Consent, and Subject

8. XXX Product.

Recruitment

7.1 Informed Consent. Institution,
through the Principal
Investigator, will obtain a prior
written informed consent for
each Study Subject and will
maintain a signed original of
that consent in that Study
Subject’s record.  Institution
must not make any changes to
this document without the prior
written approval of the CRO or
XXX (including any revisions
made during the course of the
Study) before the revised
informed consent document is
used for the Study.

7.2 Subject Recruitment.
Institution  and  Principal
Investigator will provide CRO
an opportunity to review and
approve the content of any
Study recruitment materials
directed to potential Study
Subjects before such materials
are used, if any. This
requirement applies to all such
materials, regardless of
medium.

Since this is an

observational study, CRO will not
provide the XXX Product. Study

XXX nebo kterékoli z jejich
sptiznénych  osob) tykajici se
Hlavniho zkousejiciho nebo
spoluzkousejicich  (a  je-li  to
relevantni, manzela a zavislych osob

Hlavniho zkousejiciho a
spoluzkousejicich), jak bude
spolecnost XXX vyzadovat, aby

mohla splnit pozadavky Naftizeni
FDA.

7. Informovany souhlas a ndbor subjektu

7.1

7.2

Informovany souhlas. Poskytovatel
si prostiednictvim Hlavniho
zkousejictho vyzaddd od kazdého
Subjektu studie pfedchozi pisemny
informovany  souhlas a  bude
uchovévat podepsany origindl tohoto
souhlasu v zdznamech daného
Subjektu studie. Poskytovatel nesmi
bez piedchoziho pisemného souhlasu
CRO nebo spolecnosti XXX provést
zadné zmény tohoto dokumentu
(vCetné jakychkoli zmeén
provedenych v pribéhu Studie),
dokud nebude pro Studii pouzit
revidovany dokument informovaného
souhlasu.

Nabor subjekti.  Poskytovatel a
Hlavni zkousSejici poskytnou CRO
moznost prezkoumat a schvalit obsah
jakychkoli ndborovych materiala pro
Studii uréenych potencialnim
Subjektim studie, nez budou tyto
materidly pouzity. Tento pozadavek
se vztahuje na vSechny takové
materialy, bez ohledu na médium.

8. Piipravek spolecnosti XXX. Vzhledem k

tomu, Ze se jedna o observacni studii, CRO
nebude poskytovat Ptipravek spolec¢nosti

XXX.

Subjekty studie obdrzi Ptipravek




Subjects will receive the XXX Product
by prescription as part of their standard
medical care.

9. Equipment or Materials.

10.  Confidential Information. During the
course of the Study, Institution or

Principal Investigator may receive or

generate  information  that  is
confidential to CRO, XXX, or a XXX
affiliate.

10.1 Definition. Except as specified in
Section 10.2, Exclusions, below,
“Confidential Information” includes:

a.  the Protocol,

b. Study Data (as defined in
Section 11, Study Data, and
Study Records),

c. Attachment A (Study Budget
and Payment Terms) to this
Agreement, and

d.  any other information related to
the Study, the XXX Product, or
CRO, XXX, or XXX affiliate
technology, research, or
business plans that CRO, XXX,
or a XXX affiliate provides to
Institution in writing or other
tangible form and marks as
CONFIDENTIAL or initially
discloses orally and then
summarizes and confirms in
writing as CONFIDENTIAL
within 30 days after the date of
oral disclosure. Information of
the type described in this
Section 10.1.f. that is disclosed
orally will also be considered
Confidential Information even
if not later confirmed in writing
if the confidential nature of the
disclosure  is  reasonably
apparent to the other party.

10.2 Exclusions. Confidential Information
does not include information that:

spolecnosti XXX na predpis v ramci své
standardni zdravotni péce.

9. Zafizeni nebo materialy.

10. Duvérné informace. Béhem Studie
muze Poskytovatel nebo Hlavni
zkousejici  ziskat nebo  vytvofit
informace, kter¢é jsou pro CRO,
spolecnost XXX nebo spfiznénou

osobu spolecnosti XXX davérné.

10.1 Vymezeni pojmu. Neni-li nize v ¢l.
10 odst. 2, Vyjimky, uvedeno néco
jiného, pojem ,,Divérné informace*
zahrnuje:

a.  Protokol,

b. Udaje ze studie (jak je tento
pojem vymezen v Clanku 11,
Udaje ze studie a Zaznamy ze
studie),

c.  Prilohu A (Rozpocet studie a
platebni  podminky)  této
Smilouvy a

d.  jakékoli  dalsi  informace
tykajici se Studie, Ptipravku
spole¢nosti XXX nebo
technologie,  vyzkumu  ¢i
obchodnich  plani  CRO,
spole¢nosti XXX nebo
sptiznéné osoby spolecnosti
XXX, které¢ CRO, spolecnost
XXX nebo spifiznénd osoba
spoleCnosti XXX  poskytne
Poskytovateli pisemné nebo v
jiné hmotné podobé a oznaci
jako DUVERNE nebo které
puvodné sd€li tstné a poté je do
30 dntli ode dne Ustniho sdéleni
shrne a pisemné u nich potvrdi,
7¢ se jedna o DUVERNE
informace. Typ informaci
popsanych v tomto ¢l. 10 odst.
1, které jsou sd€lovany ustng,
se rovnéz povazuji za Divérné
informace, i kdyZz nebudou
pozd€ji pisemné potvrzeny,
pokud bude druhé smluvni




10.3

10.4

a. is in the public domain at the
time of disclosure or during the
term of this confidentiality
obligation by means other than
breach of this Agreement by
Institution,

b. is already known to Institution
at the time of disclosure and is
free of any obligations of
confidentiality,

c. is obtained by Institution, free
of any obligations  of
confidentiality, from a third
party who has a lawful right to
disclose it, or

d. is independently developed, as
documented by written records,
by individuals within
Institution who had no access to
Confidential Information.

Confidentiality of Personal Data. All
Personal Data (as defined in
Attachment D) that Institution
collects, processes, stores, transfers,
or uses in connection with the conduct
and reporting of the Study is also to
be identified and treated as
Confidential Information for the
purposes this  Agreement.

of

Obligations  of  Confidentiality.
Unless CRO provides prior written
consent, Institution and Principal
Investigator may not use Confidential
Information for any purpose other
than that authorized in this
Agreement, nor may Institution and
Principal ~ Investigator  disclose
Confidential Information to any third
party except as authorized in this
Agreement or as required by law,
including applicable regulations.

a. CRO and XXX specifically

10.2

10.3

10.4

stran¢ pfiméfené zjevné, ze se
jedna o divérné informace.

Vyjimky. Divérné informace
nezahrnuji informace, které:

a.  jsou v okamziku sdéleni nebo
po dobu trvani této povinnosti

mlcCenlivosti  vefejné znamé
jinak nez porusenim této
Smlouvy ze strany

Poskytovatele,

b.  jsou jiz Poskytovateli znamy v
okamziku jejich sdéleni a neni s
nimi spojena povinnost
mlcenlivosti,

c.  Poskytovatel ziska od tieti
osoby, aniz by byla zavazéna
povinnosti ml¢enlivosti, a tato
tieti osoba je opravnéna tyto
informace sdélit, nebo

d.  jsou nezavisle vytvofeny, jak
vyplyva z pisemnych zdznami,

fyzickymi osobami
Poskytovatele, které nemély
ptistup k Divérnym
informacim.

Duvérnost osobnich tdajii. Veskeré
Osobni udaje (jak je tento pojem
vymezen v piiloze D), které
Poskytovatel shromazd'uje,
zpracovava, uchovava, pfedava nebo
pouziva v souvislosti s provadénim a
vykazovanim Studie, budou rovnéz
pro ucely této Smlouvy oznaCeny
jako Divérné informace a bude s nimi
nakladano jako s Dlvérnymi
informacemi.

Povinnost zachovadvat mlcenlivost.
Bez ptedchoziho pisemného souhlasu
CRO nejsou Poskytovatel ani Hlavni
zkouSejici opravnéni pouzit Dlvérné
informace k zaddnému jinému ucelu
nez k ucelu povolenému touto

authorize any required Smlouvou ani nejsou opravnéni sdélit
disclosure  of  Confidential Duavérné informace zadné tieti osobé,
Information to IRB/IEC or s vyjimkou piipadl, kdy je to
regulatory authority povoleno touto Smlouvou nebo

10




10.5

10.6

representatives.

b.  Permitted uses and disclosures
of Study Data are described in
Sections 11 (Study Data, and
Study Records) and 15
(Publications) of this
Agreement and use of Personal
Data is discussed in Section 6
(Data Protection and FDA
Financial Disclosure).

Disclosure Required by Law. If
disclosure of Confidential
Information beyond that expressly
authorized in this Agreement is
required by law, that disclosure does
not constitute a breach of this
Agreement so long as Institution
and/or Principal Investigator:

a.  notifies CRO in writing as far as
possible in advance of the
disclosure so as to allow CRO
or XXX to take legal action to
protect its Confidential
Information,

b.  discloses only that Confidential
Information required to comply
with the legal requirement, and

C. continues to maintain the
confidentiality of this
Confidential Information with
respect to all other third parties.

Survival of Obligations. For
Confidential Information other than
Personal Data (as defined in
Attachment D), Study Data these
obligations of  nonuse and
nondisclosure survive termination of
this Agreement and continue for a
period of five years after termination.
Confidentiality obligations for Study
Data survive for as long as Institution
and/or Principal Investigator retains
this information, subject to the
permitted uses and disclosures
described Attachment D and Section
15 of this Agreement.

10.5

10.6

vyzadovano zakonem, véetné

platnych ptredpisi.

a.  CRO a spoletnost XXX
vyslovné schvaluji jakékoli

pozadované sdéleni Divérnych
informaci zéastupcim IRB/IEC
nebo  regulacniho  organu.

b.  Ptipady povoleného wuziti a
sdéleni Udajio ze studie jsou
popsany v ¢lanku 11 (Udaje ze
studie a Zaznamy ze studie) a v
¢lanku 15 (Publikace) této
Smlouvy a pouziti Osobnich
udaji je uvedeno v Clanku 6
(Ochrana osobnich udaji a
sdé¢lovani finan¢nich 1udajt
Utadu pro kontrolu potravin a
léciv (FDA)).

pozadované
zékonem. Pokud je sdéleni
Duvérnych informaci nad rdmec
ptipadll vyslovné povolenych v této
Smlouvé  vyzadovdno  zékonem,
neptedstavuje takové sdélenti
poruseni této Smlouvy, pokud
Poskytovatel a/nebo Hlavni
zkouSejici:

Pfipady sdéleni

a.  pisemné informuje CRO o této
skute¢nosti co mozna nejdiive
pred takovym sdé€lenim, aby
CRO nebo spolecnost XXX
mohly ucinit pravni kroky na
ochranu  svych  Divérnych
informaci,

b.  sdéli pouze Duvérné informace,
které jsou nezbytné pro splnéni
pravnich pozadavkd, a

C. bude 1 nadale zachovavat
divérnost téchto Divérnych
informaci ve vztahu ke vSem
ostatnim tfetim osobam.

Zachovani  platnosti  povinnosti.
Pokud jde o jiné Dlvérné informace
nez o Osobni udaje (jak je tento pojem
vymezen v piiloze D) a Udaje ze

11




11.

10.7 Return of Confidential Information.

If requested by CRO in writing,
Institution and Principal Investigator
will  return all  Confidential
Information except that required to be
retained at the Study site by
applicable regulation. However,
Institution and Principal Investigator
may retain a single archival copy of
the Confidential Information to
determine the scope of obligations
incurred under this Agreement and
may retain Study Data for exercise of
the non-exclusive license under
Section 11.1.b.

Study Data and Study Records

11.1 Study Data. During the course of the

Study, Institution through Principal
Investigator will collect certain data
and submit it to CRO (“Study Data”)
as specified in the Protocol. Study
Data may include Personal Data of
Study Subjects. Institution and
Principal Investigator will ensure
accurate and timely collection,
recording, and submission of Study
Data, consistent  with  CRO
instructions.

a. Ownership of Study Data.
Subject to Institution and
Principal Investigator’s rights
to use Study Data to publish the
results of the Study (see Section

10.7

11.
111

studie, ziistdvaji tyto povinnosti
tykajici se zakazu pouzivani a sdéleni
informaci v platnosti i po ukonceni
této Smlouvy a po dobu péti let od
ukonceni.  Povinnost zachovavat
divérnost Udajii ze studie zlstava v
platnosti po dobu, po kterou
Poskytovatel a/nebo Hlavni
zkousejici tyto informace uchovava, s
vyhradou ptipadii povoleného pouziti
a sdéleni popsanych v piiloze D a
¢lanku 15 této Smlouvy.

Vraceni Duvérnych informaci. Na
pisemnou  zadost CRO  vrati
Poskytovatel a Hlavni zkousejici
veSkeré Duveérné informace, s
vyjimkou téch, které musi byt
uchovavany v misté provadéni Studie
podle platnych pravnich predpist.
Poskytovatel a Hlavni zkousejici jsou
vSak opravnéni ponechat si jednu
kopii Diivérnych informaci v archivu
za ucelem urceni rozsahu povinnosti
vyplyvajicich z této Smlouvy a jsou
opravnéni uchovéavat Udaje ze studie
za ucelem vykonu nevyhradni licence
podle ¢l. 11 odst. 1 pism. b).

Udaje ze studie a Zaznamy ze studie

Udaje ze studie. Poskytovatel bude

prostiednictvim Hlavniho
zkouSejictho v pribéhu  Studie
shromazd’ovat nékteré udaje a

predkladat je CRO (dale jen ,,Udaje
ze studie®), jak je uvedeno v
Protokolu. Udaje ze studie mohou
zahrnovat Osobni udaje Subjekti
studie.  Poskytovatel a Hlavni
zkouSejici zajisti sprdvné a vcasné
shromazd’ovani, zaznamenavani a
predkladani Udajii ze studie v souladu
s pokyny vydanymi CRO.

a.  Vlastnictvi Udaji ze studie. S
vyhradou prav Poskytovatele a
Hlavniho  zkousejictho  k
uzivani Udaji ze studie za
ucelem zvetejnéni vysledkl
Studie (viz  Clanek 15,

12




12.

11.2 Study Records.

15, Publications) and the non-
exclusive license that permits
certain uses (see Section 11.1.b,
below), XXX is the exclusive
owner of all Study Data.

b.  Medical Records. Study
Subject-related medical records
that are not submitted to CRO
may include some or all of the
same information as is included
in Study Data; however, neither
CRO nor XXX makes any
claim of ownership to those
documents or the information
they contain.

Institution and/or
Principal Investigator will retain each
Study Subject’s Study records, which
include the Institution’s copies of all
Study Data as well as relevant source
documents  (collectively, “Study
Records”), under storage conditions
conducive to their stability and
protection, for a period required by
applicable laws but not shorter than of
15 years after termination of the
Study unless CRO or XXX
authorizes, in  writing, earlier
destruction.

Monitoring, Inspections, and Audits.

12.1 Monitoring. CRO and XXX
reserve the right to monitor
Study conduct in the manner
that CRO or XXX deems
appropriate to the
circumstances, and Institution
will  cooperate with such
activities.  Upon reasonable
notice and during regular
business hours, Institution and
Principal  Investigator  will

12.

12.1 Monitorovani.

Publikace) a s vyhradou
nevyhradni  licence,  ktera
umoznuje nékteré  pripady

pouziti (viz ¢€l. 11 odst. 1 pism.
b) nize), je  vyhradnim
vlastnikem veskerych Udaju ze
Studie spole¢nost XXX.

b.  Zdravotni zaznamy. Zdravotni
zaznamy tykajici se Subjektl
studie, které nejsou predany
CRO, mohou obsahovat nékteré
nebo veskeré stejné udaje, které
jsou zahrnuty v Udajich o
studii; CRO ani spole¢nost
XXX vSak nemaji zadny
vlastnicky  titul k  témto
dokumentim ani informacim,

které obsahuyji.
11.2 Zaznamy ze studie. Poskytovatel
a/nebo Hlavni zkouSejici bude

uchovavat ve vztahu ke kazdému
Subjektu studie Zaznamy ze studie,
véetné ptislusnych zdrojovych
dokumentil ve vlastnictvi
Poskytovatele (spole¢né dale jen
wLaznamy ze studie®) za podminek
zajiStyjicich  jejich  stabilitu a
ochranu, a to po dobu stanovenou
platnymi pravnimi ptedpisy, avSak
nejméné po dobu 15 let od ukonceni
Studie, pokud CRO nebo spole¢nost
XXX pisemné¢ neschvali jejich
diivéjsi skartaci.

Monitorovani, kontroly a audity.

CRO a spolecnost
XXX si vyhrazuji pravo sledovat
prabéh Studie zptisobem, ktery CRO
nebo spolecnost XXX povazuji za
vhodny vzhledem k okolnostem, a
Poskytovatel s nimi bude pfi téchto
¢innostech  spolupracovat. Po
pfedchozim ozndmeni podaném v
pfiméfeném piedstihu a v bézné
pracovni dobé umozni Poskytovatel a
Hlavni zkousejici CRO a spole¢nosti
XXX ptistup do prostor a zafizeni, k

13




12.2

12.3

permit CRO and XXX
representatives access to the
premises, facilities, Study
Records, investigators, and
research staff if and as required
to monitor Study conduct.

XXX Representative Personal Data.
If in the support of a clinical trial,
XXX representatives are required to
submit to Institution or Principal
Investigator any Personal Data,
including but not limited to, name,
address, phone number, government
identifier, or birthdate (“XXX
Representative Personal Data”),
Institution and Principal Investigator
will:

a.  protect the confidentiality of
XXX Representative Personal
Data using the same or similar
standards Institution uses for its
own employees;

b. not sell or disclose XXX
Representative Personal Data to
any third party except as
required by law;

c. impose similar confidentiality
and security obligations, by
contract, on any contracted
service providers with whom
Institution may share XXX
Representative Personal Data;

d. take appropriate measures to
protect against any
unauthorized use or disclosure
of XXX Representative
Personal Dataand will promptly
notify XXX of any breach of
this provision.

Inspections and Audits. The Study
may be subject to inspection by
regulatory  agencies  worldwide,
including the FDA. Regulatory

12.2

Zaznamim o studii, zkouSejicim a
spoluzkousejicim, v rozsahu
nezbytném pro sledovani pribéhu
Studie.

Osobni udaje zastupce spolecnosti
XXX. Pokud jsou zastupci
spole¢nosti XXX pro podporu Studie
povinni  poskytnout Poskytovateli
nebo Hlavnimu zkousSejicimu
jakékoli Osobni udaje, zejména
jméno, adresu, telefonni ¢islo, statni
identifikator nebo datum narozeni
(déle jen ,,Osobni udaje zastupce
spole¢nosti XXX*), Poskytovatel a
Hlavni zkouSejici:

a.  ochrani dbvérnost Osobnich
udajii  zastupce  spolecnosti
XXX za pouziti stejnych nebo
obdobnych standardi, které
pouzivaji pro své vlastni
zameéstnance,

b. neprodd ani nesdéli Osobni
udaje  zastupce  spolecnosti
XXX zadné tfeti  osobé,
nevyzaduje-li to zdkon,

Cc. ulozi obdobné povinnosti
zachovani davérnosti a
bezpecnosti na zéklad¢
smlouvy jakymkoli smluvnim
poskytovatelim sluzeb, s nimiz
bude Poskytovatel ptipadné
sdilet Osobni udaje zastupci
spole¢nosti XXX,

d. pfijmou vhodna opatieni k
ochrané pfed  jakymkoli
neopravnénym  uzitim  ¢i
sdélenim  Osobnich  daji
zastupce spolecnosti XXX a
budou bezodkladné informovat
spolecnost XXX o jakémkoli
poruseni tohoto ustanoveni.

12.3 Kontroly a audity. Studie muze byt

kontrolovana regula¢nimi organy po
celém svété, vcéetné uradu FDA.
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inspections may  occur  after
completion of the Study and may
include auditing of Study Records.
CRO or XXX may also choose to
audit Study Records during or after
the Study as part of its monitoring of
Study conduct.

a.  Notification. Institution or
Principal  Investigator  will
notify CRO as soon as
reasonably possible if the site is
inspected or scheduled to be
inspected by a regulatory
agency in relation to the Study.

b. Right to be Present. If not
prohibited by law, XXX or
CRO will have the right to be
present during, and participate
in, any such inspection, audit,
investigation, or regulatory
action.

C. Cooperation.  Institution and

Principal  Investigator  will
cooperate  with  regulatory
agency, CRO and XXX

representatives in the conduct
of inspections and audits and
will ensure that Study Records
are maintained in a way that
facilitates  such  activities.

d.  Resolution of Discrepancies.
Institution, through the
Principal Investigator, will
promptly resolve any
discrepancies that are identified
between the Study Data and the

Study  Subject’s  medical
records.

e. Inspection Findings and
Responses. Institution or
Principal  Investigator  will

promptly forward to CRO and
XXX copies of any inspection
findings that Institution
receives from a regulatory

Regulatorni kontroly mohou
probéhnout po dokonceni Studie a
mohou zahrnovat audit Zaznamu ze
studie. CRO a spolecnost XXX se
rovnéz mohou rozhodnout provést
audit Zaznaml ze studie v prub¢hu
Studie nebo po jejim dokoncéeni v
ramci sledovani jejiho provadéni.

a.  Oznamovani. Poskytovatel
nebo Hlavni zkousejici
vyrozumi CRO co moZna

nejdiive, pokud je v souvislosti

se Studii provadéna nebo
naplanovana kontrola
ptislusného pracovisté
regulacnim organem.

b.  Pravo byt pfitomen. Neni-li to
zakonem  zakazéno,  maji
spole¢nost XXX nebo CRO
pravo byt pfitomny béhem
jakékoli  takové  kontroly,
auditu, Setfeni nebo regulacniho
opatfeni a Ucastnit se jich.

c.  Soucinnost.  Poskytovatel a
Hlavni zkouSejici budou pii
provadéni kontrol a audith
spolupracovat s regula¢nim
organem, s CRO a se zastupci
spolecnosti XXX a zajisti, aby
Zaznamy ze studie byly vedeny
zpusobem, ktery takové
¢innosti usnadni.

d. Reseni poruch. Poskytovatel
prostiednictvim Hlavniho
zkousejiciho neprodlené vyftesi
jakékoli nesrovnalosti mezi
Udaji ze studie a lékaiskymi
zaznamy Subjektu studie.

e.  Vysledky kontroly a reakce.
Poskytovatel nebo  Hlavni
zkouSejici bezodkladné pifeda
CRO a spolecnosti XXX kopie
vysledki kontroly, které obdrzi
od regulatniho orginu v
souvislosti se Studii. Je-li to
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13.

12.4 Study Conduct Evaluations.

agency in relation to the Study.
Whenever feasible, Institution
and Principal Investigator will
also provide CRO and XXX
with  an  opportunity to
prospectively  review  and
comment on any Institution or
Principal Investigator responses
to regulatory agency
inspections in regard to the
Study.

CRO,
XXX or XXX external service
providers may document and evaluate
the performance of Institution and
Principal Investigator in the conduct
of the Study. CRO and XXX will use
these evaluations solely for internal
purposes.

Remedies for Breach of Certain Study.
In the event Institution or Principal
Investigator fail to comply with any of
its obligations set out in Sections 3
(Protocol), 7 (Informed Consent and
Subject Recruitment), 11 (Study Data
and Study Records) and
12 (Monitoring,  Inspections,  and
Audits) of this Agreement, or the
requirements of the Protocol relating to
adverse event reporting, ethical
conduct of the Study, or IRB/IEC
review, in addition to its right to
terminate the Study immediately under
Section 18.1.c(2), CRO will have
recourse to either or both of the
following alternative remedies:

a. Suspension of Study
Subject enrollment, if
the Study is not yet fully
enrolled, and

b. Suspension of payment.

Any suspension of enrollment or
payment will continue until Institution
or Principal Investigator return to
compliance with its Study obligations,

13.

12.4 Hodnoceni prubéhu Studie.

mozné, Poskytovatel a Hlavni
zkouSejici rovnéz CRO a
spole¢nosti XXX umozni, aby
piedem ptezkoumaly ptipadné
reakce Poskytovatele nebo
Hlavniho  zkousejiciho  na
kontroly regulacnich orgéni v
souvislosti se Studii a aby se k
témto reakcim vyjadiily.

CRO,
XXX nebo externi
poskytovatelé sluzeb spolecnosti
XXX mohou dokumentovat a
hodnotit vykonnost Poskytovatele a
Hlavniho zkouSejiciho pfi provadéni
Studie. CRO a spole¢nost XXX tato
hodnoceni pouziji vyhradné pro
interni ucely.

spolecnost

Pravni prostiedky v ptipadé poruseni
nékteré z povinnosti ve Studii. V
ptipad¢, ze Poskytovatel nebo Hlavni
zkousejici nesplni kteroukoli ze svych
povinnosti stanovenych v ¢lanku 3
(Protokol), v ¢lanku 7 (Informovany
souhlas a nabor subjektl), v ¢lanku 11
(Udaje ze studie a Zaznamy ze studie)
a Clanku 12 (Monitoring, kontroly a
audity) této Smlouvy nebo poZadavky
Protokolu tykajici se oznamovani
nezadoucich ptihod, etického
provadéni Studie nebo prezkumu ze
strany IRB/IEC, m4 CRO kromé svého
prava na okamzité ukonceni Studie
podle ¢l. 18 odst. 1 pism. ¢) bod 2
moznost vyuzit jeden z nize uvedenych
pravnich prostiedki, pfipadné oba tyto
pravni prostredky:

a. Pozastaveni naboru
Subjektt studie, pokud
jeste neni ukoncen, a

b. Pozastaveni plateb.

Jakékoli pozastaveni ti€asti nebo platby
bude trvat az do okamziku, kdy dle
uvazeni CRO zacne Poskytovatel nebo
Hlavni zkouSejici znovu plnit své
povinnosti  vyplyvajici ze Studie.
Pouziti jednoho zvySe uvedenych
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as determined by CRO. Use of either
or both of the above remedies does not
preclude CRO or Pfizer from
exercising its right to immediately
terminate the Study if Institution or
Principal Investigator does not become
compliant.

14. Inventions.

14.1 Notification. If the conduct of
Study results in any invention
or discovery whether
patentable or not
(“Invention™), Institution or
Principal  Investigator  will
promptly inform CRO.

14.2 Assignment. Institution and
Principal  Investigator  will
assign, or ensure that inventors
assign, all interest in any such
Invention to XXX, free of any
obligation or consideration
beyond that provided for in this
Agreement.

14.3 Assistance.  Institution and
Principal  Investigator  will
provide reasonable assistance
to XXX in filing and
prosecuting any patent
applications relating to
Invention, at XXX s expense.

15.  Publications. XXX supports the
exercise of academic freedom and has no
objection to publication by Principal
Investigator of the results of the Study
based on information collected or generated
by Principal Investigator.

15.1 Prepublication Review. Institution
and/or Principal Investigator, as

14.

15.

pravnich prostiedkit nebo obou téchto
prostiedki.  nebrani CRO  nebo
spole¢nosti Pfizer uplatnit své pravo na
okamzit¢ ukoncCeni Studie, pokud
Poskytovatel nebo Hlavni zkousejici
nezacne  plnit své  povinnosti.

Vynalezy.

14.1 Oznamovani. Pokud Studie
vyusti v jakykoli vynalez nebo
objev bez ohledu na to, zda jsou
patentovatelné, ¢i nikoli, (dale
jen ,»Vynalez*), bude
Poskytovatel nebo  Hlavni
zkousejici neprodlené
informovat CRO.

14.2 Postoupeni.  Poskytovatel a
Hlavni zkouSejici  postoupi
nebo zajisti, aby vyndlezci
postoupili spolecnosti XXX
veSkeré naroky ve vztahu k
takovému  Vynalezu, bez
jakéhokoli  zdvazku  nebo
protiplnéni nad ramec zavazkl
a protiplnéni uvedenych v této
Smlouvé.

14.3 Podpora. Poskytovatel a
Hlavni zkousSejici poskytnou
spole€nosti XXX piimétenou
podporu  pifi  podédni a
vyfizovani jakychkoli
patentovych piihlasek
tykajicich se Vynalezu, a to na
naklady spole¢nosti XXX.

Publikace. Spole¢nost XXX podporuje
vykon akademické svobody a nema zadné
namitky proti tomu, aby Hlavni zkousSejici
zvetejnil vysledky Studie na zadkladé
informaci, kter¢  Hlavni  zkouSejici
shromazdil nebo vytvofil .

15.1 Piezkum pied zvetejnénim.
Poskytovatel a/nebo ptipadné Hlavni
zkouSejici umoZzni spolecnosti XXX
pfezkoumat jakoukoli navrhovanou
publikaci nebo jakykoli jiny druh
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applicable will provide xxx an
opportunity to review any proposed
publication or any other type of
disclosure of the results of the Study
(collectively, “Publication”) before it
is submitted or otherwise disclosed.
xxx will review for unprotected
Inventions (see Section 14,
Inventions) and may also provide
comments on content.  Institution
and/or Principal Investigator, as
applicable will consider any such
comments in good faith but is under
no obligation to incorporate any XXX
suggestions.

a.  Submission to XXX.
Institution and/or  Principal
Investigator, as applicable, will
provide any Publication to
XXX at least 30 days before it
is submitted for publication or
otherwise disclosed. If any
patent action is required to
protect intellectual property
rights, Institution  and/or
Principal  Investigator, as
applicable, agrees to delay the
disclosure for a period not to
exceed an additional 60 days.

b. Redaction of Confidential
Information. Institution and/or
Principal  Investigator, as
applicable, will, on request,
remove any previously
undisclosed Confidential
Information before disclosure,
except for any Study- or XXX
Product-related information
necessary to the appropriate
scientific ~ presentation  or
understanding of the Study
results.

15.2 Multi-Center Studies. If Study is part

of a multi-center trial, Instutition
and/or Principal Investigator, as
applicable, agrees that the first
Publication is to be a joint Publication

15.2 Multicentrické studie.

sdéleni vysledkd Studie (spole¢né
dale jen ,,Publikace*) pted jejich
podanim nebo jinym zvefejnénim.
Spolecnost XXX prezkouma
nechranéné Vynalezy (viz ¢l 14,
Vynalezy) a miize také poskytnout
ptipominky k obsahu. Poskytovatel
a/nebo ptipadn¢ Hlavni zkouSejici
zvazi jakékoli takové pripominky v
dobré¢ vife, avSak nejsou povinni
jakékoli navrhy spolecnosti XXX
Zapracovat.

a.  Predlozeni spolecnosti XXX.
Poskytovatel a/nebo piipadné
Hlavni  zkousSejici ptedlozi
spole¢nosti XXX  jakoukoli
Publikaci alespon 30 dnii pred
tim, nez bude piedlozena ke
zvefejnéni nebo jinak sdélena.
Je-li k ochrané prav dusevniho
vlastnictvi tieba podat
patentovou prihlasku,
Poskytovatel a/nebo piipadné
Hlavni zkouSejici se zavazuji
odlozit sdéleni udaji o dobu
nepiesahujici dal§ich 60 dnti.

b.  Odstranéni Duavérnych
informaci. Poskytovatel a/nebo
ptipadné Hlavni zkouSejici na
vyzadani pied sdélenim
odstrani jakékoli diive
nesdélené Davérné informace, s
vyjimkou jakychkoli informaci
tykajicich se Studie nebo
Ptipravku spolecnosti XXX,
které jsou nezbytné pro vhodné
védecké podani nebo pochopeni
vysledki Studie.

Pokud je
soucasti multicentrického
hodnoceni,  Poskytovatel a/nebo
pfipadn¢ Hlavni  zkouSejici se
zavazuje, 7e¢ prvni Publikace bude
spolecnou Publikaci vSech pracovist,
ktera se na Studii podilela, a ze
jakékoli nasledné publikace ze strany
Poskytovatele  a/nebo  piipadné

Studie
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15.3

154

155

covering all Study sites, and that any

subsequent Publications by
Instutition and/or Principal
Investigator, as applicable, will

reference that primary Publication.
However, if a joint manuscript has not
been submitted for publication within
12 months of completion or
termination of Study at all
participating sites, Instutition and/or
Principal Investigator, as applicable,
is free to publish separately, subject to
the other requirements of this Section
15.

Standards. For all Publications
relating to the Study, Instutition
and/or Principal Investigator, as

applicable, will comply with the
authorship  guidelines in  the
Recommendations for the Conduct,
Reporting, Editing, and Publication
of Scholarly Work in Medical
Journals
(http://www.icmje.org/icmje-
recommendations.pdf) provided by
the International Committee of
Medical Journal Editors.

Disclosure of Support.  Principal

Investigator and Institution will
disclose XXX sponsorship and
financial support of the Study in any
Publication.

Study Reqistration by XXX. XXX

commits to register, on the National
Institutes of Health Clinical Trials
Data Bank (www.clinicaltrials.gov),
all XXX-sponsored Phase 1 through 4
interventional and non-interventional
studies that involve the use of a XXX
product and evaluate the safety or
efficacy of that product. XXX will
also register XXX-sponsored studies
on other listings of ongoing studies
maintained by competent regulatory
authorities where there is a regulatory
requirement to do s0.

15.3

154

Hlavniho zkousejiciho budou na tuto
prvni Publikaci odkazovat. Pokud
vsak nebyl spole¢ny  rukopis
piedlozen ke zvetejnéni do 12 mésict
od dokonceni nebo ukonceni Studie
na vSech zucastnénych pracovistich,
jsou Poskytovatel a/nebo piipadné
Hlavni zkousejici opravnéni
publikovat samostatné, s vyhradou
ostatnich pozadavkd stanovenych v
tomto ¢lanku 15.

Normy. Ve vztahu ke vSem
Publikacim tykajicim se Studie bude
Poskytovatel a/nebo Hlavni
zkousejici postupovat v souladu s
normami o autorstvi uvedenymi v
Doporucenich pro vedeni,
ohlasovani, editaci a zverejiiovani
akademickych praci v lékarskych
casopisech
(http://www.icmje.org/icmje-
recommendations.pdf) poskytnutych

Mezinarodnim  vyborem  editorQ
1ékatskych casopist
Zvetejnéni  podpory. Hlavni

zkouSejici a Poskytovatel zvetejni
sponzorstvi spolecnosti XXX a jeji
finan¢ni podporu Studie v jakékoli
Publikaci.

15.5 Registrace Studie spole¢nosti XXX.

Spole¢nost XXX se  zavazuje
registrovat v Databazi klinickych
studii  narodnich  zdravotnickych
instituci (National Institutes of Health
Clinical  Trials Data  Bank,
www.Clinical Trials.gov) veskeré
intervenc¢ni studie prvni az ¢tvrté faze
a neintervenéni  studie,  které
sponzoruje a které zahrnuji uziti
jejiho pripravku a posuzuji jeho
bezpecnost nebo ucinnost.
Spolecnost XXX  bude  dale
registrovat studie, které sponzoruje, i
v jinych seznamech probihajicich
studii vedenych pfislusnymi
regulaénimi  orgédny, pokud to
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16.

15.6 Publication of Redacted Agreement.

On or before execution of this
Agreement, CRO will provide
Institution with a redacted version of
the Agreement in Czech only in PDF
format (“Redacted Agreement”),
having removed any information
which in CRO’s or XXX’s reasonable
opinion constitutes a CRO or XXX
trade secret, including without
limitation  the  Protocol  and
Attachment A — Study Budget and
Payment Conditions. Within 5 days
of receipt of the Redacted Agreement,
Institution will publish the Redacted
Agreement in the contract registry
maintained by the Ministry of the
Interior (“Contract Registry”) in
accordance with Act 340/2015 Coll.
on Contract Registry. Institution will
provide CRO with evidence of
publication of the Redacted
Agreement as soon as is reasonably
practicable. If CRO does not receive
evidence of publication of the
Redacted Agreement within 7 days of
receipt of the Redacted Agreement by
Institution, CRO or XXX will be
entitled to publish the Redacted
Agreement in the Contract Registry.
The parties acknowledge that the
Agreement is not valid until
published in the Contract Registry
and agree that no contracted Study-
related activities will commence until
both parties are in receipt of
confirmation of such publication.
Any written amendments to this
Agreement made pursuant to Section
19.5 (Modification) shall be redacted
and published in accordance with the
procedure set out in this Section 15.6.

Indemnification and Research Injury.

Research Injury. The term “Research
Injury” means adverse event, physical
injury, or illness caused by treatment or
procedures required by the Protocol
that the Study Subject would not have

15.6

16.

ukladaji spravni ptedpisy.
Zvetejnéni  upravené  Smlouvy.
Nejpozdéji pii podpisu této Smlouvy
poskytne CRO Poskytovateli

upravenou verzi Smlouvy v ceském
jazyce pouze ve formatu PDF (dale
jen ,,Upravena smlouva®“), z niz
odstrani jakékoli informace, které
podle pifiméfeného nazoru CRO nebo
spolecnosti XXX predstavuji
obchodni tajemstvi CRO nebo
spole¢nosti XXX, zejména Protokol a
pfilohu A — Rozpocet studie a
platebni podminky. Poskytovatel do
5 dnti od obdrzeni Upravené smlouvy
zvefejni Upravenou smlouvu v
registru smluv vedeném
Ministerstvem  vnitra (ddle jen
»Registr smluv®) v souladu se
zakonem ¢. 340/2015 Sb., o registru

smluv. Poskytovatel dolozi co
nejdiive CRO, ze byla Upravena
smlouva zvefejnéna. Neobdrzi-li

CRO doklad o zvefejnéni Upravené
smlouvy do 7 dnl poté, co byla
Upravena smlouva dorucena
Poskytovateli, budou CRO nebo
spolecnost XXX opravnény zvetejnit
Upravenou smlouvu v registru smluv.
Smluvni strany berou na védomi, Ze
Smlouva neni platna, dokud nebude
zvefejnéna v registru smluv, a
dohodly se, ze dokud ob€ z nich
neobdrzi  potvrzeni o  tomto
zvetejnéni, nebude zahajena 74dna
smluvni Cinnost tykajici se Studie.
Jakékoli pisemné dodatky k této
Smlouvé ucinéné v souladu s
ustanovenim ¢l. 19 odst. 5 (Zmény)
budou upraveny a zvefejnény
postupem uvedenym v tomto ¢l. 15
odst. 6.

Odskodnéni a

0jma _ zpusobend

vyzkumem.

Ujma zptisobena vyzkumem. Pojmem
,Ujma zpasobend vyzkumem* se
rozumi nezadouci piihoda, fyzicka
ujma nebo nemoc zpisobena lécbou
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17.
17.1

17.2

received if the Subject had not
participated in the Study. Because the
Study is an observational study
involving Study Subjects who are
receiving prescribed treatment with the
XXX Product as part of their standard
medical care, an adverse reaction to the
XXX Product would not be a Research
Injury. Institution and Principal
Investigator agree to provide or arrange
for prompt diagnosis and medical
treatment of any injury experienced by
a Study Subject. Institution and
Principal Investigator further agree to
promptly notify CRO of any injury
experienced by a Study Subject.

Because this is an observational study,
neither Institution, Principal
Investigator , CRO, or XXX provide
any indemnification under this
Agreement.

Assignment and Delegation

By Institution and  Principal
Investigator. Institution nor Principal
Investigator may not assign their
rights or delegate or subcontract any
duties under this Agreement without

written permission from CRO. If
CRO authorizes delegation or
subcontracting,  Institution  and
Principal Investigator remain
responsible to CRO for the
performance of all delegated or
subcontracted duties.

By CRO. CRO may freely assign any
or all of its rights and delegate any or
all of its duties under this Agreement
to XXX or to another CRO selected
by XXX. If CRO assigns all rights
and delegates all duties to XXX, CRO
or XXX will notify Institution and

17.

17.1

17.2

Vzhledem Kk tomu,

vyzkumem.

poskytnuti
jakykoli Subjekt studie utrpi jakoukoli

nebo postupy vyzadovanymi v
Protokolu, které by Subjekt studie
neutrzil, pokud by se Studie netcastnil.
ze Studie je
observacni studii a tykd se Subjekti
studie, kterym byla 1é¢ba Pripravkem
spolecnosti XXX pfedepsana v ramci
standardni zdravotni péce, nebyla by
7zadnd nezddouci reakce na Produkt
spoleénosti XXX Ujmou zptisobenou
Poskytovatel a Hlavni
zkousejici se zavazuji poskytnout nebo
zajistit rychlé provedeni diagnézy a
1ékatské péce, pokud

Poskytovatel a Hlavni
zkousejici se dale zavazuji CRO
neprodlené¢ informovat o jakékoli
uymé, kterou utrpi Subjekt studie.

ujmu.

Vzhledem k tomu, Ze se jedna o
observacni studii, Poskytovatel, Hlavni
zkousejici, CRO ani spole¢nost XXX
neposkytuji na zaklad¢ této Smlouvy
zadné odskodnéni.

Postoupeni prav a povinnosti

Ze strany Poskytovatele a Hlavniho
feSitele. Bez pisemného souhlasu
CRO nejsou Poskytovatel ani Hlavni
zkousSejici opravnéni postoupit sva
prava ¢i povinnosti z této Smlouvy
nebo vyuzit subdodavatele pro
splnéni povinnosti vyplyvajicich z
této Smlouvy. Pokud CRO udéli
souhlas s postoupenim povinnosti
nebo  vyuzitim  subdodavateld,
odpovidaji Poskytovatel a Hlavni
zkousSejici 1 nadale vac¢i CRO za
plnéni  veSkerych  postoupenych
povinnosti, resp. povinnosti zadanych
ke splnéni subdodavateliim.

Ze strany CRO. CRO je bez omezeni
opravnéno postoupit veskera sva
prava a povinnosti vyplyvajici z této
Smlouvy spolecnosti XXX nebo
jinému CRO vybranému spolec¢nosti
XXX. Pokud CRO postoupi

21




Principal Investigator in writing.
CRO (or XXX, following assignment
and delegation by CRO) may also
freely delegate and assign Study-
related duties and rights to an external
provider upon advance notice to
Institution and Principal Investigator,
and may freely delegate or assign its
Study-related duties or rights to any
XXX affiliate. CRO may not
otherwise assign its rights or delegate
its duties under this Agreement
without written permission from
Institution and Principal Investigator.
If CRO or XXX delegates or
subcontracts any duties, CRO or
XXX remains  responsible to
Institution for the performance of
those duties.

18 Termination.

18.1 Termination Events. Termination of

this Agreement will be triggered by
the earlier of any of the following
events.

a.  Disapproval by IRB/IEC or
Regulatory Authorities. If the
Study cannot be initiated
because of IRB/IEC/Regulatory
Authorities disapproval, this
Agreement  will  terminate.

b. Study Completion. This
Agreement will terminate when
the Study is complete, which
means the conclusion of all
Study-required activities

18

spoleCnosti XXX veskera prava a

povinnosti, ozndmi CRO nebo
spole¢nost XXX tuto skutecnost
Poskytovateli a Hlavnimu
zkousejicimu pisemné. CRO (nebo

spolecnost XXX po postoupeni prav a
povinnosti CRO) je rovnéz bez
omezeni opravnén postoupit prava a
povinnosti souvisejici s provadénim
Studie externimu poskytovateli na
zéklad¢  predchoziho  oznameni
adresovaného  Poskytovateli a
Hlavnimu zkousSejicimu a je opravnén
bez omezeni postoupit sva povinnosti
¢1 prava tykajici se provadéni Studie
jakékoli spiiznéné osob¢ spolecnosti
XXX.  Bez pisemného souhlasu
Poskytovatele a Hlavniho
zkousSejictho neni CRO opravnéno
jinak postoupit svd prava nebo
povinnosti z této Smlouvy. Pokud
CRO nebo spolecnost XXX postoupi
povinnosti nebo vyuzije k jejich
splnéni  sluzeb  subdodavateld,
odpovida i nadale vii¢i Poskytovateli
za plnéni téchto povinnosti CRO nebo

spole¢nost XXX.
Ukoncéeni Smlouvy.
18.1 Udalost zpusobujici ukonceni

Smlouvy. Tato Smlouva bude
ukoncena v disledku jedné zniZe
uvedenych udélosti podle toho, ktera

Z nich nastane diive.
a. Odmitnuti schvéaleni ze strany
IRB/IEC  nebo regula¢nich
organtl. Nebude-li mozné
Studii  zahgjit =z davodu

odmitnuti schvéleni ze strany
IRB/IEC/Regula¢nich organi,
tato Smlouva bude ukoncena.

b.  Dokoncéeni _Studie. Tato
Smlouva  bude  ukoncena
okamzikem dokoncCeni Studie,
¢imz se rozumi dokonceni
veskerych Cinnosti, které jsou
k provedeni Studie nezbytné.
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1)

@)

3)

Early Termination of Study.
This Agreement will terminate
if the Study is terminated early
as described below.

Termination of Study Upon
Notice. CRO or XXX may
terminate the Study for any
reason upon 30 days’ written
notice to Institution and
Principal Investigator.

Immediate Termination of
Study by CRO or XXX.
CRO or XXX may terminate
the Study immediately upon
written notice to Institution
and Principal Investigator
for causes that include
failure to enroll Study
Subjects at a rate sufficient
to achieve Study
performance goals; material
unauthorized deviations
from the Protocol or
reporting requirements;
circumstances that in CRO’s
or XXX’s opinion pose risks
to the health or well-being of
Study Subjects; or
regulatory agency actions
relating to the Study or the
XXX Product, or any non-
compliance by the
Institution  or  Principal
Investigator with local laws
or the terms of Section 20
(Anti-Corruption) of this
Agreement.

Immediate Termination of
Study by Institution.
Institution and Principal
Investigator may terminate
the Study immediately upon
notification to CRO if
requested to do so by the
responsible IRB/IEC.

1)

(@)

@)

Pted¢asné ukonceni Studie.
Tato Smlouva bude ukoncena,
pokud bude Studie ukoncena
predcasné, jak je popséano nize.

Ukonceni Studie vypovédi.
CRO nebo spolecnost XXX
mohou Studii ukonéit z
jakéhokoli divodu pisemnou
vypovédi s vypoveédni Ihiitou
v délce 30 dnd, dorucenou
Posyktovateli a Hlavnimu
zkousejicimu.

Okamzité ukonceni Studie
CRO nebo spole¢nosti XXX.
CRO nebo spolecnost XXX
mohou Studii s okamzitou
platnosti ukoncit podanim
pisemné vypovédi
Poskytovateli a Hlavnimu
zkouSejicimu  zejména z
diivodu, ze se nepodafiilo
zajistit dostateCny  pocet
Subjekti studie pro dosazeni
vykonnostnich cili Studie,
z divodu podstatného
neschvaleného odchyleni od
Protokolu nebo poruseni
vykazovaci povinnosti, z
divodu okolnosti, které dle
uvazeni CRO nebo
spole€nosti XXX predstavuji
ohrozeni zdravi ¢i blaha
Subjektii studie, z davodu
opatieni piijatych
regulatnim  organem v
souvislosti se Studii nebo
Ptipravkem spole¢nosti
XXX nebo z diivodu
jakéhokoli poruseni mistnich
pravnich  pfedpisi  nebo
podminek ustanoveni ¢lanku
20 (Protikorupéni ujednani)
této Smlouvy.

Okamzité ukonceni Studie
Poskytovatelem.
Poskytovatel a  Hlavni
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18.2

18.3

Effective Date of Agreement
Termination. If termination of the
Agreement is triggered by any of the
events described in Section 18.1
above, the termination will be
effective after receipt by CRO of all
Protocol-required  Study  Data,
generated up until termination;
receipt of all payments due to either
party; and completion by all parties of
any remaining applicable Agreement
obligations.

Payment upon Early Termination. If
the Study is terminated early, CRO
will, pay for work already performed,
in accordance with Attachment A,
less payments already made for such
work. CRO will also cover any non-
cancelable expenses, other than future
personnel costs, so long as they were
properly incurred and prospectively
approved by CRO and only to the
extent they cannot reasonably be
mitigated. If the Study cannot be
initiated because of disapproval by
the IRB/IEC and through no fault of
Institution or Principal Investigator,
CRO will reimburse Institution and
Principal Investigator for IRB/IEC
fees and any other expenses that were
prospectively approved, in writing, by
CRO.

a.  Non-Compliance with Anti-
Corruption Provision. If CRO
or XXX terminates the Study
because of Institution’s or
Principal Investigator’s non-
compliance with the terms of
Section 20,  Anti-Corruption,
CRO and XXX will not provide
any further payment under this
Agreement, regardless of any
activities that Institution has
undertaken  or  third-party

18.2

18.3

zkousejici mohou  Studii
ukoncit okamzikem
oznameni CRO, pokud je o
to pozadéa odpoveédna komise
IRB/IEC.

Datum ucinnosti ukonceni Smlouvy.

Pokud je ukonceni této Smlouvy
zpusobeno kteroukoli z udalosti
uvedenych v ¢l. 18 odst. 1 vySe,
nabude ukonceni Smlouvy uc¢innosti
okamzikem, kdy CRO obdrzi veskeré
Udaje ze Studie vyzadované v
Protokolu, které byly ziskany v dobé
do ukonceni Smlouvy, poté, co
vSechny smluvni strany obdrzi
veskeré splatné platby a poté, co obé
smluvni strany splni veSkeré své
zbyvajici smluvni povinnosti.

Platba v  piipadé ptedcasného
ukonceni Smlouvy. Bude-li Studie
ukoncena piedcasnég, uhradi CRO jiz
provedenou praci v souladu s
ptilohou A, po odecteni plateb, které
JiZ byly za tuto praci uhrazeny. CRO
také uhradi veSkeré nezruSitelné
vydaje, kromé budoucich
persondlnich nakladt, pokud fadné
vznikly a byly CRO piedem
schvaleny a pouze v rozsahu, v némz
neni pfiméfené mozné tyto vydaje
omezit. Nelze-li Studii zahajit z
divodu odmitnuti schvaleni ze strany

IRB/IEC a bez zavinéni
Poskytovatele nebo Hlavniho
zkousejiciho, nahradi CRO
Poskytovateli a Hlavnimu

zkousejicimu poplatky IRB/IEC a
jakékoli dalsi vydaje, které byly CRO
pfedem pisemné schvaleny.

a. Poruseni protikorupéniho
ujednani.  Pokud CRO nebo
spole¢nost XXX ukon¢i Studii
proto, ze Poskytovatel nebo

agreements that Institution has Hlavni  zkouSejici  neplni
entered into before termination. podminky ustanoveni ¢lanku
20, Protikorupéni ujednéni,
CRO ani spoleénost XXX
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18.4

185

19.1

Return of Materials. Unless CRO
instructs otherwise in writing, upon
termination of the Agreement,
Institution will promptly return all
materials supplied by CRO or XXX
for Study conduct, including unused
Case Report Forms, and any
CRO/XXX-supplied Equipment and
Materials.

Survival of Obligations. Obligations
relating to Funding, Confidential
Information, Study Records,
Inventions, Publications,
Indemnification and Research Injury,
and Suitability and Antu-Corruption
survive  termination  of  this
Agreement, as does any other
provision in this Agreement
including Attachments, that by its
nature and intent remains valid after
the term of the Agreement.

19 Other Terms

Suitability. Institution and Principal
Investigator certify that both are
licensed, registered, or otherwise
qualified and suitable under local law,
regulations, policies, or
administrative  requirements  to
conduct the Study and required
Study-related activities. Institution
and Principal Investigator also certify
that there are no applicable

neuhradi zadné dalsi platby na
zékladé¢ této Smlouvy, bez
ohledu na jakékoli Cinnosti,
které Poskytovatel zajistil a bez
ohledu na smlouvy s tietimi

osobami, které Poskytovatel
uzaviel  pfed  ukoncenim
Smiouvy.

18.4 Vraceni materiali. Pokud pisemné

185

pokyny CRO nestanovi néco jiného,
pfi ukonceni Smlouvy Poskytovatel
ihned vrati veskeré materidly, které ji
CRO nebo spole¢nost XXX poskytly
pro potiebu provedeni Studie, vCetné
nepouzitych formulait pro
kazuistiky, a veSkeré Vybaveni a
Materidly dodan¢ CRO  nebo
spolecnosti XXX.

Zachovani  platnosti  povinnosti.
Povinnosti tykajici se ustanoveni o
Financovani, Duvérnych informaci,
Zaznami ze Studie, Vynalez(,
Publikaci, Odskodnéni a Ujmy
zpusobené  vyzkumem, Odborné
zpisobilosti  a  Protikorupénim
ujednani ztstanou v platnosti i po
ukonceni této Smlouvy, coZ plati i pro
jakékoli  dal§i ustanoveni této
Smlouvy, vcetné piiloh, z jehoz
povahy a ucelu vyplyva, Ze ma ziistat
v platnosti 1 po ukonceni Smlouvy.

19 Dalsi podminky

19.1

Odborna zpusobilost. Poskytovatel a
Hlavni zkousSejici potvrzuji, ze jsou

opravnéni,  zapsani  ¢i  jinak
kvalifikovani a zpuasobili podle
mistnich  pravnich a spravnich
pfedpisli, zasad ¢i  spravnich

pozadavku provadet Studii a innosti,
které s ni souviseji. Poskytovatel a
Hlavni zkousejici dale potvrzuji, ze
neexistuji Zadné platné pravni
predpisy ani zadné jiné povinnosti,
které by jim branily v provedeni
Studie a uzavieni této Smlouvy, a ze
ani  Poskytovatel, ani  Hlavni
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19.2

19.3

regulations or other obligations that
prohibit it from conducting the Study
and entering into this Agreement and
that neither it nor Principal
Investigator are debarred under
subsections 306(a) or (b) of the United
States Federal Food, Drug, and
Cosmetic Act and any applicable local
law and that neither Institution nor
Principal Investigator will use in any
capacity the services of any person
debarred under such law with respect
to services to be performed under this
Agreement. During the term of this
Agreement and for three years after
its termination, Institution and
Principal Investigator will notify
CRO promptly if any of these
certifications need to be amended in
light of new information.

Investigations, Inquiries, Warnings,
or_Enforcement Actions Related to
Conduct of Clinical
Research. Institution and Principal
Investigator certify that they are not
the subject of any past or pending

governmental or regulatory
investigation, inquiry, warning, or
enforcement action (collectively,

“Agency Action”) related to their
conduct of clinical research or the
practice of medicine that has not been
disclosed to CRO. Institution and
Principal Investigator will notify
CRO promptly if any of them receive
notice of or become the subject of any
Agency Action regarding their
compliance with ethical, scientific, or
regulatory standards for the conduct
of clinical research or the practice of
medicine if the Agency Action relates
to events or activities that occurred
prior to or during the period in which
the Study was conducted.

Use of Name. CRO and XXX reserve
the right to identify the Principal
Investigator and Institution in
association with a listing of the

19.2

19.3

zkousejici nejsou vylouceni podle
ustanoveni ¢l. 306 pism. a) nebo b)
federalniho zakona Spojenych stati o
potravinach, 1é¢ivech a kosmetickych
vyrobcich ani podle zadného platného
mistniho pravniho ptedpisu, a Ze ani
Poskytovatel, ani Hlavni zkouSejici
zadnym zplisobem nevyuziji k
poskytovani sluzeb na zéklad¢ této
Smlouvy z4dné osoby vyloucené
takovymto pfedpisem. Po dobu trvani
této Smlouvy a po dobu tfi let po jejim
ukonceni jsou Poskytovatel a Hlavni
zkousejici povinni ihned vyrozumét
CRO, bude-li kterékoli z t&chto
potvrzeni tfeba zménit ve svétle
novych informaci.

VySetiovani, Setfeni, vystrahy nebo
donucovaci opatfeni v_souvislosti s
provadénim Studie. Poskytovatel a
Hlavni zkousSejici potvrzuji, Ze proti
nim nebylo ani neni vedeno, resp.
uplatiiovano  vySetfovani, Setfeni,
vystrahy nebo donucovaci opatieni ze
strany statnich ¢i regulacnich orgéani
(dale jen ,Ufedni opatfeni®) v
souvislosti s jejich provadénim
klinického vyzkumu nebo lékatské
praxe, o nichz by CRO nebyl
informovan. Poskytovatel a Hlavni
zkouSejici bezodkladné vyrozumi
CRO, pokud kdokoli z nich obdrzi
upozornéni ohledn¢ ufedniho
opatfeni nebo je vii¢i nim uplatnéno
ufedni opatfeni v souvislosti s
dodrzovanim etickych, védeckych
nebo spravnich norem, které se
vztahuji na provadéni klinického
vyzkumu nebo lékatské praxe, pokud
se ufedni opatfeni vztahuje na
udalosti nebo ¢innosti, k nimz doslo
pfed obdobim, v némz probihala
Studie, nebo béhem n¢;.

Pouziti jména. CRO a spolecnost
XXX si vyhrazuji pravo uvést
totoznost Hlavniho zkouSejiciho a
identifikacni udaje Poskytovatele v
souvislosti se zafazenim Protokolu do
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19.6

19.7

Protocol in the other publicly
available listings of ongoing studies,
or other Study Subject recruitment
services or mechanisms.  Neither
CRO nor XXX will otherwise use the
name of Principal Investigator,
Institution, or any of Institution’s
employees or contractors, and neither
Principal Investigator nor Institution
will use the name of CRO, XXX, or
any of their respective employees or
contractors, for promotional or
advertising purposes without written
permission from the party whose
name will be used.

Relationship of the Parties. The
relationship of Institution, Principal
Investigator to CRO is one of
independent contractor and not one of
partnership, agent and principal,

employee and employer, joint
venture, or otherwise.
Modification. Any modification to

this Agreement must be in writing,
signed by the parties, and identified as
an Amendment, except for certain
mutually agreeable changes in the
Study budget as identified in
Attachment A.

No Waiver. Failure to exert a right
under this Agreement does not
constitute a waiver of that right in the
future. No waiver of any right is
effective unless in writing and signed
by the party who waives the right.

Conflict with Attachments. If there is
any conflict between this Agreement
and any Attachments to it, the terms
of this Agreement control. If there is
any conflict between this Agreement
and the Protocol, the Protocol will
control as to any issue regarding
treatment of Study Subjects, and the
Agreement will control as to all other
issues.

194

19.5

19.6

19.7

jinych vetejné piistupnych seznami
probihajicich studii nebo v souvislosti
S jinymi sluzbami ¢i mechanismy pro
nabor Subjektd studie. CRO ani
spolecnost XXX nebudou jinym
zpusobem wuzivat jméno Hlavniho
zkousejicitho,  Poskytovatele ani
zddného z jejich zaméstnanci i
dodavateli a Hlavni zkouSejici ani
Poskytovatel nebudou uzivat nazev
CRO  nebo  obchodni  firmu
spoleCnosti XXX  ani  jejich
zaméstnanct ¢i dodavatelll za icelem
propagace nebo reklamy, pokud jim k
tomu osoba, jejiz jméno ma byt takto
pouzito, nedd pisemné svoleni.

Vztah smluvnich stran. Poskytovatel
a Hlavni zkouSejici jsou vi¢i CRO v
pozici  nezavislého  dodavatele,
nejedna se o vztah partnerd, zastupce
a zastoupen¢ho, zaméstnance a
zameéstnavatele, spolecného podniku,
ani o zadny jiny takovy vztah.

Zmény. Jakékoli zmény této
Smlouvy musi mit pisemnou podobu
podepsanou smluvnimi stranami a
musi byt oznaceny jako dodatek, s
vyjimkou oboustranné schvalenych

zmén  rozpoCtu  Studie  podle
ustanoveni ptilohy A.
Neexistence  vzdani se  prav.

Neuplatnéni prava vyplyvajiciho z
této Smlouvy neptedstavuje vzdani se
tohoto  prava do  budoucna.
Jakéhokoli préva se lze G€inn€ vzdat
pouze pisemné s podpisem smluvni
strany, kterd se prava vzdava.

Rozpor s pfilohami. V piipadé
jakéhokoli rozporu mezi touto
Smlouvou a jejimi pfilohami maji
pfednost ustanoveni této Smlouvy. V
pfipadé jakéhokoli rozporu mezi
touto Smlouvou a Protokolem maé v
jakychkoli zalezitostech, které se
tykaji zachazeni se Subjekty studie
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19.8

19.9

Affiliates. Asused inthis Agreement,
the term “affiliate” means any entity
that directly or indirectly controls, is
controlled by, or is under common
control with the named party.

Successors _and  Assigns. This
Agreement will bind and inure to the
benefit of the successors and
permitted assigns of each party.

19.10 Third Party Beneficiary. XXX is an

intended third-party beneficiary to
this Agreement and is entitled to
enforce directly any and all of its
rights under it. If a third party
acquires rights in the XXX Product
and XXX transfers sponsorship of the
Study to the third party XXX may
freely transfer any or all of its rights
and obligations under this Agreement
to the new sponsor.

19.11 Disclaimer of Warranties by CRO.

The parties aknowledge that XXX has
engaged CRO to provide services in
regard to this XXX sponsored study.
CRO has not performed any
independent research or analysis
regarding the safety or efficacy of any
materials or treatment procedures to
be used in this study and therefore
CRO makes no warranties, expressed
or implied, concerning those
materials or treatment procedures, the
results to be obtained by using or
performing them pursuant to the
protocol, or their fitness for any
particular purpose.

19.12 Entire Agreement. This Agreement,

including Attachments, represents 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, except for any obligations
that, by their terms, survive

19.8

19.9

19.10 Tteti

19.11 Vyloucéeni zaruk CRO.

ptednost Protokol, ve vSech ostatnich
zélezitostech ma prednost Smlouva.

Sptiznéné osoby. Pojmem ,,sptiznéna
osoba® se v této Smlouvé rozumi
jakykoli subjekt, ktery piimo ¢i
nepiimo ovladd nebo je ovladan
danou smluvni stranou, nebo je
ovladan spolecné s ni.

Pravni ndstupci a postupnici. Tato
Smlouva je zévazna pro pravni
nastupce a pripustné postupniky obou
smluvnich stran a je uzaviena v jejich
prospéch.

osoba, vjejiz prospéch je
Smlouva uzaviena. Spole¢nost XXX
je zamyslenou tfeti osobou, v jejiz
prospéch je tato Smlouva uzaviena, a
je opravnéna piimo uplatiovat
veskera prava, kterd z ni vyplyvaji.
Pokud k Ptipravku spolecnosti XXX
ziska prava tieti osoba a spolecnost
XXX ptrevede sponzorstvi Studie na
tuto tieti osobu, mulze spolecnost
XXX bez omezeni prevést veSkera
sva prava a povinnosti podle této
Smlouvy na tohoto nového sponzora.

Smluvni
strany berou na védomi, Ze spole€nost
XXX povétila CRO poskytovanim
sluzeb v souvislosti s touto Studii,
kterou spole¢nost XXX sponzoruje.
CRO neprovedl zadny nezavisly

vyzkum  ani  rozbor  ohledng
bezpecnosti nebo ucinnosti
kteréhokoli z  materidli  nebo

1é¢ebnych postupi, které maji byt v
této Studii pouzity, a neini proto
zadné  zaruky, vyslovné ani
konkludentni, ohledné téchto
materidli nebo 1écebnych postupt,
vysledktl, kterych ma byt dosazeno
jejich pouzitim ¢i provedenim v
souladu s Protokolem, ¢i ohledné
jejich  vhodnosti  k  jakémukoli
konkrétnimu ucelu.
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independent of this Agreement.

Language. This Agreement is
set forth in both Czech
and English, with both versions
having the same effect. In the
event of any ambiguity or

conflicts in interpretation of

terms  between the two
versions, the Czech version will
prevail.

19.13 Notices. The parties will deliver
notices and other communications
relating to this Agreement by hand,
by courier, or by a postage-paid
traceable method of mail delivery to
the mailing address below, or such
other address that a party may later
designate by notice to the other party
in accordance with this Section.

CRO:

VALUE OUTCOMES s.r.0.
Vaclavska 316/12

120 00 Praha 2

Attention: XXXXX
Telefon: XXXXXX

E-mail; XXXXXXX

Institution:
Thomayerova nemocnice
Videnska 800

140 59 Praha 4
Attention: XXXXX
Telephone: XXXX
Email: XXXXX

Counterparts and signatures
This contract will be
executed in three parées, where
each contracting party will
receive one

19.14 Counterparts and Signature. This
Agreement may be executed in two or
more counterparts, each of which will
be deemed to be an original, and all of

19.12 Uplné ujednani. Tato Smlouva s
prilohami ptedstavuje uplné ujednani
mezi smluvnimi stranami ohledné
jejiho predmétu.  Tato Smlouva
nahrazuje veskera predchozi ujednani
mezi smluvnimi strany (Ustni 1
pisemnd) ohledn¢ této Studie, s
vyjimkou jakychkoli  povinnosti,
kter¢ na  zadklad¢  pfislusnych
podminek zGstavaji v  platnosti
nezavisle na této Smlouvé.

Jazyk. Tato  dohoda je
vyhotovena v ¢esting i anglicting,
pficemz ob& verze maji stejny
ucinek. V piipadé nejasnosti
nebo rozport ve vykladu pojmil
mezi obéma verzemi bude mit
prednost ceska verze.

19.13 Ozndmeni. Smluvni strany budou
dorucovat oznameni a ostatni sdéleni
tykajici se této Smlouvy osobné,
prostfednictvim kuryra nebo
sledovatelnym zpiisobem postovniho
dorucovani s uhrazenym postovnym
na niZze uvedenou dorucovaci adresu
nebo na adresu, kterou pftisluSna
smluvni strana pfipadné pozdéji
oznami druhé smluvni strané v
souladu s timto ¢lankem.

CRO:

VALUE OUTCOMES s.r.o.
Vaclavska 316/12

120 00 Praha 2

K rukam: XXXX

Telefon: XXXXX

E-mail: XXXXX

Poskytovatel:
Thomayerova nemocnice
Videnska 800

140 59 Praha 4

K rukam: XXXXX
Telefon: XXXXX
E-mail: XXXXX
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which will together constitute one and
the same agreement. The Agreement
will be deemed to be fully executed
when signed by each of the parties
through written signature, Portable
Document Format (PDF), validated
digital signature, or other reliable
electronic means, and delivered to the
other party.

20 Anti-Corruption

Definitions

As used in this
Agreement, “Government”
includes all levels and
subdivisions of governments
(ie, local, regional, and
national; administrative,
legislative, and executive).

a. Government.

b.  Government Official. As used
in this Agreement,
“Government Official”
includes (1) any elected or
appointed non-US Government
official (eg, a legislator or a
member of a non-US
Government ministry), (2) any
employee or individual acting
for or on behalf of a non-US
Government official, non-US
Government agency, or
enterprise performing a
function of, or owned or
controlled by, a non-US
Government (eg, a healthcare
professional employed by a

Stejnopisy a podpisy. Tato smlouva bude

vyhotovena ve tiech paré, kdy kazda ze
smluvnich stran obdrzi po jednom.

19.14 Stejnopisy a podpisy. Tuto Smlouvu

lze podepsat ve dvou nebo vice
stejnopisech, znichz kazdy ma
platnost originalu, avSak vSechny
dohromady predstavuji jednu a tutéz
smlouvu. Smlouva bude povazovana
za podepsanou Vplném rozsahu
okamzikem podpisu Smlouvy kazdou
ze smluvnich stran v listinné podob¢,
ve formatu Portable Document
Format (PDF), pomoci ovéfeného
elektronického podpisu nebo jinymi
spolehlivymi elektronickymi
prostfedky a doruceni druhé smluvni
stran€.

20 Protikorupéni ujednani

20.1 Vymezeni pojmu

a. Statni sprava. ,,Statni spravou
se v této Smlouvé rozumi
vSechny stupné a slozky statni
spravy (tj. mistni, krajské 1
celostatni organy; organy moci
spravni, soudni 1 vykonné).

b.  Statni ufednik. V této Smlouvé
se ,,Statnim ufednikem‘ rozumi
1) jakykoli voleny nebo
jmenovany statni Ufednik mimo

Spojené staty (napf.
zakonodarce nebo ¢len
ministerstva mimo Spojené

staty), 2) jakykoli zaméstnanec
nebo fyzickd osoba jednajici
jménem jakéhokoli Stéatniho
ufednika mimo Spojené staty,
spravniho organu  mimo
Spojené staty nebo podniku,
ktery plni funkci statni spravy
mimo Spojené stity nebo je
Vjejim vlastnictvi ¢ je ji
ovladdn (naptf. zdravotnicky
pracovnik zaméstnany statni
nemocnici mimo Spojené staty
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20.2

20.3

non-US Government hospital
or researcher employed by a
non-UsS Government
university), (3) any non-US
political party officer, candidate
for non-US public office, or
employee or individual acting
for or on behalf of a non-US
political party or candidate for
public 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 non-US military.

Anti-Bribery and Anti-Corruption
Principles. Institution and Principal

Investigator have received a copy of
XXX’s International Anti-Bribery
and Anti-Corruption Principles as an
Attachment to this Agreement.
Institution and and  Principal
Investigator will communicate these
Principles to all persons acting on
their behalf in connection with this
Agreement, including any agents and
subcontractors.

Warranties.  Institution and and
Principal Investigator warrant to CRO
and XXX the following:

a.  Any information that Institution
or and Principal Investigator
provided to CRO or XXX as
part of XXX anti-corruption
due-diligence  process IS
complete and accurate.

b.  If any response that Institution
or and Principal Investigator
provided on the CRO or XXX
due-diligence questionnaire in
regard to Institution or and
Principal  Investigator, any
individuals identified in the
questionnaire, or the Family
Relatives (as defined in the
guestionnaire) of those

20.2

20.3

nebo vyzkumny pracovnik
zaméstnany statni univerzitou
mimo Spojené staty), 3)
jakykoli piedstavitel politické
strany mimo Spojené staty,
jakékoli osoba uchézejici se o
vefejnou funkci mimo Spojené
staty nebo zameéstnanec i
fyzické osoba jednajici jménem
predstavitele politické strany
nebo osoby uchézejici se o
vefejnou funkci mimo Spojené
staty, 4) jakykoli zaméstnanec
nebo fyzickd osoba jednajici
jménem vetfejné mezinarodni
organizace a 5) jakykoli ¢len
kralovské rodiny nebo
pfislusnik  armady  mimo
Spojené staty.

Zasady ptedchézeni uplatkarstvi a
korupci.  Poskytovatel a Hlavni
zkousSejici obdrzeli kopii
Mezinarodnich zasad spolecnosti
XXX pro pfedchazeni uplatkafstvi a
korupci jako pfilohu této Smlouvy.
Poskytovatel a Hlavni zkouSejici
budou o téchto zasadach informovat
veskeré osoby jednajici  jejich
jménem Vv souvislosti s touto
Smlouvou, véetné svych zéastupcii a
subdodavatell.

Zéruky. Poskytovatel a Hlavni
zkouSejici  poskytuyji CRO a

spole¢nosti XXX tyto zaruky:

a. Veskeré  informace,  které
Poskytovatel a/nebo Hlavni
zkouSejici poskytli CRO nebo
spole¢nosti XXX v ramci
proveérky due diligence
provedené spolecnosti XXX v
souvislosti s pfedchdzenim
korupci jsou uplné a pravdivé.

b.  Pokud se v pribéhu trvani této
Smlouvy zméni jakékoli z
odpovédi, které Poskytovatel
a/nebo  Hlavni  zkouSejici
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20.4 Funding Requirements.

individuals changes during the
term of this Agreement,
Institution  and  Principal
Investigator will notify CRO.

c.  The funding provided by CRO
or XXX under this Agreement
will not cause Institution or
Principal Investigator to do
anything that would result in
CRO or XXX improperly
obtaining or retaining business
or gaining any improper
business advantage.

d. Institution  nor  Principal
Investigator has not and will not
accept any payment or anything
of value that would result in
CRO or XXX improperly
obtaining or retaining business
or gaining any improper
business advantage.

e. Institution and  Principal
Investigator has not and will not
in the future directly or
indirectly offer or pay, or
authorize the offer or payment
of, any money or anything of
value in an effort to influence
any Government Official or any
other person.

CRO will
make no payment in addition to the
funding set out in Attachment A
(Study Budget and Payment Terms)
in connection with this Agreement
unless CRO has prospectively
approved that expenditure in writing.
All invoices and any supplemental
documents that Institution and
Principal Investigator submit to CRO
or XXX under this Agreement must
be truthful and show in reasonable
detail what the requested payment is
for. Institution and Principal
Investigator will maintain true,
accurate, and complete records (eg,

poskytli o sobé, o jakékoli
fyzické osobé uvedené v
dotazniku nebo jejich
Rodinnych pftislusnicich (jak je
tento pojem vymezen
vuvedeném  dotazniku) Vv
dotazniku CRO nebo
spolecnosti XXX v ramci
proveérky due diligence,
Poskytovatel a Hlavni
zkou$ejici o tom informuji
CRO.

c. V dbsledku  financovani
poskytnuttho  CRO  nebo
spole¢nosti XXX na zaklad¢
této Smlouvy neucini
Poskytovatel ~ ani  Hlavni
zkousSejici nic, co by zajistilo
CRO nebo spole¢nosti XXX
neopravnéné  ziskani  nebo
udrzeni obchodni pftilezitosti
nebo  ziskdni  neopravnéné
obchodni vyhody.

d.  Poskytovatel ani  Hlavni
zkousejici nepfijali a nepfijmou
zadnou platbu nebo hodnotu,
pokud by v jejich dusledku
CRO nebo spolenost XXX
neopravnéné ziskaly nebo si
udrzely obchodni pftilezitosti
nebo ziskaly neopravnénou
obchodni vyhodu.

e.  Poskytovatel ani Hlavni
zkousSejici pfimo ani nepifimo
nenabidli, neuhradili ani
neschvalili nabidku ¢i uhradu
z4dné penézni ¢i jiné hodnoty
ve snaze ovlivnit jakéhokoli
Statniho ufednika nebo
jakoukoli jinou osobu, ani tak v
budoucnu neucini.

20.4 Pozadavky tvkajici se financovéani.

CRO v souvislosti s touto Smlouvou
neuhradi zadné platby kromé plateb
stanovenych v pfiloze A (Rozpocet
studie a platebni podminky), pokud
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invoices, reports, statements, and
books) relating to the funding and
expenditures for this Study.

20.5 Right to Audit. XXX has the right to
take all reasonable steps and actions
to ensure that each payment made by
CRO on behalf of XXX is properly
and legitimately used. To this end,
Institution and Principal Investigator
will permit, during the term of the
Agreement and for three years after
the final payment has been made
under the Agreement, XXX’s internal
and external auditors access to any
relevant books, documents, papers,
and records of the Institution and
Principal  Investigator  involving
transactions related to the Agreement.
Because this Agreement relates to a
clinical study, there will be acceptable
safeguards employed in such an audit
to ensure confidentiality and protect
the privacy of the Study Subjects.

20.6 Failure to Comply. If the CRO or
XXX terminates the Study or this
Agreement because the Provider or
Principal Investigator has breached
any of the provisions of this article on
preventing corruption, the Provider
and Principal Investor will be liable to
CRO and XXX for damages or
remedies under the law. The Provider
and the Principal Investigator shall
further indemnify the CRO and XXX
in the event of any third party claim,
fine or penalty by the CRO or XXX
as a result of such breach by the
Provider or the Principal Investigator.

The rights and obligations of the parties not
regulated by this contract are governed by the
law of the Czech Republic, in particular Act
No. 89/2012 Coll., The Civil Code, and the Act
on Medical Devices, as amended. The Parties
undertake to resolve any disputes between
them amicably and by mutual agreement, but
if they are not settled by mutual agreement, all
disputes arising from this Agreement and

20.5

20.6

CRO takovy vydaj pfedem pisemné
neschvalil. Veskeré faktury a
podklady k nim, které¢ Poskytovatel a
Hlavni zkousSejici piedlozi CRO nebo
spoleCnosti XXX na zdkladé této
Smlouvy, musi byt pravdivé a
obsahovat pfiméfen¢ podrobny popis
toho, za co je platba pozadovana.
Poskytovatel a Hlavni zkouSejici
povedou pravdivé, piesné a uplné
zdznamy (napf. faktury, zpravy,
vykazy a ucetni knihy) ohledné
financovani a vydaju této Studie.

Pravo na audit. Spolecnost XXX ma
pravo podniknout veskeré priméiené
kroky k tomu, aby zajistila, Ze kazda
platba, kterou CRO provede jménem
spole€nosti XXX, je vyuzita fadnym
a zédkonnym zplisobem. Za timto
ucelem Poskytovatel a Hlavni
zkousejici umozni po dobu trvani
Smlouvy a po dobu nasledujicich tii
let po uhrazeni posledni platby na
zaklad¢ Smlouvy internim a externim
auditorim spolecnosti XXX pftistup k
veskerym  pfisluSnym  ucetnim
kniham, dokumentiim, listinam a
zaznamim Poskytovatele a Hlavniho
zkousejiciho, které se tykaji transakei
v souvislosti s touto Smlouvou.
Jelikoz se tato Smlouva vztahuje ke
klinické studii, budou pii takovém
auditu pfijata dostatecnd opatieni k
zajiSténi  divérnosti informaci a
ochran¢ soukromi Subjekti studie.

Poruseni. Pokud CRO nebo
spole¢nost XXX ukon¢i Studii nebo
tuto Smlouvu 2z divodu, ze
Poskytovatel nebo Hlavni zkousSejici
porusili kterékoli z ustanoveni tohoto
¢lanku o predchazeni korupci, budou
Poskytovatel a Hlavni zkouSejici viici
CRO aspolecnosti XXX odpovidat za
Skody nebo napravna opatieni podle
zakona. Poskytovatel a Hlavni
zkous$ejici dale odskodni CRO a
spolecnost XXX v ptipadé jakéhokoli
naroku tieti osoby, pokuty nebo
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related to this Agreement shall be settled
before the court with jurisdiction in the Czech
Republic.

The sponsor undertakes not to conclude any
other contract with the investigator or any
other collaborating person for this clinical trial.

The following annexes form an integral part
of this Agreement:
Annex A - study budget and payment
terms
Annex B - Protocol
Annex C - Model of informed consent
Annex D - Protection of personal data
Annex E - SUKL notification
Annex F - Ethics Committee approval

postihu CRO nebo spolecnosti XXX
v dutsledku takového poruSeni ze
strany Poskytovatel nebo Hlavniho
zkousejiciho.

Prava a  povinnosti  smluvnich  stran
neupravena touto smlouvou se fidi pravem
Ceské republiky, zejména zdkonem ¢&. 89/2012
Sb., obcCansky zakonik, a zakonem
0 zdravotnickych prostfedcich, ve znéni
pozdéjsich piedpist. Strany se zavazuji feSit
pfipadné spory mezi nimi smirnou cestou a
vzajemnou dohodou, pokud vSak nebudou
vyteSeny vzajemnou dohodou, budou se
vSechny spory vyplyvajici z této smlouvy a s
touto smlouvou souvisejici feSit u vécné a
mistng piisluiného soudu v Ceské republice.

Zadavatel se zavazuje, ze na toto klinické
hodnoceni neuzavie se zkousejicim ani jinou
spolupracujici osobou zddnou dalsi smlouvu.
Nedilnou soucasti této smlouvy jsou
nasledujici ptilohy:
Ptiloha A — rozpocet studie a platebni
podminky
Ptiloha B - protokol
Ptiloha C - vzor
souhlasu
Ptiloha D — ochrana osobnich udaj
Piiloha E - oznameni SUKL

Priloha F — schvaleni Etické komise

informovaného
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Agreed to and Accepted by / Souhlasi a pfijima:

VALUE OUTCOMES s.r.o.

Printed Name / Jméno htilkovymi pismeny: XXXXXX

Signature / Podpis:

Title / Funkce: Jednatelka
Date / Datum:

Thomayerova nemocnice
Printed Name / Jméno htilkovymi pismeny: doc. MUDr. Zden¢k Benes, CSc.

Signature / Podpis:

Title / Funkce: Reditel
Date / Datum:

Principal Investigator / Hlavni zkouSejici
Printed Name / Jméno hulkovymi pismeny: XXXXXX

Signature / Podpis:

Date / Datum:

Piiloha A
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ROZPOCET STUDIE A PLATEBNI PODMINKY

Cislo protokolu XXXXX

Nazev a adresa piijemce platby: Castky splatné podle této Smlouvy / objednavky studie
budou uhrazeny nasledujicimu pfijemeci:

Piijemce: Thomayerova nemocnice
Adresa piijemce: Videniska 800, 140 59 Praha 4
Telefonni Cislo piijemce: [ XXXXXX

Cislo uctu: XXXXX

Nazev banky: Ceské narodni banka
Kontaktni e-mailova study.payments@ftn.cz
adresa pro platbu:

Veskeré faktury (s vyjimkou faktury za zahajovaci administrativni poplatek) budou
pfijemcem Vvystaveny na zdkladé€ platebniho piehledu, ktery bude zahrnovat seznam
provedenych vykoni za uplynulé pololeti dle Smlouvy a vyzvu k vystaveni faktury. Platebni
pichled bude Poskytovateli sluzeb zaslan spolecnosti / CRO, a to na adresu
study.payments@ftn.cz“.. Pfijemce je povinen pisemné vyrozumét CRO o jakychkoli
zmeénach nebo pozadovanych aktualizacich platebnich pokynii a/nebo bankovniho spojeni.

Faktury budou vystaveny a odeslany na:
VALUE OUTCOMES s.r.o.
Vaclavska 316/12
120 00 Praha 2
IC: 27079333
K rukam: XXXXX

Splatnost fatkur: 30 od vystaveni

CRO uhradi Poskytovateli zahajovaci administrativni poplatek ve vysi XXX, ktery je splatny
bezprosttedné po podpisu smlouvy a dodani faktury.
CRO v ptipadé uzavieni dodatku uhradi Poskytovateli poplatek za ve vysi XXX splatny po
uzavieni dodatku a dodani faktury.
CRO uhradi Poskytovateli archiva¢ni poplatek ve vysi XXX spolu s posledni platbou.

CRO vyplati Poskytovateli ¢astku tak, jak je stanoveno nize.

Platba za provedeni Studie je stanovena sponzorem tohoto projektu, spole¢nosti XXX, tak,

aby pokryvala pouze administrativni a rezijni ndklady, véetné¢ odmény za odpracovanou dobu

zkousejicitho v souvislosti s provadénim Studie, shromazd’ovanim dajii a oznamovanim
nezadoucich ucink.
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Celkova platba bude vypoctena podle provedenych ¢innosti popsanych v nize uvedené

tabulce.

Platba bude uhrazena ve splatkach takto:

Poskytovatel ma narok na platbu pouze za ¢innosti fadné provedené do 7 mésict od zapisu
posledniho Subjektu studie v ptislusném centru.

Platba bude uhrazena na zakladé faktury vystavené Poskytovatelem po splnéni podminek pro
uhradu piislusné castky, a to do [30] dnti od jejiho vystaveni.

Cinnost: Obsah ¢innosti Pocet Platba v
hodin hrubé
1 Informovani pacienta o0 moznosti 1 XXX
ucasti na studii, zodpovézeni
veskerych ~ dotazii  pacienta
tykajicich se Informovaného
souhlasu pacienta (dale jen ,,IS*),
podepsani IS s pacientem
2 Vyplnéni formulaii Navstéva 1 2 XXX
3 Vyplnéni formulaia Navstéva 2 2 XXX
4 Vyplnéni formulari Navstéva 3 2 XXX
Celkem XXX

Zadna platba. CRO neuhradi Poskytovateli a hlavnimu zkousejicimu odménu za Subjekty
studie, jejichz ndbor do studie nebyl v souladu s kritérii zplisobilosti podle Protokolu nebo
jejichz udaje ze studie neni mozno podrobit rozboru z diivodu odchyleni se od Protokolu.
Z4dna platba nebude poskytnuta, pokud Poskytovatel nebo Hlavni zkousejici nepotvrdi, e
Subjekt studie podepsal Formulaf informovaného souhlasu a formuléf o navstéve, nebo v
ptipad¢ zaslani chybné vyplnénych nebo neovétitelnych elektronickych formulait Subjektu
studie (eCRF).

Odmeéna za veskeré Cinnosti, které maji byt Poskytovatelem a Hlavnim zkouSejicim
provedeny podle Protokolu, je zahrnuta ve vySe uvedené platbe.
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Ptiloha B
MEZINARODNI ZASADY SPOLECNOSTI XXX PRO
PREDCHAZENI UPLATKARSTViI A KORUPCI

Spolecnost XXXX dlouhodobé dodrzuje zasady zakazujici pfi nasi obchodni ¢innosti ve
Spojenych statech i v zahraniéi Gplatkaistvi a korupci. Spole¢nost XXX usiluje o to, aby svou
obchodni ¢innost vykonavala poctivé a aby jednala eticky a v souladu s veskerymi platnymi
pravnimi a spravnimi ptedpisy. Stejny zdvazek o¢ekavame i od svych poradct,
zprostiedkovatelil, zastupct 1 ostatnich spolecnosti a fyzickych osob jednajicich nasim
jménem (dale jen ,,Obchodni partneti*), a dale od osob, které jednaji jménem nasich
Obchodnich partnerti (napt. subdodavatelll) v souvislosti s praci pro spolecnost XXX.

Uplaceni Statnich uiedniki

VétSina zemi mé zakony, které zakazuji poskytovat, nabizet nebo slibovat Statnim Gfednikiim
(pfimo i neptimo) jakékoli platby nebo hodnoty s imyslem ovlivnit Gifedni ikon nebo
rozhodnuti, na jehoz zaklad¢ osoba ziska ¢i si udrzi obchodni ptilezitost.

Pojem ,,Statni Gfednik* je vykladan Siroce a rozumi se jim:

(i) jakykoli voleny ¢i jmenovany Statni ufednik (napft. zékonodarce nebo ¢len
ministerstva),

(if)  jakykoli zaméstnanec nebo fyzicka osoba jednajici jménem jakéhokoli Statniho
ufednika, spravniho organu nebo podniku, ktery plni funkei statni spravy nebo je
V jejim vlastnictvi nebo je ji ovladan (napi. zdravotnicky pracovnik zaméstnany statni
nemocnici nebo vyzkumny pracovnik zaméstnany statni univerzitou),

(iif)  jakykoli ptredstavitel politické strany, jakékoli osoba uchazejici se o vetejnou funkci
nebo zaméstnanec ¢i fyzicka osoba jednajici jménem piedstavitele politické strany
nebo osoby uchéazejici se o vetejnou funkei,

(iv)  jakykoli zaméstnanec nebo fyzicka osoba jednajici jménem vetejné mezinarodni
organizace,

(v)  jakykoli ¢len kralovské rodiny nebo piislusnik armady a

(vi)  jakakoli osoba, kterou jinak zakon oznaci za Statniho ufednika.

»Statni spravou’ se rozumi vSechny stupné a slozky statni spravy (tj. mistni, krajské 1
celostatni organy a organy moci spravni, soudni i vykonné).

Vzhledem k tomu, ze pojem ,,Statni fednik* je vymezen takto Siroce, je pravdépodobné, ze
Obchodni partneii budou jednat se Statnimi Gfedniky v rdmcei své bézné obchodni ¢innosti pro
spole¢nost XXX. Za ,,Statni Gfedniky** mohou byt povazovani naptiklad 1ékafi pracujici ve
statnich nemocnicich.

USA Zakon Spojenych stati o pfedchézeni korupénim praktikdm v zahranici (déle jen
,FCPA®, Foreign Corrupt Practices Act) zakazuje poskytovat, nabizet nebo slibovat Statnim
ufednikim mimo Spojené staty jakékoli platby nebo hodnoty s tmyslem neopravnéné nebo
necestné ovlivnit takového tfednika, aby provedl Gfedni tkon nebo ucinil rozhodnuti, na
jehoz zakladé€ osoba ziska ¢i si udrZi obchodni ptilezitost nebo jinak ziskd neopravnénou
vyhodu. Zakon FCPA rovnéz zakazuje spole¢nostem nebo fyzickym osobam vyuzit k
takovému jednani jinou spolecnost ¢i fyzickou osobu. Spole¢nost XXX, jakoZto spole¢nost
zalozena ve Spojenych statech americkych, je povinna fidit se zdkonem FCPA a mohla by
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nést odpovédnost v disledku jednani, které ucini jakykoli jeji Obchodni partner kdekoli na
Ssvete.

Zasady pro predchazeni uplatkaistvi a korupci v komunikaci se Statni spravou a
Statnimi aredniky

Obchodni partner se musi pii komunikaci se Statni spravou a Statnimi ufedniky fidit témito
zasadami:

. Obchodni partnefi a osoby jednajici jejich jménem v souvislosti s praci pro spole¢nost
XXX nesmi pfimo ani nepiimo uhradit, slibit ani povolit thradu korup¢ni platby nebo
poskytnuti jakékoli hodnoty Statnimu Gfednikovi za uc¢elem pfimét dotceného Statniho
ufednika, aby ucinil jakékoli spravni jednani ¢i rozhodnuti s cilem pomoci spolecnosti
XXX ziskat nebo zachovat si obchodni prilezitost. Obchodni partneti a osoby jednajici
jejich jménem v souvislosti s praci pro spole¢nost XXX nesmi v zZadném ptipadé
uhradit Statnimu ufednikovi zadnou platbu ani mu nabidnout zadnou véc ¢i prospech,
nehledé€ na jejich hodnotu, jako protipravni pobidku, aby dotéeny Statni ufednik
schvalil, proplatil, pfedepsal nebo koupil néjaky Ptipravek spole¢nosti XXX, nebo s
cilem ovlivnit vysledky klinického hodnoceni nebo ziskat jinou neoprdvnénou vyhodu
pro podnikani spolecnosti XXX.

. Pti vykonu své ¢innosti v souvislosti se spolecnosti XXX jsou Obchodni partneti a
osoby jednajici jejich jménem v souvislosti s praci pro spolecnost XXX povinni znat a
dodrzovat mistni pravni a spravni predpisy ¢i provozni postupy (véetné pozadavkt
ulozenych statnimi orgény, jako jsou statni nemocnice nebo vyzkumné instituce), které
stanovi urcité limity, omezeni nebo ohlasovaci povinnost ve vztahu k odménam,
finan¢ni podpofte ¢i dartim, které jsou piipadné poskytnuty Statnim Gfedniklim. Jestlize
s1 Obchodni partner neni jist vyznamem ¢i pouZitelnosti jakychkoli zjisténych limitd,
omezeni nebo ohlasovacich povinnosti tykajicich se jedndni se Statnimi Gfedniky, mél
by pred navazanim téchto kontaktli projednat tuto zalezitost se svou hlavni kontaktni
osobou ve spole¢nosti XXX.

. Obchodni partnefi a osoby jednajici jejich jménem v souvislosti s praci pro spolecnost
XXX nejsou opravnéni poskytovat platby k usnadnéni jednani. ,,Platby k usnadnéni
jednéani® jsou symbolické platby Statnim tGfednikiim za ucelem zajisténi ¢i urychleni
béznych spravnich ukont, kde se neuplatiiuje spravni uvazeni. Platbou k usnadnéni
jednani jsou naptiklad platby, které maji urychlit zpracovani jakéhokoli opravnéni,
povoleni nebo viz, kde jsou veskeré podklady v poradku. Pokud Obchodni partner
nebo osoba jednajici jeho jménem v souvislosti s praci pro spole¢nost XXX obdrzi
zadost nebo pozadavek na platbu k usnadnéni jednéni nebo o uplatek v souvislosti s
praci pro spole¢nost XXX nebo se o nich dozvi, je povinen o této zadosti nebo
poZadavku ihned informovat svou hlavni kontaktni osobou ve spole¢nosti XXX, nez
podnikne jakékoli dalsi kroky.

Uplatkdi'stvi v obchodni sféie
K tuplatkaftstvi a korupci mtize dojit nejen ve vztazich se Statni spravou, ale i ve vztazich mezi
podniky. VétSina zemi ma zakony, které zakazuji nabizet, slibovat, poskytovat, poZzadovat,

ziskavat, pfijimat nebo se zavazovat pfijmout penize nebo jakékoli jiné hodnoty vyménou za
neopravnénou obchodni vyhodu. Zakédzanym jednanim je zejména poskytovani drahych dart,
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luxusniho pohosténi, protisluzeb ¢i investi¢nich ptilezitosti za icelem neopravnéné piijmout
danou osobu k nakupu zbozi ¢i sluzeb. Spolupracovnici spole¢nosti XXX nesmi nabizet,
poskytovat, pozadovat ani pfijimat uplatky a od svych Obchodnich partneri a osob
jednajicich jejich jménem v souvislosti s praci pro spolecnost XXX ocekavame, ze se budou
fidit stejnymi zasadami.

Zasady pro prredchazeni uplatkarstvi a korupci tykajici v komunikaci se soukromymi
osobami a spolupracovniky spolec¢nosti XXX

Obchodni partner se musi pfi komunikaci se soukromymi osobami a spolupracovniky
spolecnosti XXX tidit témito zdsadami:

. Obchodni partnefi a osoby jednajici jejich jménem v souvislosti s praci pro spole¢nost
XXX nesmi nikomu pfimo ani neptimo uhradit, slibit ani povolit thradu korup¢ni
platby nebo poskytnuti jakékoli hodnoty s cilem ovlivnit tuto osobu, aby poskytla
spole¢nosti XXX jakoukoli protipravni vyhodu.

. Obchodni partnefi a osoby jednajici jejich jménem v souvislosti s praci pro spole¢nost
XXX nesmi pfimo ani nepiimo vyzadovat, zavazat se k prijeti nebo pfijmout zadné
hodnoty jako neopravnénou pobidku v souvislosti se svou obchodni ¢innosti
vykonavanou pro spolecnost XXX.

. Spolupracovnici spolecnosti XXX nesmi od naSich Obchodnich partnert a osob
jednajicich jejich jménem v souvislosti s praci pro spole¢nost XXX piijimat zadné
dary, sluzby, vyhody, zdbavu nebo jiné predméty vétsi nez symbolické ¢i drobné
penézité hodnoty. Dary symbolické hodnoty jsou povoleny pouze v ptipadé, Ze nejsou
piijimany piili§ ¢asto a jsou pfijimany pouze pii ptileZitostech, pii nichZ je davani dard
vhodné.

Hlaseni domnélych ¢i skutecnych piipadii poruSeni

Od Obchodnich partnert a osob jednajicich jejich jménem v souvislosti s praci pro spolecnost
XXX se ocekava, ze upozorni na mozné piipady poruseni téchto Zasad predchazeni
uplatkafstvi a korupci nebo na poruseni zdkona. Obchodni partner takova hlaseni podava své
hlavni kontaktni osob¢ ve spole¢nosti XXX nebo, pokud tomu Obchodni partner dava
prednost, koncernovému oddéleni spole¢nosti XXX pro dodrzovani pravnich predpisi e-
mailem na adresu XXX nebo telefonicky na ¢islo XXXXXX.
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Priloha C
VYBAVENI A MATERIALY

Neuplatiiuje se
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Piiloha D

OCHRANA OSOBNICH UDAJU

Definice. Pojmy s velkymi poc¢ate¢nimi pismeny pouzivané v této Piiloze D maji
vyznam pfifazeny jim v tomto Oddile 1 Ptilohy D. VSechny pojmy, které nejsou
definované v Ptiloze D, maji vyznam pfifazeny jim ve Smlouvé

(a)

(b)

(©

(d)

(€)

»Platné pravni predpisy* znamena jakykoli platny zakon, nafizeni nebo jiné
pravni pozadavky, jez se vztahuji ke sluzbam poskytované podle této Smlouvy.

»Spravee® se rozumi subjekt, ktery sdm nebo spolecné s jinymi urcuje ucely a
zpisoby Zpracovani Osobnich udaja.

»Poruseni Bezpeénosti udaji‘ se rozumi naruseni bezpecnosti, které vede k
nahodnému nebo protipravnimu zniceni, ztraté, zmeéné, neopravnénému
vyzrazeni nebo zpfistupnéni Osobnich udajl pfenasenych, uchovavanych nebo
jinak zpracovavanych.

,Bezpecnostni incident™ se rozumi (i) Poruseni bezpec¢nosti udaja; (ii)
zabezpecenti, které s sebou nese vyznamné riziko ohrozeni ditvérnosti, integrity
nebo bezpecnosti Osobnich udajt; (iii) poruseni Platnych pravnich predpist
tykajicich se Zpracovani Osobnich udaji podle této Smlouvy; nebo (iv)
jakékoli neopravnéné ziskani pristupu nebo pouziti Osobnich udajt, které
spousti oznamovaci povinnost poruSeni Osobnich udajl podle Platnych
pravnich predpist. Bezpecnostni incident nezahrnuje nasledujici:

(i)  jakakoliv neumyslné ziskani, pfistup, nebo pouziti Osobnich udajt
zamé&stnancem nebo zastupcem Instituce nebo Hlavniho zkousejiciho,
pokud takové ziskani, ptistup nebo pouziti bylo provedeno v dobré vife a
nema za nasledek dal$i neopravnéné nebo nevhodné Zpracovani
Osobnich udaji;

(i)  jakékoliv neumyslné zpfistupnéni osobou, ktera je opravnéna k ptistupu
k Osobnim 0idajim jménem Instituce nebo Hlavniho zkousejiciho, jiné
osobg¢, ktera je opravnéna k pristupu k Osobnim tdajim jménem
Instituce nebo Hlavniho zkousejiciho, za ptedpokladu, ze informace,
které obdrzela jako vysledek tohoto zptistupnéni nejsou dale pouzity
nebo zpfistupnény neopravnénym nebo nevhodnym zplisobem; nebo

(i)  jakakoliv ztrata nebo neopravnéna akvizice nebo pfistup k Sifrovanym
Osobnim udajim, za ptedpokladu, ze diveérna hesla nebo kli¢, které jsou
schopny ohrozit bezpecnost, diivérnost nebo integritu Sifrovanych
Osobnich udaji, nejsou soucasné predmétem ztraty, neopravnéné
akvizice nebo pftistupu.

,Osobni udaje* ma vyznam uvedeny Platnymi pravnimi piedpisy a zahrnuje,
bez omezeni, jakékoli informace (bez ohledu na médium a to, zda jsou
samostatné nebo v kombinaci s dal§imi dostupnymi informacemi), které
identifikuji nebo se vztahuji k identifikované nebo identifikovatelné fyzické
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osobé. Udaje koédované kli¢em jsou povazovany za Osobni Gdaje, i kdyz
drzitel téchto tidaji nema pristup ke klici, ktery udaje propojuje s identitou
jedince. Osobni tdaje shromazdéné v souvislosti se Studii budou zahrnovat i
Osobni udaje zastupct spole¢nosti XXX, jakoz i Osobni udaje tykajici se
Hlavniho zkousejiciho, spoluzkousejicich, vyzkumnych pracovnik, tfetich
stran a subjektt Studie.

()] wZpracovani‘ se rozumi jakékoli operace nebo soustava operaci, které jsou
provadény s Osobnimi Udaji, s pouZitim nebo bez pouZiti automatickych
prostredk, jako je shromazd’ovani, zaznamenavani, organizace, uchovavani,
prizpisobovani nebo pozménovani, vyhledavani, konzultace, pouziti, sdéleni
prostiednictvim pfenosu, Sifeni nebo jakékoli jiné zpfistupnéni, srovnani ¢i
kombinovani, blokovani, vymaz nebo zniceni.

(09) ,,Prenos®, , Pievod nebo ,,PFeneseni se rozumi, at’ uz fyzickymi nebo
elektronickymi prostiedky, pfes narodni hranice, jak (a) pohyb Osobnich
udajii z jednoho mista nebo od osoby na druhé misto nebo ke druhé osobé¢, tak
i (b) poskytnuti ptistupu k Osobnim udajim z jednoho mista nebo od jedné
osoby na jiné misto nebo jiné osobé.

Osobni tdaje subjekti Studie. Spole¢nost XXX bude nezavislym Spravcem co se
tykéa Zpracovani Osobnich tdaji obsazenych v udajich Studie a Biologickych
vzorcich, které predava Instituce nebo Hlavni zkousejici spole¢nosti XXX nebo jsou
jinak vytvotené spolecnosti XXX. Instituce nebo Hlavni zkousejici budou Spravcem
Osobnich udajii Zpracovavanych Instituci s ohledem na l1ékatskou péci subjektii
Studie.

Osobni udaje personalu Studie. Instituce potvrzuje, ze obdrzela Oznameni
spole¢nosti XXX o ochrané¢ Osobnich udaji zkouSejicich a personéalu Studie — pro
Evropské unii, Evropsky hospodaisky prostor a Svycarsko

Soulad. Strany a spole¢nost XXX souhlasi, Ze ve véci Zpracovani Osobnich udaji
budou po celou dobu trvani Smlouvy jednat v souladu s Platnymi pravnimi piedpisy.
Je zodpovédnosti kazdé Strany zavést a udrZzovat veSkeré seznamy a registrace
Zpracovani Osobnich tidaji tak, jak je poZadovano Platnymi pravnimi pfedpisy.
Strany a spolecnost XXX budou spolupracovat a poméhat si navzajem s ohledem na
posouzeni dopadl na ochranu tidaji a/nebo piedchozi konzultace s organy statni
spravy, které mohou byt pozadovany v souvislosti se Zpracovanim, které se provadi v
ramci Smlouvy. Instituce bude také okamzité informovat spole¢nost XXX o
jakémkoli oznameni obdrzeném od organti pro ochranu osobnich udajl v souvislosti
se Studii.

Programy pro ochranu a bezpe¢nost Osobnich udaji. V pribéhu trvani této Smlouvy,
budou Instituce a spole¢nost XXX kazdy udrzovat komplexni program zajiSténi
ochrany a bezpecnosti Osobnich idaji navrzeny tak, aby bylo zajiSténo, ze Osobni
udaje budou Zpracovavany pouze v souladu se Smlouvou, véetné jmenovani
inspektora ochrany bezpecnosti tdaji, jak je pozadovano Platnymi pravnimi piedpisy.
Strany budou realizovat odpovidajici administrativni, technicka a fyzicka
bezpecnostni opatieni k ochrané Osobnich tdajt.
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Persondl. Instituce a spole¢nost XXX zajisti, aby jejich pracovnici zabyvajici se
Zpracovanim Osobnich udaji, byli informovani o diivérné povaze Osobnich udaju,
absolvovali odpovidajici odbornou piipravu ohledn¢ vlastni odpovédnosti a podepsali
pisemnou dohodu o ml¢enlivosti nebo byli subjektem profesionalni povinnosti
mlcenlivosti. Strany zajisti, aby pfistup k Osobnim udajim byl omezen na ty
pracovniky, ktefi vykonavaji sluzby souvisejici se Smlouvou.

Bezpecnostni Incident.

€)) Instituce bude informovat spole¢nost XXX, a to zpiisobem stanovenym ve
Smlouvé, do dvaceti ¢ty (24) hodin od zjisténi Bezpecnostniho incidentu
tykajiciho se Zpracovani Osobnich udajli podle této Smlouvy.

(b) V pribéhu oznameni Instituce poskytne, pokud to bude proveditelné,
dostate¢né informace pro spole¢nost XXX, aby posoudila Bezpe¢nostni
incident a mohla poskytnout zpétnou vazbu, a to vyhradné jako zicastnéna
strana, nikoli ve smyslu pravniho nebo regulaéniho poradenstvi, Instituci k
tomu, zda oznameni organu pro ochranu osobnich udaji je pozadovano
Platnymi pravnimi piedpisy.

(© Instituce urci na zéklad€ vSech dostupnych informaci a Platnych pravnich
ptedpisti, zda bude Bezpecnostni Incident povazovan za PoruSeni bezpecnosti
udajii a zajisti oznameni subjektim tdaji a/nebo orgdniim statni spravy,
pokud to vyzaduje zakon, a bude odpovédna za podéani takového oznadmeni.

(d) Pouze v ptipadé jakéhokoliv oznameni Poruseni bezpecnosti udaju, které by
zahrnovalo 1 Osobni udaje zastupcti spole¢nosti XXX (jak je definovano v
¢lanku 12), bude mit spole¢nost XXX moznost piezkoumat a schvalit takové
oznameni pied tim, neZ bude odeslano zastupclim spolecnosti XXX.

@) Instituce bude zodpovédna za veskeré naklady, vydaje, jakoz i za veskeré
sankce, v souvislosti s poskytovanim téchto ozndmeni. Instituce bude také
provadét vSechny potfebné kroky k napravé a zmirnéni Bezpec¢nostniho
Incidentu na své vlastni naklady.

Prava subjektti Udajt, které se Gcastni Studie. Instituce a spoleénost XXX souhlasi s
tim, ze Instituce je nejlépe schopna spravovat pozadavky subjektd Studie na pfistup,
zménu, Prevod, omezeni nebo odstranéni Osobnich udaji. V ptipad¢, ze spolecnost
XXX nebo CRO obdrzi zadost od subjektu Studie o takovy pfistup, zmeénu, Pfevod,
omezeni nebo odstranéni, spolecnost XXX nebo CRO pteda pozadavek Instituci.
Instituce bude reagovat na zadosti subjekti Studie o pfistup, zménu, Pfevod, omezeni
nebo vymaz Osobnich tdaji v souladu s Platnymi pravnimi ptedpisy, Smlouvou a
jakymikoliv dal$imi instrukcemi poskytnutymi spolecnosti XXX. Instituce bere na
védomi, Ze v z4jmu zachovani integrity vysledkt Studie, mize byt omezena moznost
zménit, omezit nebo odstranit Osobni tdaje v souladu s Platnymi pravnimi predpisy.
Spolecnost XXX bere na védomi, ze subjekty Studie mohou kdykoliv odvolat sviij
informovany souhlas s ucasti ve Studii a souhlas se Zpracovanim Osobnich udaj.

Prava subjektti Udajt, které se Ugastni Studie, po uzavieni Studie. Instituce
neprodlené oznami spolec¢nosti XXX kazdé takové odvolani souhlasu, které mize mit
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10.

11.

12.

vliv na pouziti Osobnich udajli podle této Smlouvy a jakékoli jiné pokyny poskytnuté
spolec¢nosti XXX. Tyto zadosti mohou byt smérovany na e-mailovou adresu
spolecnosti XXX

Preshranicni Pfenosy udaji. Instituce uskutecni Pienos Osobnich udaji mimo
Evropsky hospodaisky prostor nebo Svycarsko pouze v souladu s p¥islusnymi
instrukcemi, které ji v souvislosti se Studii poskytne spole¢nost XXX. Pozada-li o to
Instituce nebo spolecnost XXX (nebo CRO jménem spolecnosti XXX), uzavie
Instituce se spolecnosti XXX dohodu upravujici takovy Pfevod, zahrnujici, ale ne
omezenou pouze na Standardni smluvni dolozky EU, pokud nebude existovat jiny
piiméfeny mechanismus pro Prevod.

Zaznamy. Instituce a spolecnost XXX budou oba udrzovat pisemné zaznamy o vSech
¢innostech Zpracovani Osobnich udaju, které jsou provadény v ramci Smlouvy.
Takovy zdznam bude obsahovat alesponi (i) jméno a kontaktni udaje zpracovatele; (i1)
jméno a kontaktni tdaje zpracovatelova povéfence pro ochranu osobnich tudaji; (iii)
kategorie provadénych Zpracovani udaji; (iv) prevody udajii do tfetich zemi nebo
mezinarodnich organizaci a dokumentaci vhodnych ochrannych opatieni, kterd byla
pfijata; a (v) obecny popis administrativnich, technickych a fyzickych bezpecnostnich
opatfeni, kterd byla pfijata k ochran¢ Osobnich udaja.

Pouziti zpracovateli. XXX a Instituce se dohodly, Ze veskeré dohody o zpracovani
udaji musi byt v pisemné formé, a ze zpracovatelé jsou povinni jednat v souladu s
podminkami Smlouvy. Pro tcely této Smlouvy je CRO zpracovatelem pro spolec¢nost
XXX. Instituce a spole¢nost XXX budou zodpovédné za jakékoliv poruSeni ze strany
zpracovatele, kterého zaméstnala, poruSeni pak bude povazovano jako by jej
zpusobila pfimo ptislusna Strana.
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Attachment A
STUDY BUDGET AND PAYMENT TERMS

Protocol Number XXX

Payee’s name and address: Payment of the sums due under this Agreement/Study
Order will be made payable to:

Payee: Thomayerova nemocnice
Payee’s address: Videnska 800, 140 59 Praha 4
Payee’s phone number: XXX

Account number: XXX

Bank name: Ceské narodni banka

Contact e-mail address for [study.payments@ftn.cz
payment:

All invoices (except for the Initial Administration Fee) will be issued by the Beneficiary on
the basis of a Payment List, which will include a list of performed performance for the
previous six months under the Contract and an invitation to issue an invoice. The payment
summary will be sent to the Service Provider by / CRO at study.payments@ftn.cz

The Payee is obliged to inform the CRO, in writing, of any changes or required updates of
payment instructions and/or bank details.

Invoices will be issued and sent to:
VALUE OUTCOMES s.r.o.
Vaclavska 316/12
120 00 Praha 2
IC: 27079333
K rukam: XXX

Maturity of invoices: 30 from exposure

CRO will pay the Provider an initial administrative fee of XXX, which is payable
immediately after the contract is signed and the invoice is delivered.

In the event of conclusion of the amendment, the CRO shall pay the Provider a fee of XXXX
payable after the conclusion of the amendment and delivery of the invoice.

CRO will pay the Provider an archive fee of XXX along with the last payment.
The CRO will pay the Institution the amount as outlined bellow.

The payment for carrying out the study is set by the sponsor of this project, XXX, so that it
covers only the administrative and overhead costs, related to carrying out the study.

The total payment will be calculated according to the activities carried out and described
in the table below.

The payment will be paid in instalments as follows:
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The Institution is entitled to a payment only for the activities duly carried out within
7 months after enrolling the last Study Subject in the given centre.

The payment will be paid on the basis of an invoice issued by the Institution after meeting
the conditions for payment of the appropriate amount, that being within [30] days from
exposure.

Activity: Activity’s content Number Gross
of hours payment
1 Informing the patient about the 1 XXX
possibility of enrolling in the
study, answering all the patient’s
questions about the patient’s
Informed  Consent (“1C”),
signing the 1C with the patient
2 Filling out forms Visit 1 2 XXX
3 Filling out forms Visit 2 2 XXX
4 Filling out forms Visit 3 2 XXX
Total XXX

No payment. The CRO shall not provide the Institution with remuneration for any Study
Subject whose enrolment in the study is not in accordance with the Protocol’s eligibility
criteria or from whom the study data cannot be analysed because of protocol deviations.
No payment shall be given if the Institution does not confirm the Study Subject’s
signature of the Informed Consent form, or in the case of sending incorrectly completed
or unverifiable electronic forms on the Study Subject (eCRF).

Compensation for all Protocol-required activities to be performed by the Institution is
included in the payment specified above.
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Attachment B
XXX INTERNATIONAL ANTI-BRIBERY AND
ANTI-CORRUPTION BUSINESS PRINCIPLES

XXX has a long-standing policy forbidding bribery and corruption in the conduct of our
business in the United States or abroad. XXX is committed to performing business with
integrity, and acting ethically and legally in accordance with all applicable laws and
regulations. We expect the same commitment from the consultants, agents, representatives or
other companies and individuals acting on our behalf (“Business Associates™), as well as
those acting on behalf of Business Associates (e.g., subcontractors), in connection with work
for XXX.

Bribery of Government Officials

Most countries have laws that forbid making, offering or promising any payment or anything

of value (directly or indirectly) to a Government Official when the payment is intended to

influence an official act or decision to award or retain business.

“Government Official” shall be broadly interpreted and means:

Q) any elected or appointed Government official (e.g., a legislator or a member of a
Government ministry);

(i) any employee or individual acting for or on behalf of a Government Official, agency,
or enterprise performing a governmental function, or owned or controlled by, a
Government (e.g., a healthcare professional employed by a Government hospital or
researcher employed by a Government university);

(iii)  any political party officer, candidate for public office, officer, or employee or
individual acting for or on behalf of a political party or candidate for public office;

(iv)  any employee or individual acting for or on behalf of a public international
organization;

(V) any member of a royal family or member of the military; and
(vi)  any individual otherwise categorized as a Government Official under law.

“Government” means all levels and subdivisions of governments (i.e., local, regional, or
national and administrative, legislative, or executive).

Because this definition of “Government Official” is so broad, it is likely that Business
Associates will interact with a Government Official in the ordinary course of their business on
behalf of XXX. For example, doctors employed by Government-owned hospitals would be
considered “Government Officials.”

The U.S. Foreign Corrupt Practices Act (the “FCPA”) prohibits making, promising, or
authorizing a payment or providing anything of value to a non-U.S. Government Official to
improperly or corruptly influence that official to perform any governmental act or make a
decision to assist a company in obtaining or retaining business, or to otherwise gain an
improper advantage. The FCPA also prohibits a company or person from using another
company or individual to engage in any such activities. As a U.S. company, XXX must
comply with the FCPA and could be held liable as a result of acts committed anywhere in the
world by a Business Associate.

48



Anti-Bribery and Anti-Corruption Principles Governing Interactions with Governments

and Government Officials

Business Associates must communicate and abide by the following principles with regard to

their interactions with Governments and Government Officials:

. Business Associates, and those acting on their behalf in connection with work for
XXX, may not directly or indirectly make, promise, or authorize the making of a
corrupt payment or provide anything of value to any Government Official to induce
that Government Official to perform any governmental act or make a decision to help
XXX obtain or retain business. Business Associates, and those acting on their behalf
in connection with work for XXX, may never make a payment or offer any item or
benefit to a Government Official, regardless of value, as an improper incentive for
such Government Official to approve, reimburse, prescribe, or purchase a XXX
product, to influence the outcome of a clinical trial, or to otherwise benefit XXX
business activities improperly.

. In conducting their XXX-related activities, Business Associates, and those acting on
their behalf in connection with work for XXX, must understand and comply with any
local laws, regulations, or operating procedures (including requirements of
Government entities such as Government-owned hospitals or research Investigators)
that impose limits, restrictions, or disclosure obligations on compensation, financial
support, donations, or gifts that may be provided to Government Officials. If a
Business Associate is uncertain as to the meaning or applicability of any identified
limits, restrictions, or disclosure requirements with respect to interactions with
Government Officials, that Business Associate should consult with his or her primary
XXX contact before engaging in such interactions.

. Business Associates, and those acting on their behalf in connection with work for
XXX, are not permitted to offer facilitation payments. A “facilitation payment” is a
nominal payment to a Government Official for the purpose of securing or expediting
the performance of a routine, non-discretionary governmental action. Examples of
facilitation payments include payments to expedite the processing of licenses, permits
or visas for which all paperwork is in order. In the event that a Business Associate, or
someone acting on their behalf in connection with work for XXX, receives or becomes
aware of a request or demand for a facilitation payment or bribe in connection with
work for XXX, the Business Associate shall report such request or demand promptly
to his or her primary XXX contact before taking any further action.

Commercial Bribery

Bribery and corruption can also occur in non-Government, business to business relationships.
Most countries have laws which prohibit offering, promising, giving, requesting, receiving,
accepting, or agreeing to accept money or anything of value in exchange for an improper
business advantage. Examples of prohibited conduct could include, but are not limited to,
providing expensive gifts, lavish hospitality, kickbacks, or investment opportunities in order
to improperly induce the purchase of goods or services. XXX colleagues are not permitted to
offer, give, solicit or accept bribes, and we expect our Business Associates, and those acting
on their behalf in connection with work for XXX, to abide by the same principles.

Anti-Bribery and Anti-Corruption Principles Governing Interactions with Private
Parties and XXX Colleagues

Business Associates must communicate and abide by the following principles with regard to
their interactions with private parties and XXX colleagues:
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. Business Associates, and those acting on their behalf in connection with work for
XXX, may not directly or indirectly make, promise, or authorize a corrupt payment or
provide anything of value to any person to influence that person to provide an
unlawful business advantage for XXX.

. Business Associates, and those acting on their behalf in connection with work for
XXX, may not directly or indirectly, solicit, agree to accept, or receive a payment or
anything of value as an improper incentive in connection with their business activities
performed for XXX.

. XXX colleagues are not permitted to receive gifts, services, perks, entertainment, or
other items of more than token or nominal monetary value from Business Associates,
and those acting on their behalf in connection with work forXXX. Moreover, gifts of
nominal value are only permitted if they are received on an infrequent basis and only
at appropriate gift-giving occasions.

Reporting Suspected or Actual Violations

Business Associates, and those acting on their behalf in connection with work for XXX, are
expected to raise concerns related to potential violations of these International Anti-Bribery
and Anti-Corruption Principles or the law. Such reports can be made to a Business
Associate’s primary point of contact at XXX, or if a Business Associate prefers, to XXX’s
Compliance Group by e-mail at XXXX or by phone at XXXX.
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Attachment C
EQUIPMENT AND MATERIALS

NOT APPLICABLE
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Attachment D
PROTECTION OF PERSONAL DATA

Definitions. Capitalized terms used in this Attachment D will have the meaning
assigned to them in this Section 1 of Attachment D. All capitalized terms not
otherwise defined in Attachment D will have the meaning assigned to them in the
Agreement

(@  “Applicable Law” means any applicable law, regulation, or other legal
requirement applicable to the services provided under the Agreement.

(b)  “Controller” will mean the entity that alone or jointly with others determines
the purposes and means of the Processing of Personal Data.

(c) “Data Security Breach” means a breach of security leading to the accidental
or unlawful destruction, loss, alteration, unauthorised disclosure of, or access
to, Personal Data that has been transmitted, stored, or otherwise processed.

(d)  “Security Incident” will mean (i) Data Security Breach; (ii) a security
vulnerability that carries a material risk of compromising the confidentiality,
integrity, or security of Personal Data; (iii) a violation of Applicable Law
relating to the Processing of Personal Data under this Agreement, or (iv) or any
unauthorized acquisition, access or use of Personal Data that triggers a breach
notification obligation under Applicable Law. A Security Incident will exclude
the following:

(i) any unintentional acquisition, access, or use of Personal Data by an
employee or agent of Institution or Principal Investigator if such
acquisition, access, or use was made in good faith and does not result in
further unauthorized or inappropriate Processing of Personal Data;

(if) any inadvertent disclosure by a person who is authorized to access
Personal Data on behalf of Institution or Principal Investigator to another
person who is authorized to access Personal Data on behalf of Institution
or Principal Investigator, provided the information received as a result of
such disclosure is not further used or disclosed in an unauthorized or
inappropriate manner; or

(i) any loss or unauthorized acquisition of or access to encrypted Personal
Data, provided the confidential process or key that is capable of
compromising the security, confidentiality, or integrity of the encrypted
Personal Data is not also subject to loss or unauthorized acquisition or
access.

(e “Personal Data” has the meaning given by Applicable Law and includes,
without limitation, any information (regardless of the medium and whether
alone or in combination with other available information) that identifies or
relates to an identified or identifiable natural person. Key coded data are
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considered Personal Data even if the holder of those data does not have access
to the key that links the data to the identity of an individual. Personal Data
collected in association with the Study will include XXX Representative
Personal Data as well as Personal Data relating to the Principal Investigator,
sub-investigators, research staff, third parties, and Study Subjects.

()] “Process” or “Processing” will mean any operation or set of operations,
which is performed upon Personal Data, whether or not by automatic means,
such as collection, recording, organization, storage, adaptation or alteration,
retrieval, consultation, use, disclosure by transmission, dissemination or
otherwise making available, alignment or combination, blocking, erasure or
destruction.

(9) “Transfer”, “Transferred” or “Transferring” means, whether by physical or
electronic means, across national borders, both (a) the moving of Personal
Data from one location or person to another, and (b) the granting of access to
Personal Data by one location or person to another.

Personal Data of Study Subjects. XXX will be an independent Controller with
respect to its Processing of Personal Data contained in the Study Data and Biological
Samples that are reported by Institution or Principal Investigator to XXX or otherwise
created by XXX. Institution or Principal Investigator is the Controller of Personal
Data Processed by Institution with respect to the medical treatment of the
StudySubject.

Personal Data of Study Staff. Institution acknowledges that it has received the XXX
Privacy Notice for Investigators and Study Personnel — European Union, European
Economic Area, and Switzerland

Compliance. The parties and XXX agree to comply with Applicable Law with
respect to its Processing of Personal Data throughout the term of the Agreement. Itis
the responsibility of each party to effect and maintain all inventories and registrations
for the Processing of Personal Data as required under Applicable Law. The parties
and XXX will cooperate and assist each other with respect to any data protection
impact assessments and/or prior consultations with government authorities that may
be required in respect to Processing that is carried out under the Agreement.
Institution will also immediately notify XXX of any notices received from a data
protection authority that relate to the Study.

Privacy and Security Programs. During the term of this Agreement, the Institution and
XXX will each maintain a comprehensive privacy and security program designed to
ensure that Personal Data will only be Processed in accordance with the Agreement,
including the appointment of a data protection officer as required by Applicable Law.
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The Parties will implement appropriate administrative, technical, and physical
security measures to protect Personal Data.

Personnel. Institution and XXX will ensure that their 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 obligations
of confidentiality. The Parties will ensure that access to Personal Data is limited to
those personnel who perform services in accordance with the Agreement.

Security Incident.

(@)

(b)

(©)

(d)

(€)

Institution will notify XXX, in the manner specified in the Agreement, within
twenty-four (24) hours of discovery of a Security Incident related to Personal
Data maintained by Institution under the Agreement.

In the course of notification, Institution will provide, as feasible, sufficient
information for XXX to assess the Security Incident and provide feedback,
solely as an interested party and not as legal or regulatory advice, to Institution
on whether notification to any government is required by Applicable Law.

Institution will determine on the basis of all available information and
Applicable Law, if the Security Incident will be considered a Data Security
Breach and arrange for notification to data subjects and/or government
authorities if required by law, and will be responsible for providing such
notification

Solely with respect to any Data Security Breach notifications involving XXX
Representative Personal Data (as defined in Section 12), XXX will have the
opportunity to review and approve such notices before they are sent to the
XXX representatives.

Institution will be responsible for all costs, expenses, as well as any resulting
penalties, associated with the provision of such notifications. Institution will
also perform all necessary actions to rectify and mitigate the Security Incident
at its sole expense.

Rights of Data Subjects Participating in the Study. Institution and XXX agree that,

as between them, Institution is best able to manage requests from Study Subjects for
access, amendment, Transfer, restriction, or deletion of Personal Data. In the event
that XXX and/or CRO receive a request from a Study Subject for such access,
amendment, Transfer, restriction, or deletion, XXX or CRO will forward the request
to Institution. Institution will respond to Study Subjects’ requests for access,
amendment, Transfer, restriction, or deletion of Personal Data in accordance with
Applicable Law, the Agreement, and any other instructions provided by XXX.
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11.

10.

Institution acknowledges that in order to maintain the integrity of Study results, the
ability to amend, restrict, or delete Personal Data may be limited, in accordance with
Applicable Law. XXX acknowledges that Study Subjects may withdraw their
informed consent to Study participation and their consent to Processing of Personal
Data at any time.

Rights of Data Subjects Participating in the Study post Study Closure. Institution
will promptly notify XXX of any such withdrawal of consent that may affect the use
of the Personal Data under the Agreement and any other instructions provided by
XXX. Such requests may be directed to XXX at XXXXXXX

Cross-Border Data Transfers. Institution will only Transfer Personal Data outside
the European Union, European Economic Area or Switzerland in accordance with
Study related instructional documents provided by XXX. If requested by either
Institution or XXX (or by CRO on behalf of XXXX Institution and XXX will enter
into an agreement governing such Transfer, including, but not limited to the EU
Standard Contractual Clauses, unless another adequate mechanism for the Transfer
exists.

Records. Institution and XXX will each maintain a written record of all Processing
activities that are carried out under the Agreement. Such record will contain, at a
minimum, (i) the name and contact details of any processors; (ii) the name and
contact details of the processors’ data protection officers; (ii1) the categories of
Processing that are carried out; (iv) Transfers to third countries or international
organizations and documentation of the suitable safeguards that are employed; and
(v) a general description of the administrative, technical, and physical security
measures that have been taken to safeguard the Personal Data.

Use of Processors. XXX and Institution agree that all processing agreements will
be in writing and that processors will be required to comply with the terms of the
Agreement. For purposes of this Agreement, CRO is a processor of XXX.
Institution and XXX will be responsible for any noncompliance by a processor
which it has engaged, which noncompliance will constitute a breach as if
committed directly by that Party.
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