DR. REDDY’S LABORATORIES S.A.

DR. REDDY’S LABORATORIES S.A. ;

LETTER OF INDEMNIFICATION

PROHLASENI O ODSKODNENI

This letter of indemnification (the “LOTI”) is
entered into as of the date ot disclosure, of the
below-referenced Clinical Trial Agreement, in

L
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Toto ProhlaSeni o odSkodnéni (dale jen
~Prohliaseni“) se uzavira suéinnosti od
zvefejnéni smlovuy o klinickém hodnoceni, v

Coll,,
Contracts (“Effective Date”), whereas the LOI
constitutes an Exhibit to the Clinical Trial
Agreement

by and between

Dr. Reddy’s Laboratories S.A.,
Elisabethenanlage 11, CH-4051Basel
Switzerland (“Sponsor”™); and

Fakultni nemocnice Ostrava

17. listopadu 1790/5 ‘

708 52 Ostrava - Poruba

Czech Republic

Company ID No.: 00843989

Tax ID No.: CZ00843989

the Foundation Deed of Ministry of Health
dated 25th November 1990 No. OP-054-
25.11.90;

Acting by: doc. MUDr. Petr Vavra, Ph.D.,
Deputy Director for Science and Research -
authorized to act and sign in matters of this
agreement

(“Institution™).

on Register of

smluv, jejiz prilohou je toto prohlaseni. (dale |

jen ,,.Datum nabyti acinnosti*)

mezi spolecnosti

Dr. Reddy’s Laboratories S.A.,
Elisabethenanlage 11, CH-4051 Basile;j,
Svycarsko

(dale jen ,,Zadavatel); a

Fakultni nemocnice Ostrava

17. listopadu 1790/5

708 52 Ostrava - Poruba

Ceska republika

IC: 00843989

DIC: CZ00843989

Z¥izovaci listina MZ CR ze dne 25. listopadu
1990 &.j. OP-054-25.11.90;

Jednajici prostiednictvvim: doc. MUDr. Petra
Vavry, Ph.D., namésteka feditele pro védu a
vyzkum, opravnéného jednat a podepisovat
v této véci

(dale jen ,,Zdravotnické zaFizeni®).

Re: “A Randomised, Double-blind, Parallel-
group, Phase III Study to Compare the

Proposed Rituximab Biosimilar (DRL_RI)
with MabThera® in Subjects with
Previously Untreated, Stage II-IV, Cluster
of Differentiation (CD)20-Positive, Low
Tumour Burden Follicular Lymphoma”

Efficacy, Safety, and Immunogenicity of

Véc: ,,Randomizovana, dvajité zaslepena
studie faze III s paralelnimi skupinami k

porovnani  ucinnosti, bezpecnosti a
imunogenicity navrhovaného
biosimilarniho  rituximabu (DRL_RI)

s piripravkem MabThera® u dosud
nelécenych subjekti s (CD)20 pozitivhim
folikularnim lymfomem s malou nidorovou
masou IL—IV. klinického stadia“
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NOW, THEREFORE, the parties hereby
agree as follows:

PROTO SE NYNI zigastnéné strany
dohodly na nasledujicim:

This Agreement is entered into in connection
with the study set forth in Protocol No. RI-01-
006 (the “Study”) conducted by MUDr. Juraj
Durag, an employee of Institution, as principal

(13 C})

Tato Smlouva se uzavira v souvislosti se studii
uvedenou v Protokolu ¢. RI-01-006 (dale jen
LStudie“), kterou provadi MUDr., Juraj
Dura$, zamé&stnanec Zdravotnického zafizent,

~ 4

QIO

TRS0CT DTS 10 I TeIS T CONaIIons
of the Clinical Trial Agreement entered into by
and between Fakultni nemocnice Ostrava
(“Institution”), Investigator and Parexel
International (IRL) Limited (“CRO”) on
behalf of Sponsor (the “Clinical Trial
Agreement”), of which this Letter constitutes
and integral part and Exhibit. Sponsor and
Institution agree to the indemnification
provisions set forth below.

o
i

'V_‘yu&v’a Se v souladu
Smlouvy o  provedeni
klinického  hodnoceni  uzaviené, mezi
Fakultni nemocnici Ostrava (dile jen
HZdravotnické zarizeni“), ZkouSejicim a
spoleénosti Parexel International (IRL)
Limited (dile jen ,,CRO“) jménem
Zadavatele (dale jen ,,Smlouva o provedeni
Kklinického hodnoceni®), které je tato dohoda
pfilohou a nedilnou soudasti. Zadavatel a
Zdravotnické zafizeni souhlasi s nize
uvedenymi ustanovenimi o odskodnéni.

[y

; n. ~ TiTo
) WU  ouiadic, 4

s podminkami

All capitalized terms used but not defined
herein shall have the meaning ascribed to such
term in the Clinical Trial Agreement.

Vsechny vyrazy uvedené velkym pismenem,
které zde nejsou definovany, jsou vysvétleny
ve Smlouvé o  provedeni  klinického
hodnoceni.

Sponsor Indemnification

Odskodnéni Zadavatelem

Subject to “Subject Injury” below, Sponsor
agrees to indemnify, defend and hold harmless
the Institution and the Investigator and its
trustees, directors, officers, employees
(including the Investigator for the Study) and
agents  (collectively, the “Inmstitution
Indemnitees™) from and against any and all
claims, damages, liability and losses
(including reasonable attorney’s fees and
expenses) (“Losses™) suffered by any third
party to the extent of such Losses and to the
extent such Losses arise out of: the injury of a
Study subject directly resulting from an
Institution Indemnitees’ use or administration
of the Study Drug and/or procedures provided
for under Protocol No. RI-01-006 or (ii)
negligence or willful misconduct of the
Sponsor,  (collectively, an “Institution

V ptipadé ,Ujmy subjektu®, jak je uvedeno

niZze, se Zadavatel zavazuje, Ze bude
odskodiiovat, obhajovat a zprosti
odpovédnosti  Zdravotnické zafizeni a

Zkousejiciho a jeho zplnomocnénce, feditele,
ufedniky, zaméstnance (véetné Zkousejiciho
Studie) a zastupce (souhrnné ,,0dskodinované
osoby  Zdravotnického zatizeni“ v
souvislosti s veskerymi zavazky, ztratami,
Skodami, rozsudky a vydaji (vCetné
pfiméfenych nakladd na pravni zastoupeni
a soudnich vydaji) (dale jen ,,Ztraty*), které
utrpéla tieti strana v rozsahu, v jakém tyto
Ztraty vznikly v dasledku: Gjmy subjektu
Studie ptimo vyplyvajici z toho, Ze
Odskodriované osoby Zdravotnického zafizeni
pouzivaly nebo podavaly hodnoceny piipravek
a/nebo provadély postupy podle protokolu &.
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Claim”), provided that Sponsor shall not
indemnify any Institution Indemnitees for any
Institution Claim to the proportionate extent
the Institution Claim results from:

RI-01-006 nebo (ii)) znedbalosti nebo
umyslného pochybeni ze strany Zadavatele

(souhrnné ,Narok Zdravotnického
zavizeni“) s podminkou, Ze Zadavatel nezajisti
odskodnéni Zzadné Odskodiiované osobé

Zdravotnického zatizeni za 74dné Naroky
Zdravotnického zafizeni v  piiméfeném

G VAT R TATES Y
S = sy st e Sl

1. the failure of Institution Indemnitees
to conduct the Study in accordance
with the Protocol, the Clinical Trial
Agreement, or any applicable laws
and/or regulatory requirements; or

1. neschopnosti Zdravotnického zafizeni
provadét Studii v souladu s
Protokolem, Smlouvou o provedeni
klinického hodnoceni nebo s platnymi
zakony a/nebo regulac¢nimi
poZadavky; nebo

2. the failure of Institution Indemnitees
to obtain informed consent and/or
giving false warranties to Study
subjects; or

2. neschopnosti Odskodfiovanych osob
Zdravotnického  zafizeni  ziskat
informovany souhlas a/nebo
poskytnuti faleSnych zaruk studijnim
subjektiim; nebo

3. any negligence or willful misconduct
of any Institution Indemnitees in the
conduct of the Study.

3. jakékoli nedbalosti nebo Umyslného
pochybeni, ktercho by se pfi
provadéni Studie dopustila kterakoli
Odskodriovana osoba Zdravotnického
zarizeni.

4. Damages caused by the party seeking
indemnification.

4. Skody zpisobené stranou Zadajici o
odskodnéni.

UNDER NO CIRCUMSTANCES SHALL
ANY PARTY BE ENTITLED TO LOSS OF

PROFITS, LOSS OF REVENUE,
INCIDENTAL, INDIRECT,
CONSEQUENTIAL OR SPECIAL

DAMAGES UNDER ANY THEORY OF
LAW (INCLUDING, BUT NOT LIMITED
TO, CONTRACT, NEGLIGENCE, TORT
LIABILITY AND STRICT LIABILITY IN
TORT) ARISING IN CONNECTION WITH
SUCH DEFAULT OR BREACH OF ITS
OBLIGATIONS UNDER THIS
AGREEMNT, OR ANY DOCUMENTS
RELATED THERETO WHETHER OR NOT
SUCH PARTY HAS BEEN ADVISED OF

ZA ZADNYCH OKOLNOSTI NESMI MIT
ZADNA ZE ZUCASTNENYCH STRAN
NAROK NA USLY ZISK, NAHRADU
ZTRATY PRiIIMU, NAHODNE, NEPRIME,
NASLEDNE NEBO ZVLASTNI SKODY
PODLE JAKYCHKOLI PRAVNICH TEORI{
(VCETNE, ALE NEJEN, SMLOUVY,
NEDBALOSTI, ODPOVEDNOSTI ZA
SKODU A PRIME ODPOVEDNOSTI PRI
PORUSENI PRAVA) VZNIKLE V
SOUVISLOSTI S TAKOVYM NEPLNENIM
NEBO  PORUSENIM  POVINNOSTI
VYPLYVAJICICH ZTETO SMLOUVY
NEBO SOUVISEJICICH DOKUMENTU,
BEZ OHLEDU NA TO, ZDA BYLA
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THE POSSIBILITY OF SUCH LOSS OR
DAMAGE.

TAKOVATO ZUCASTNENA STRANA
INFORMOVANA O MOZNOSTI TAKOVE
ZTRATY NEBO SKODY.

Conditions to Indemnification

Podminky odskodnéni

Institution Indemnitees shall (i) prov1de

I.)llJll l'l-lll]-l‘\-hi.’.]-]il.hI'J-'l- QU‘-']‘!!"II‘[ -V’
- et et -

'aclua
has knowledge of such potential or actual
Losses; (ii) permit the Sponsor to assume full
responsibility to investigate, prepare for and
defend against any such Losses — unless such
permission conflicts with laws valid in the
Czech Republic or with the Interests of the
Institution (pursuant to Article 32(2) of Act
No. 99/1963 Coll., Rules of Civil Procedure, as
amended); (iii) assist the Sponsor, at the
Sponsor’s reasonable expense, in the
investigation of, preparation for and defense
against any claim, demand or action relating to
such Losses; and (iv) not compromise or settle
any claim, demand or action in respect of such
Losses.

1demnitee

Odskodiiované osoby Zdravotmckeho zarlzem

Ib_'l']ilh.i t\"l“"_‘!ﬂt( 1“'-“ ASfamiae !\")._ l"l‘l A%

nebo  skutecne traty pote, co se
Odskodiiované osoby Zdravotnického zafizeni
o takovychto potencidlnich nebo skutecnych
Ztratach dozvi; (ii) umoZni Zadavateli prevzit
plnou odpovédnost za vysetfovani, pfipravu a
obranu proti témto Ztratam, pokud to neni v
rozporu s pravnimi predpisy platnymi na
tizemi Ceské republiky nebo se zijmy
Zdravotnického zafizeni (podle § 32 odst. 2)
zékona €. 99/1963 Sb., obéansky soudni fad, v
platném znéni); (iii) pomohou Zadavateli, za
rozumné naklady Zadavatele, pii vySetfovani,
ptipravé a obrané proti jakémukoli naroku,
pozadavku nebo tkonu tykajicimu se téchto
Ztrat; a (iv) neustoupi ani neurovnaji zadné
naroky, pozadavky nebo kroky tykajici se
téchto Ztrat.

Insurance

Pojisténi

Sponsor shall maintain liability insurance
pursuant to the provisions of Section 52,
Article 3(f) of ‘Act No. 378/2007, Coll., on
Pharmaceuticals, in connection with the Study
in light of the above obligations. Sponsor shall
provide evidence of such coverage to
Institution upon request.

Zadavatel je povinen udrZovat pojisténi
odpovédnosti za $kodu zpisobenou klinickym
hodnocenim v souladu s ustanovenimi § 52
odst. 3, pism. f) zédkona &. 378/2007 Sb., o
lé¢ivech., které odpovida standardim
v souvislosti se Studii s ohledem na vySe
uvedené povinnosti. Zadavatel poskytne na
pozadani Zdravotnickému zafizeni informace
o takovémto kryti.

Subject Injury

Uima subjektu

Sponsor shall reimburse Institution for all
reasonable and necessary medical expenses
for diagnosis, care and treatment of any injury
to a Study subject directly resulting from
participating in the Study; provided, however,
that: (i) the injury or illness was not caused by
Investigator/Institution’s deviation from the

Zadavatel uhradi Zdravotnickému zafizeni
veskeré priméfené a nezbytné zdravotni
naklady za diagnostiku, péci a lécbu jakékoli
zdravotni ijmy subjektu Studie, ke které doslo
v pfimém dasledku Géasti ve Studii; za
predpokladu, Ze: (i) ijma nebo nemoc nebyla

zpusobena odchylenim
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Protocol (except for medically necessary
deviations), and/or (ii) the injury or illness was
not caused by the negligence or misconduct of
the Investigator/Institution, and/or (iii) the
injury or illness is not attributable to the natural
progression ot any underlying illness, and/or
(iv) the injury or illness was not covered by the

| similar third-party payer providing such
medical or hospital coverage, except to the
extent not permitted by applicable law, rules or
regulations, and/or (v) the injury or illness was
not directly attributable to a failure of the
Institution Indemnitees, or any of its personnel
conducting the Study (including, for the
Practice, the Investigator), to adhere to the
terms of the Protocol, directions of the
Sponsor, and all laws, rules and regulations
pertaining to the administration of the Study,
and/or (vi) the injury or illness was not directly
attributable to the negligence or willful
misconduct of Institution Indemnitees or any
of its personnel conducting the Study
(including, the Investigator), and/or (vii)
attributable to a pre-existing abnormal medical
condition or underlying disease of the subject
or treatment that would have been provided to
the subject in the ordinary course of treatment
notwithstanding participation in the Study,
and/or (viii) the injury or illness is not
attributable to the Study subject’s deviation
from the reasonable direction of Study
personnel or the Study subject’s physician.

ElicalL oL nosniEmsEnce oranmsn
MEUICA] TOSPILEL MSUIATNCE, O 4TI\

Zkousejiciho/Zdravotnického  zafizeni od |
protokolu (s vyjimkou lékaisky nezbytnych
odchylek) a/nebo (ii) jma nebo nemoc nebyla
zpusobena  nedbalosti ¢  pochybenim
Zkousejiciho/Zdravotnického zafizeni a/nebo
(iii) Ujmu nebo nemoc nelze pficitat
pfirozenému vyvoji jakékoli zédkladni nemoci

=

S 0 0
- b bt S ¢

zdravotnim nebo nemocniénim  pojiSténim
subjektu, ani Zadnym podobnym platcem
poskytujicim  takové  zdravotni  nebo
nemocni¢ni pojisténi, s vyjimkou rozsahu,
ktery neni povolen platnymi zakony, pravidly
¢i predpisy, a/nebo (v) jma nebo nemoc

nebyla ptimo zplisobena selhanim
Odskodriovanych ~ osob  Zdravotnického
zafizeni nebo jeho pracovniky provadé€jicimi
Studii (veetné praktické ordinace,
Zkousejiciho) pii  dodrZzovani podminek

Protokolu, pokynil Zadavatele a vSech zakonn,
pravidel a predpist tykajicich se spravy Studie,
a/nebo (vi) Gjma nebo nemoc nebyla pfimo
zpusobena  nedbalosti ¢ myslnym
pochybenim Odskodnovanych osob
Zdravotnického zafizeni a jeho pracovniky
provadéjicimi Studii (véetné Zkousejiciho),
a/nebo (vii) 4jmu &i nemoc nelze piicitat jiz
existujicimu abnormélnimu zdravotnimu stavu
nebo zakladnimu onemocnéni subjektu nebo
léébe, ktera by byla subjektu poskytnuta v
béZzném pribehu 1é¢by, bez ohledu na udast ve
Studii, a/nebo (viii) Ujmu ¢&i nemoc nelze
pripsat odchylenim subjektu Studie od
pfiméfenych pokynli vydanych studijnim
personalem nebo lékafem studijniho subjektu.

Please confirm your acceptance of the above
terms by signing in the space provided below.
This letter constitutes the entire agreement
between us with respect to the indemnification
obligation to Institution Indemnitees for
performing the Study with and is effective as
of the date first set forth above.

Potvrd’te prosim sviij souhlas s vySe
uvedenymi podminkami podpisem do pole na
nasledujici strané. Tento dopis ptedstavuje
uplnou dohodu mezi nami ohledné povinnosti
odskodnit Odskodiiované osoby
Zdravotnického  zafizeni za  provadéni
klinického hodnoceni a je platny ke dni
uvedenému vyse.

DRL IRN: 100028962
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ised Signatory / osoba opravnéna k

Fakultni nemocnice Ostrava (Institution /
zdravotnické zarizeni),

Authorised Signatory / osoba opravnéna k

podpisu:

e doc- WDy Petr-Vavra, PhD: =
Dr. Raymond de Vré
Global Head Deputy Director for Science and Research /

nameéstek pro vé€du a vyzkum

Department / oddéleni: Biologics

Management / vedeni

Place / misto;

Basel, Switzerland

Place / misto:

Ostrava, Czech Republic

Signature / po

Signature / podpis:

diis:

Date / datum:

Date / datum:

==y ; 25 "_{"‘ X

Bew J2) \

N A Wy
h e
S

Dr. Reddy’s Legal

Utsab Mitra/ Legal Counsel

Samim Ahmed Ranju/ Associate General
Counsel
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THIS AGREEMENT is made by and between

D) PAREXEL International (IRL) Limited,
70 Sir John Rogerson's Quay

Dublin 2

Ireland

Tax ID # (EU VAT): IE 3249971HH

Company number 541507

(hereinafter CRO)
and

2 Fakultni nemocnice Ostrava

17. listopadu 1790/5

708 52 Ostrava — Poruba

Czech Republic

Organization ID No.: 00843989

Tax ID No.: CZ00843989

Subsidised institution established by the Ministry of Health of the
Czech Republic (Foundation Deed No. OP-054-25.11.90, dated
25th November 1990);

Acting by: doc. MUDr. Petr Vavra, Ph.D., Deputy Director for
Science and Research

(hereinafter Institution and/or Provider)

and

@

with place of work at Hematoonkologicka klinika Fakultni
nemocnice Ostrava, at 17. Listopadu 1790/5, 708 52 Ostrava —
Poruba

(hereinafter Investigator)
regarding
Protocol No: R1-01-006 (hereinafter Protocol)

“A Randomised, Double-blind, Parallel-group, Phase 111 Study
to Compare the Efficacy, Safety, and Immunogenicity of
Proposed Rituximab Biosimilar (DRL_RI) with MabThera®
in Subjects with Previously Untreated, Stage 11-1V, Cluster of
Differentiation (CD)20-Positive, Low Tumour Burden
Follicular Lymphoma”

(hereinafter Study)

DRL_RI (hereinafter Study Drug)

of

SPONSOR: Dr. Reddy’s Laboratories S.A.
at Elisabethenanlage 11

CH-4051 Basel

Switzerland

hereinafter SPONSOR

242435 R1-01-006 CZE CSA TRI 1503 || 20191113 FINAL 1.0

TATO SMLOUVA se uzavirad mezi

Q) PAREXEL International (IRL) Limited,
70 Sir John Rogerson's Quay

Dublin 2

Irsko

Daiiové registra¢ni ¢islo (EU VAT): IE 3249971HH
Registracni ¢islo spolecnosti 541507

(dale jen CRO)
a

2 Fakultni nemocnice Ostrava

17. listopadu 1790/5

708 52 Ostrava — Poruba

Ceska republika

1C: 00843989

DIC: CZ00843989

Piispévkova organizace ziizena Ministerstvem zdravotnictvi
Ceské republiky (Ziizovaci listina &.j. OP-054-25.11.90, ze dne
25. listopadu 1990);

Jednajici prostrednictvim: doc. MUDT. Petra Vavry, Ph.D.,
naméstka feditele pro védu a vyzkum

(dale jen poskytovatel zdravotnich sluzeb anebo poskytovatel)

a

@ _
s pracovi$tém na Hematoonkologické klinice Fakultni nemocnice
Ostrava se sidlem 17. listopadu 1790/5, 708 52 Ostrava — Poruba

(déle jen zkousejici)
a tyka se
Cislo protokolu: R1-01-006 (dale jen protokol)

,Randomizovana, dvojité zaslepena studie faze III
S paralelnimi skupinami k porovnani ucinnosti, bezpe¢nosti a
imunogenicity navrhovaného biosimilarniho rituximabu
(DRL_RI) spripravkem MabThera® u dosud nelééenych
subjekti s CD20 pozitivnim folikularnim lymfomem s malou
nadorovou masou 1. - V. klinického stadia“

(dale jen “klinické hodnoceni”)

DRL_RI (dale jen studijni 1é¢ivo)

spole¢nosti

ZADAVATEL: Dr. Reddy’s Laboratories S.A.
at Elisabethenanlage 11

CH-4051 Basel

Svycarsko

dale jen ZADAVATEL
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WHEREAS, SPONSOR is the sponsor of the multi-center/multi-
centre Study to clinically evaluate the Study Drug and CRO (or
its Affiliate) has been retained by SPONSOR (under a separate
written agreement) to act as SPONSOR’s contractor and
designee in managing the Study for SPONSOR; and

WHEREAS Institution and Investigator shall Fully Cooperate
with CRO and shall permit CRO to perform any and all of the
SPONSOR’s Study obligations and to exercise any and all of
SPONSOR’s Study rights that lie with SPONSOR on the basis
of Applicable Law and GCP regulations as though such rights
were CRO’s own rights, as has been delegated by SPONSOR to
CRO; and

WHEREAS, Investigator is an employee of Institution; and
WHEREAS, Investigator will perform the Study at the below
department of the Institution (“Study site”):

Hematooncology Dept.

Fakultni nemocnice Ostrava

17. listopadu 1790/5
708 52 Ostrava — Poruba; and

WHEREAS, Institution and Investigator each desires to
participate in the Study as described in this Agreement; and

WHEREAS, this Agreement explains the joint and several
obligations and rights of Institution and Investigator, and the
obligations and rights of CRO with respect to the performance
of the Study; and

WHEREAS, under this Agreement CRO does not act, or purport

to act, as SPONSOR's contractual agent, but rather as
SPONSOR's appointed designee for managing the Study.

1. DEFINITIONS

Definitions for terms used in this Agreement are in Exhibit B.

2. CONDUCT OF THE STUDY

2.1 Institution agrees, and commits itself to CRO, to allow
Investigator and other Study Personnel to conduct the Study at
Institution, and warrants that Investigator and other Study
Personnel are employed by Institution.

Estimated duration of the Study: until June 2021. Should the

242435 R1-01-006 CZE CSA TRI 1503 || 20191113 FINAL 1.0

VZHLEDEM K TOMU, ZE ZADAVATEL je sponzorem
multicentrického klinického hodnoceni zaméteného na klinické
posouzeni studijniho 1éciva a CRO (nebo jeji sesterska
spolecnost) byla ZADAVATELEM (na zékladé samostatné
pisemné smlouvy) povéfena, aby pro ZADAVATELE
zajistovala vedeni klinického hodnoceni; a

VZHLEDEM K TOMU, ZE poskytovatel zdravotnich sluzeb a
zkousejici se zavazuji poskytnout plnou souéinnost CRO a
umoznit CRO plnit vSechny povinnosti ZADAVATELE v
souvislosti s klinickym hodnocenim, véetné vykonu vsech prav
ZADAVATELE, ktera ZADAVATELI na zakladé platnych
zakond a zasad spravné klinické praxe pfislusi v rozsahu, ve
kterém byla CRO ZADAVATELEM Kk jejich vykonu povéfena,
a to ve stejné mife, jako by tyto povinnosti a prava nalezely
ptimo CRO; a

VZHLEDEM K TOMU, ZE zkoudejici je zaméstnancem
poskytovatele zdravotnich sluzeb; a

VZHLEDEM K TOMU, ZE zkousejici bude studii provadét na
pracovisti poskytovatele (,,studijni centrum®):

Hematoonkologické klinika

Fakultni nemocnice Ostrava
17. listopadu 1790/5
708 52 Ostrava — Poruba; a

VZHLEDEM K TOMU, ZE poskytovatel zdravotnich sluzeb a
zkousejici maji zajem zucastnit se klinického hodnoceni
popsaného v této smlouve; a

VZHLEDEM K TOMU, ze tato smlouva popisuje spole¢né a
nerozdilné povinnosti a prava poskytovatele zdravotnich sluzeb
a zkousejiciho a povinnosti a prava CRO v souvislosti s
provadénim tohoto klinického hodnoceni; a

VZHLEDEM K TOMU, ZE na zakladé této smlouvy CRO
nejedna jako zplnomocnény zastupce ZADAVATELE, nybrz
jako subjekt povéfeny ZADAVATELEM Kk fizeni tohoto
klinického hodnoceni.

1. DEFINICE

Definice pojmu pouzivanych v této smlouvé jsou uvedeny v
Ptiloze B.

2. PROVEDENI KLINICKEHO HODNOCENI

2.1 Poskytovatel zdravotnich sluzeb se zavazuje a ruci
CRO za to, ze umozni zkousejicimu a ostatnim ¢lentim tymu
provadéjiciho  klinické  hodnoceni  provedeni  klinického
hodnoceni u poskytovatele zdravotnich sluzeb a soucasné ruci
za to, Ze zkouSejici a ostatni Clenové tymu provadéjiciho
klinické hodnoceni, jsou zaméstnanci poskytovatele zdravotnich
sluzeb.

Predpokladana délka trvani klinického hodnoceni: do €ervna
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actual Study duration period deviate, from the estimated
duration period, by more than 6 months a written amendment to
the Agreement is mandated.

2.2 Investigator agrees, and commits itself to CRO, to
conduct the Study at Institution and warrants that he/she is
employed by Institution. Investigator shall personally supervise
the conduct of the Study by the Study Personnel to the full
extent contemplated by the Protocol and by Applicable Law.

2.3 Investigator and  Institution acknowledge that
SPONSOR is the sponsor of the Study, and as such is an
intended third-party beneficiary of this Agreement, whereas
SPONSOR transfers any or all of the SPONSOR's Study-related
functions to CRO in compliance with ICH-GCP, sec. 5.2.1. In
addition to the foregoing, Investigator and Institution agree that,
pursuant to valid laws, the protocol and the Informed Consent,
CRO may disclose any and all Information and/or documents
relating to this Agreement, and/or relating to Investigator’s and
Institution’s participation in the Study (including without
limitation any Reports or other documents or materials provided
by Investigator or Institution to CRO hereunder), to SPONSOR.
All references to SPONSOR herein (whether in the context of
delivery of Information, submission of applications, financial
terms, or anything else) derive from SPONSOR’s status as such,
as set out by Applicable Law and GCP regulations, and
Investigator and Institution agree to all such instances.
Investigator and Institution will Fully Cooperate with CRO’s
requests relating to SPONSOR.

2.4 Investigator and Institution acknowledge that CRO is
the recipient of Services described in this Agreement and, for the
avoidance of any doubt, that SPONSOR is not the recipient of
Services described in this Agreement.

2.5 Institution and Investigator specifically agree, and
commit themselves to CRO, to (and warrant that Study
Personnel will) conduct the Study in a diligent, efficient, and
skilful manner, in strict compliance with the terms and
conditions of this Agreement, the Protocol including subsequent
amendments, any specific Study Instructions, law applicable in
the Czech Republic, generally known ethical principles, legal
regulations and guidances applicable to the Czech Republic,
governing Study conduct in the place where the Study is
conducted, including respective guidelines and standards of the
International Council on Harmonisation for Good Clinical
Practice (“ICH-GCP”), Act No. 378/2007 Coll.,, on
pharmaceuticals, as amended (“Drug Act”), Decree No.
226/2008 Coll., on Good Clinical Practice and on detailed
conditions of Clinical Trials, as amended, and Act No. 372/2011
Coll., on healthcare services and conditions of their
provisioning, with all requirements of the Institution or facility,
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2021. Pfipadna odchylka skute¢né doby trvani od
predpokladané doby trvani presahujici tuto dobu o vice nez 6
mesictt vyzaduje zménu této smlouvy ve formé pisemného
dodatku.

2.2 Zkousejici souhlasi a ru¢i CRO za to, ze klinické
hodnoceni provede u poskytovatele zdravotnich sluzeb a
souCasné ru¢i za to, Ze je zaméstnancem poskytovatele
zdravotnich sluzeb. ZkousSejici je povinen osobné dohlizet nad
provadénim klinického hodnoceni ostatnimi ¢leny tymu
provadéjiciho klinické hodnoceni, a to v mife stanovené
protokolem a platnymi zakony.

2.3 Zkousejici a poskytovatel zdravotnich sluzeb berou na
védomi a souhlasi, z2 ZADAVATEL je sponzorem klinického
hodnoceni a z tohoto titulu je pro ucely této smlouvy povazovan
za opravnénou tieti stranu z této smlouvy, rovnéz vzhledem k
tomu, ze ZADAVATEL na CRO pfevadi vsSechny své
povinnosti tykajici se klinického hodnoceni, v souladu se
zasadami spravné klinické praxe (ICH-GCP), ¢lanek 5.2.1.
Krom¢ shora uvedeného, souhlasi zkousejici a poskytovatel
zdravotnich sluzeb s tim, ze CRO mize ZADAVATELI
predavat jakoukoli informaci a/nebo dokumenty tykajici se této
smlouvy a/nebo ucCasti zkouSejictho ¢i  poskytovatele
zdravotnich sluzeb v klinickém hodnoceni (v€etné, mimo jiné
vSech hlaseni, jinych dokumentli nebo materidlti, které
zkousejici a/nebo poskytovatel zdravotnich sluzeb na zaklade¢
této smlouvy poskytli CRO) v souladu se znénim platnych
zakont, protokolu a informovaného souhlasu. Veskeré odkazy
na ZADAVATELE v této smlouvé (jak v souvislosti s
pfedavanim informaci, podavanim zadosti, finan¢nimi
podminkami ¢i jinak) tak vychazi ze shora uvedeného statutu
ZADAVATELE dle platnych zékonu a zasad spravné klinické
praxe a zkousejici a poskytovatel zdravotnich sluzeb toto berou
na védomi. Zkousejici a poskytovatel zdravotnich sluzeb se
zavazuji poskytnout CRO veskerou sou¢innost v souvislosti s
pozadavky tykajicich se ZADAVATELE.

24 Zkousejici a poskytovatel zdravotnich sluZzeb berou na
védomi, ze CRO je piijemcem sluzeb popsanych v této smlouve
a pro odstranéni vSech pochybnosti plati, ze ZADAVATEL neni
pfijemcem sluzeb popsanych v této smlouve.

2.5 Poskytovatel zdravotnich sluzeb a zkousejici se dale
vici CRO vyslovné zavazuji (a ruéi v tomto sméru i za ostatni
¢leny tymu provadéjiciho klinické hodnoceni) provadét klinické
hodnoceni odbornym, uéinnym a fadnym zptisobem, v piisném
souladu s ustanovenim této smlouvy, protokolu, vCetné vSech
jeho budoucich dodatki, konkrétnich pokynd pro provadéni
klinického hodnoceni, viech zikoni platnych v Ceské
republice, obecné znamymi etickymi principy, pravnimi
predpisy platnymi v Ceské republice a pokyny upravujicimi
provadéni klinickych hodnoceni v misté, kde je provadeéno,
veetné prislusnych smérnic a standardi Mezinarodni konference
0 harmonizaci a spravné klinické praxi (,,ICH-GCP*), zdkona
¢. 378/2007 Sb., o 1é¢ivech a 0 zménach nékterych souvisejicich
zékonl (,,zakon o lé¢ivech”), vyhlasky &. 226/2008 Sb.,
o spravné klinické praxi abliz§ich podminkach klinického
hodnoceni 1é¢ivych ptipravki, v platném znéni, azakona
¢.372/2011 Sh., o zdravotnich sluzbach a podminkach jejich
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and any other professional standards applicable to their
professional industries and fields.

Neither Institution nor Investigator nor any Study Personnel
shall commit any negligent acts or any willful misconduct in
connection with the Study. Neither Institution nor Investigator
nor any Study Personnel shall make any unauthorized warranties
to any person (including Subjects) concerning the product being
tested in the Study. Institution and Investigator accept
responsibility for the acts and omissions of all Study Personnel
in the Study.

2.6 CRO or SPONSOR shall obtain the written approval of
the State Institute for Drug Control and appropriate Ethics
Committees (EC) prior to commencement of the Study and will
furnish Investigator with the EC’s letter of approval.

2.7 If required by Applicable Law, CRO shall make, or
procure that SPONSOR makes, the necessary submissions or
notifications to the regulatory authorities. The Study may not
commence until the Investigator and Institution have been
informed by CRO that such authorization has been granted.

2.8 Investigator shall, prior to a Subject’s participation in
the Study, obtain the Subject's written informed consent to
participate in the Study; whereas (i) SPONSOR or CRO shall
provide the Informed Consent Forms, and (ii) the subject’s
written Informed Consent to participate in the Study shall also
include information about processing of their personal data and
their consent thereto and (iii) the patients shall receive a detailed
description of (GDPR) processing of their personal data on a
separate document. Each Subject’s written informed consent
shall be in a form that is in accordance with the Protocol.

2.9 Investigator shall enroll the number of duly qualified
(according to the Protocol) Subjects for the Study as set forth in
Exhibit A and shall do so according to the timetable set forth in
Exhibit A. Notwithstanding the foregoing, Investigator agrees
that SPONSOR or CRO may unilaterally revise the number of
Subjects that Investigator shall enroll, and/or the timeframe for
such enrollment, via Study Instructions at any time.

2.10 Institution and Investigator shall (a) keep a detailed and
written inventory of all clinical supplies, equipment and Study
Drug provided by SPONSOR or CRO or its Affiliates and shall
store such materials according to the Protocol or Study
Instructions and (b) retain all necessary Subject records and/or
documents whether electronic, paper, or in any other form
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poskytovani, vSech poZzadavki poskytovatele zdravotnich
sluzeb nebo centra a vSemi ostatnimi profesnimi predpisy a
normami, které se vztahuji na dané odbornosti, ve kterych
provadi svou ¢innost.

Poskytovatel zdravotnich sluzeb, zkousejici ani ¢lenové tymu
provadéjiciho klinické hodnoceni se nesmi v souvislosti s
klinickym hodnocenim dopustit nedbalosti nebo Umysiného
pochybeni. Poskytovatel zdravotnich sluzeb, zkousejici ani
zadny ¢len tymu provadéjiciho klinické hodnoceni nesmi zadné
osobé (vetné¢ subjektl hodnoceni) poskytnout jakékoli
neopravnéné zaruky tykajici se hodnoceného 1é¢ivého
ptipravku, ktery je v ramci klinického hodnoceni testovan.
Poskytovatel zdravotnich sluzeb a zkouSejici piijimaji
odpovédnost za Ciny a opomenuti vSech Clend tymu, ktery
provadi klinické hodnoceni.

2.6 CRO nebo ZADAVATEL jsou povinni pied zahajenim
klinického hodnoceni ziskat pisemny souhlas Statniho Ustavu
pro kontrolu 1é¢iv a piislusnych etickych komisi a predat
schvalovaci dopis etické komise/kontrolni komise poskytovatele
zdravotnich sluzeb zkousejicimu.

2.7 Pokud je to vyZadovano platnymi zakony, CRO se
zavazuje provadét nebo zajistit, aby ZADAVATEL provedl
veskera nezbytna podani nebo oznameni regulacnim uradtm.
Klinické hodnoceni nesmi byt zahdjeno, dokud CRO
zkousejiciho a poskytovatele neinformuje o =ziskani vSech
potfebnych povoleni.

2.8 Pfed zafazenim subjektu hodnoceni do klinického
hodnoceni, je zkousejici povinen ziskat pisemny informovany
souhlas subjektu hodnoceni s jeho ucasti v klinickém
hodnoceni, ktery dodda ZADAVATEL nebo CRO, pficemz
soucasti textu pisemného informovaného souhlasu pro subjekty
hodnoceni bude rovnéz informace 0 zpracovani jejich osobnich
udaju pro potieby klinického hodnoceni a jejich souhlas s him, a
subjekty hodnoceni dale obdrzi detailni informace o zpracovani
jejich osobnich udaji (ve smyslu GDPR) na samostatném
dokumentu. Pisemny informovany souhlas kazdého
jednotlivého subjektu hodnoceni musi byt ve formatu
predepsaném protokolem.

2.9 Zkousejici se zavazuje do klinického hodnoceni zafadit
fadné zpusobilé subjekty hodnoceni (v souladu s ustanovenim
protokolu), a to dle ustanoveni Pfilohy A a zavazuje se tento
nabor provést v souladu s Casovym harmonogramem uvedenym
v Piiloze A. Bez ohledu na vySe uvedené zkousejici souhlasi, ze
ZADAVATEL nebo CRO mohou jednostranné kdykoli zménit
pocet subjektd hodnoceni, které zkousejici do klinického
hodnoceni muize zaradit a/nebo ¢asovy harmonogram naboru, a
to prostfednictvim vydani ptislusného pokynu ke Klinickému
hodnoceni.

2.10 Poskytovatel zdravotnich sluzeb a zkouSejici se
zavazuji: (a) vést podrobnou pisemnou evidenci vSech dodavek
klinickych materiald, vybaveni a studijniho 1é¢iva poskytnutého
ZADAVATELEM nebo CRO nebo jejich sesterskymi
spoleCnostmi a zajistit jejich uskladnéni v souladu s
ustanovenim protokolu nebo pokyni ke klinickému hodnoceni;
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relating to the Study for fifteen (15) years after the end or the
premature termination of the Study, as follows:

CRO will pay the Provider an archiving fee in accordance with
the Budget.

In the event that CRO and/or SPONSOR should require an
extended archiving period, above the standard archiving period
agreed in the Budget (i.e. 15 years), they shall notify the
Provider thereof a minimum of 6 months in advance of the end
of the standard agreed archiving period. In accordance with the
Budget, CRO shall also cover the costs related to such archiving
period extension.

As long as (i) CRO and/or SPONSOR do not notify the Provider
of such a requirement (to extend the archiving period, as
stipulated in the above clause), and/or (ii) they do not cover the
costs related with such extension, it is henceforth agreed that the
Provider is entitled to discard/dispose of the archived Study
documentation.

Institution and Investigator shall provide to CRO or its Affiliates
all study data collected on case report forms as instructed by
CRO.

SPONSOR or the SPONSOR’s designee shall ensure appropriate
and timely supply of the Study Drug necessary for the performance
of the Study.

The Study Drug shall be supplied, free of charge, to Institution’s
pharmacy. Institution hereby undertakes to ensure that the
Study Drug be stored separately from other medication in the
pharmacy, and its preparation, inspecting, preserving and
dispensing (hereinafter only “Study Drug Handling”) be
performed in compliance with the Decree No. 226/2008 Coll., as
amended, the Protocol and Study Instructions, and the
Applicable Law, as well as the terms and conditions stipulated
by LEK-12 Directive issued by State Institute for Drug Control.

The Study Drug shall be shipped in due outer study-drug-
packings and shall be identified in accordance with provisions of
Article 19, paragraph 1(e) of Decree No. 226/2008 Coll., on
Good Clinical Practice.

The Study Drug shall be delivered to the Pharmacy of the
Provider, during business days between 7:00AM and 2:00PM.

Institution shall appoint pharmacist(s) meeting professional
qualification criteria for the medical position of a pharmacist or
pharmaceutical assistant pursuant to Applicable law, who shall
be responsible for Study Drug Handling and keeping full records
thereon. Immediately after appointing such agent, Institution
shall notify CRO in writing of the name and surname of the
appointee(s) along with the appropriate contact details, if
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a (b) uchovavat vSechny nezbytné zaznamy subjekti a/nebo
veskerou elektronickou, papirovou a jinou dokumentaci tykajici
se klinického hodnoceni po dobu patnacti (15) let od fadného
nebo predCasného ukonceni klinického hodnoceni, a to
nasledovné:

CRO zaplati poskytovateli archivaéni poplatek ve vysi a za
podminek stanovenych v rozpo¢tu.

Paklize budou CRO anebo ZADAVATEL pozadovat
prodlouzeni archivaéni doby nad ramec standardni archiva¢ni
doby sjednané v rozpoctu (tj. 15 let), oznami toto poskytovateli
vCas a s predstihem nejméné 6 méesict pied uplynutim
standardni a sjednané archivaéni doby. V souladu s rozpodtem
CRO rovnéz ponese naklady spojené s piipadnym takovym
prodlouzenim archivaéni doby.

V pfipadé, Ze ve shora wuvedené¢ Ilhut¢ CRO anebo
ZADAVATEL nesdéli pozadavek na dalsi archivaci ¢i neuhradi
poplatek na dalsi archivaci, ma se za to, ze je poskytovatel
opravnén k likvidaci v8ech archivovanych dokumentd Studie.

Poskytovatel zdravotnich sluzeb a zkousejici poskytnou CRO
nebo jejim sesterskym spoleénostem veskera data zapsand v
zaznamech subjektu (CRF), podle pokynti CRO.

ZADAVATEL nebo jim uréeny zastupce se zavazuji zajistit fadné
a véasné dodavky studijniho 1é¢iva nutné pro fadné provedeni
klinického hodnoceni.

Studijni 1é¢ivo bude dodavano do I1ékarny poskytovatele
zdravotnich sluzeb. Poskytovatel zdravotnich sluzeb se timto
zavazuje zajistit uskladnéni studijniho 1éciva odde€lené od
ostatnich 1éCiv v lékarné a provadeét piipravu, kontrolu a
distribuci Studijniho 1é¢iva (déle jen "Manipulace se Studijnim
1é¢ivem") v souladu s vyhlaskou ¢&. 226/2008 Sb., v platném
znéni, ustanovenim protokolu, pokyni pro provadéni klinického
hodnoceni, platnych zakont a v souladu se vSemi ustanovenimi
a podminkami Smérnice LEK-12 Statniho Gstavu pro kontrolu
1é&iv (SUKL).

Studijni 1€k bude dodavan do nemocnicni 1€karny, vzdy v fadné
zabalenych obalech urCenych pro Studijni 1ék a oznaleny v
souladu s ustanovenim paragrafu 19 odst. 1 pism. e) vyhlasky
¢.226/2008 Sb., o spravné klinické praxi.

Dodavky Studijni 1€k se budou uskute¢iiovat v Po-P4 od 7.00 h
do 14.00 h do budovy nemocnicni lékarny.

Poskytovatel zdravotnich sluzeb se zavazuje jmenovat jednoho
nebo vice farmaceuti, kteti spliuji kvalifikaéni pozadavky na
vykon povolani farmaceuta nebo farmaceutického asistenta ve
smyslu ustanoveni platnych zakonlu. Tito zastupci budou
odpovédni za manipulaci se studijnim 1é¢ivem a za vedeni
souvisejicich zaznamti a dokumentace. lhned po jmenovéani
tohoto zastupce/zastupcli, oznami poskytovatel zdravotnich
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applicable.

Investigator hereby undertakes to draw the Study Drug from
Institution’s pharmacy in compliance with the Protocol and in
doses required for each individual Study subject visit.

Any stock of Study Drug, as well as any other Study-related
medications provided by the Sponsor as part of the Study, that is
either unused or expired shall be returned by the Provider to the
Sponsor.

2.11 Institution and Investigator agree that they are not
presently under any agreement or obligation which conflicts
with the duties and obligations owed to CRO or SPONSOR
under this Agreement, and further agree not to undertake any
such obligation or agreement during the course of the Study.

Investigator further warrants that no Study Personnel are
presently under any agreement or obligation which conflicts
with the duties and obligations owed to SPONSOR or CRO
under this Agreement, and shall ensure that no Study Personnel
will undertake any such obligation or agreement during the
course of the Study.

CRO and SPONSOR acknowledge and understand that
numerous other Clinical Studies are performed in the Institution,
too.

212 Institution and Investigator hereby acknowledge and
agree that each has received sufficient Information regarding
their respective participation in the Study. In addition,
Investigator further warrants (i) that he/she has distributed all
relevant Information to the Study Personnel who have a need to
know such Information in order to perform their assigned tasks
on the Study, and (ii) that he/she, and all Study Personnel (as
applicable), has read and understands such Information.

2.13 Institution shall, throughout the duration of the Study,
provide, keep available to the Study Personnel and maintain all
necessary Resources for the adequate performance of the Study.
Investigator shall, throughout the duration of the Study, ensure
that adequate Study Personnel are available to complete the
Study. Institution and Investigator shall inform CRO promptly
in writing (including by email) about all changes impacting the
Resources and/or the Study Personnel.

2.14 The Protocol, including any amendments thereto,
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sluzeb CRO pisemné jméno a piijmeni povéfené osoby
(povéfenych osob), spolu s pfisluSnymi kontaktnimi
informacemi.

ZkouSejici se zavazuje odebirat studijni 1é¢ivo z Iékarny
poskytovatele zdravotnich sluzeb v souladu s protokolem, a to v
davkovani potiebném pro kazdou jednotlivou navstévu subjektu
hodnoceni.

Hodnocené 1é¢ivo, které nebude pouzito v ramci klinického
hodnoceni, vrati Zdravotnické zafizeni a Hlavni zkouSejici
zadavateli. Toto ujednani se vztahuje i na veskera 1é¢iva dodana
Zadavatelem vramci klinického hodnoceni, u nichz ubéhla
doba pouzitelnosti.

211 Poskytovatel zdravotnich sluzeb a zkouSejici
prohlasuji, ze nemaji v soucasné dob& uzavienou zadnou
smlouvu ¢i zavazek, kterda by mohly negativné ovlivnit plnéni
povinnosti vii¢ci CRO nebo ZADAVATELI, na zaklad¢ této
smlouvy a soucasné¢ se zavazuji po celou dobu pribéhu
klinického hodnoceni zadnou takovou smlouvu neuzaviit ani
zadny takovy zavazek nepfijmout.

Zkousejici dale ruci za to, ze zadny z ¢lend tymu provadéjiciho
klinické hodnoceni neméd v soucasné uzavienou zadnou
smlouvu ani zavazek, které by mohly negativné ovlivnit plnéni
povinnosti vi¢éi ZADAVATELI nebo CRO, na zakladé této
smlouvy a soucasné se zavazuje zajistit, ze zadny z ¢lent tymu
provadéjiciho klinické hodnoceni v jeho pribéhu takovou
smlouvu neuzavie ani zadny takovy zavazek nepfijme.

CRO a ZADAVATEL berou na védomi, ze u poskytovatele
probiha vice klinickych studii.

212 Poskytovatel zdravotnich sluzeb a zkousejici berou na
veédomi a stvrzuji, Ze jim byly poskytnuty dostatecné informace o
jejich pripadné ucasti na klinickém hodnoceni. Zkousejici dale
ruci: (i) za predani vSech relevantnich informaci vSem c¢lentim
tymu provad¢jiciho klinické hodnoceni, kteti tyto informace
potiebuji k fadnému plnéni svych povinnosti v ramci klinického
hodnoceni; a (ii) za to, Ze si v8ichni ¢lenové tymu provadgjiciho
klinické hodnoceni tyto informace piecetli a porozuméli jim.

2.13 Poskytovatel zdravotnich sluzeb se zavazuje po celou
dobu trvani klinického hodnoceni mit k dispozici vSechny
nezbytné pomicky a zdroje pro fadné provedeni Klinického
hodnoceni a poskytnout je clenim tymu, ktery klinické
hodnoceni provadi. Zkousejici je povinen zajistit a celou dobu
trvani klinického hodnoceni mit k dispozici dostateény pocet
¢lent studijniho tymu pro fadné dokonceni klinického
hodnoceni. Poskytovatel zdravotnich sluzeb a zkousejici jsou
povinni neprodlené pisemné informovat CRO (a soucasné tuto
informaci odeslat elektronickou postou) o vSech zménach, které
maji vliv na dostupnost zdrojii a/nebo Clenti tymu provadéjiciho
klinické hodnoceni.

2.14 Protokol, véetné jeho zmén a dodatki, tvoii nedilnou
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constitutes an integral part of this Agreement by reference. In case
of any inconsistency between this Agreement and the Protocol, the
Protocol shall take precedence on matters of medicine, science and
conduct of the Study; otherwise the terms of this Agreement shall
prevail.

2.15 Institution and Investigator agree that if any Study
Personnel is a government employee, official and/or performing a
governmental function, such relationship shall be disclosed to the
SPONSOR before the Staff is assigned to the Study and any
compensation that such individual receives with respect to the
Study shall be approved by the SPONSOR.

2.16 Institution and Investigator warrant that neither they,
nor any Study Personnel are officials, agents, or representatives
of any government or political party or international
organization where they may be in positions of authority to be
able to improperly help CRO or SPONSOR obtain a business
advantage. Institution and Investigator further warrant that
neither they nor any Study Personnel shall make any payment,
either directly or indirectly, of any money or other consideration
(hereinafter Payment), to government or political party
officials, officials of international organizations, candidates for
public office, or representatives of other businesses or persons
acting on behalf of any of the foregoing (hereinafter collectively
Officials) where such Payment would constitute violation of any
laws applicable in the Czech Republic. In no event shall
Institution, Investigator, or any Study Personnel make any
Payment either directly or indirectly to Officials if such Payment
is for the purpose of influencing decisions or actions with
respect to the subject matter of this Agreement or any other
aspect of CRO’s or SPONSOR’s business. Institution and
Investigator shall report any violation of this warranty promptly
to CRO and agree to respond to any CRO inquiries about any
potential violations and make appropriate records available to
CRO or SPONSOR upon request. At any time upon the request
of CRO, Institution and Investigator agree to promptly certify in
writing their ongoing compliance (and the compliance of all
other Study Personnel) with the warranties contained in this
Section 2.17.

2.17 If CRO or SPONSOR requests Institution and/or
Investigator to source marketed/comparator drug and, if Institution
agrees thereto, CRO will reimburse Institution and Investigator
according to Exhibit A. Institution and Investigator warrant that
they will only source drug products that comply with the
specifications of the Protocol.
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soucast této smlouvy. V ptipade jakéhokoli rozporu ¢i nesouladu
mezi ustanovenim této smlouvy a protokolu, plati ustanoveni
protokolu ve vecech tykajicich se zdravotnictvi, védeckého
vyzkumu a provadéni klinického hodnoceni. V ostatnich
ptipadech plati ustanoveni smlouvy.

2.15 Poskytovatel zdravotnich sluzeb a zkousejici berou na
védomi a souhlasi s tim, Ze pokud je nektery z ¢lend tymu
provadéjiciho  klinické hodnoceni vladnim zaméstnancem,
ufednikem a/nebo zastava jakoukoli funkci v organech statni
spravy, bude tato skuteCnost sdélena ZADAVATELI pied
pfidélenim pfislusného ¢lena tymu ke studii, a soucasné berou na
védomi a souhlasi s tim, ze informace o veSkerych odménach,
které takova osoba ziska v souvislosti s provadénim klinického
hodnoceni, musi byt schvalena ZADAVETELEM.

2.16 Poskytovatel zdravotnich sluzeb a zkousejici ruci za to,
ze ani poskytovatel zdravotnich sluzeb, ani zkousejici ¢i jakykoli
jiny ¢len tymu provadéjiciho klinické hodnoceni nejsou tifedniky,
zastupci €1 predstaviteli organd statni spravy, politickych stran ¢i
mezinarodnich organizaci, ve kterych by mohli mit pravomoc
nezakonné pomahat CRO a ZADAVATELI k ziskani
konkuren¢nich vyhod.  Poskytovatel zdravotnich sluzeb a
zkousejici dale ruci za to, Ze ani poskytovatel zdravotnich sluzeb,
ani zkousejici ¢i jakykoli ¢len tymu provadgjici klinické
hodnoceni nesmi pfimo ¢i nepiimo vyplatit zadnou financni ¢i
jinou odménu (dale jen ,vyplata®) vladnim Gfednikim,
predstaviteliim politickych stran, piedstavitelim zahrani¢nich
organizaci, kandidatim na politické funkce, predstaviteltim jinych
firem ¢i osobam jednajicim ve jménu shora uvedenych organt
(déle jen v textu souhrnné ozna¢ovani jako ,,Gfednici®), pokud by
takova vyplata byla vrozporu se zakony platnymi v Ceské
republice. Poskytovatel zdravotnich sluzeb, zkousejici ani zadny
z ¢lentt tymu provadéjiciho klinické hodnoceni nesmi v zadném
ptipadé piimo ¢i nepiimo vyplatit Zaddnou financni ¢i nefinanéni
odménu zadnému ufednikovi, pokud je smyslem vyplaty této
odmeény ovlivnéni rozhodnuti nebo poskytnuti jakéhokoli jiného
plnéni v souvislosti s predmétem této smlouvy nebo v souvislosti
s jakymkoli aspektem podnikdni CRO nebo ZADAVATELE.
Poskytovatel zdravotnich sluzeb a zkouSejici se zavazuji
neprodlen¢ informovat CRO o piipadném poruseni shora
uvedenych ustanoveni a rovnéz se zavazuji fadné odpovidat na
jakékoli dotazy CRO ohledné piipadného poruseni shora
uvedenych ustanoveni a zpfistupnit CRO a/nebo ZADAVATELI
na jejich zadost pfislusné zaznamy. Na zakladé zadosti CRO se
poskytovatel zdravotnich sluzeb a zkouSejici zavazuji neprodlené
pisemné potvrdit, ze stale dodrzuji (a téz ze vSichni Clenové tymu
provadgjiciho klinické hodnoceni dodrzuji) vSechny zaruky a
ustanoveni tohoto ¢lanku 2.17.

2.17 Pokud CRO nebo zadavatel pozadaji poskytovatele
zdravotnich sluzeb anebo zkousejiciho o nakoupeni na trhu
dostupnych/srovnavacich 1é¢iv a Zdravotnické zafizeni bude
souhlasit, zavazuje se CRO tento ndkup poskytovateli zdravotnich
sluzeb a zkousejicimu uhradit v souladu s ustanovenim Piilohy A.
Poskytovatel zdravotnich sluzeb a zkousSejici ruci za to, Ze budou
nakupovat pouze takova 1éCiva, kterd splituji ustanoveni protokolu
a pisemnych pokyni pro provadéni klinického hodnoceni.
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3. REPORTS, MONITORING AND COOPERATION

3.1 Institution and Investigator shall submit to CRO, and
CRO has a right to claim under this Agreement, all completed
eCRFs or CRFs resulting from the Study within a reasonable
time period and in accordance with any Study Instructions.
Institution and Investigator warrant that all eCRFs or CRFs
submitted to CRO are true, complete, correct, and accurately
reflect the results of the Study. Institution and Investigator shall
also provide CRO with copies of all Reports, and any updates
that are required by the EC.

3.2 Institution and Investigator shall Fully Cooperate with
CRO and will meet with representatives of CRO, or its designee,
at mutually convenient times according to a schedule set forth in
Study Instructions for monitoring visits, consultations and to
allow direct inspection of all Study related records, including
Subject medical files, as requested by CRO — and in the extent as
set-out by respective laws and by the patient’s consent — and for
any other purposes relating to the Study as necessary.
Investigator shall ensure that all Study Personnel Fully
Cooperates with CRO, including meeting with personnel of
CRO, or its designee, as set forth in the preceding sentence.

4. AUDITS AND REGULATORY INSPECTIONS

4.1 Institution and Investigator shall Fully Cooperate with
audits or inspections applicable to the Study performed during or
after completion of the Study, by SPONSOR or CRO.
Institution and Investigator shall allow SPONSOR, CRO and
governmental or regulatory authorities, including but not limited
to the U.S. Food and Drug Administration, access to Resources
used to perform tasks related to the Study, shall make all
requested documents available to them and shall provide them
with any further Information as may be requested.

4.2 In the event the audit or regulatory inspection identifies
a lack of compliance with this Agreement on the part of
Institution or Investigator (or failure by any Study Personnel to
act in accordance with the terms and conditions of this
Agreement), CRO may terminate this Agreement in accordance
with Section 16.1 ().
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3. ZPRAVY, MONITORING A SPOLUPRACE

3.1 Poskytovatel zdravotnich sluzeb a zkouSejici se
zavazuji ptedat CRO (a CRO ma pravo toto na zaklad¢é této
smlouvy vyzadovat), vyplnéné zdznamy pacienta (eCRF nebo
CRF) z klinického hodnoceni, a to v piiméfené ¢asové lhité a
vsouladu spokyny pro provadéni klinického hodnoceni.
Poskytovatel zdravotnich sluzeb a zkousejici ruc¢i za to, ze
vSechny zaznamy pacientd (dokumenty eCRF nebo CRF) jsou
pravdivé, pfesné a fadné vyplnény a Ze jsou vérnym odrazem
skute¢nych vysledkti klinického hodnoceni.  Poskytovatel
zdravotnich sluzeb a zkousejici se rovnéz zavazuji predat CRO
kopie vSech zprav, véetné vSech aktualizaci a zmén, které si
vyzadala eticka komise.

3.2 Poskytovatel zdravotnich sluzeb a zkouSejici se
zavazuji poskytnout plnou soucinnost CRO, tcastnit se schiizek
se zastupci CRO nebo subjekty, které CRO k tomuto ucelu
zmocni, a to v terminech stanovenych na zakladé vzajemné
dohody a v souladu s casovym harmonogramem
monitorovacich navstév, ktery je uvedeny v pokynech k
provadéni klinického hodnoceni. Poskytovatel zdravotnich
sluzeb a zkousSejici se dale zavazuji umoznit CRO piistup do
svych prostor za telem provedeni kontroly vSech zaznami
tykajicich se klinického hodnoceni, vcetné¢ zdravotni
dokumentace subjektd hodnoceni v rozsahu a v souladu
S ptislusnymi zakony a v rozsahu souhlasu subjektd hodnoceni,
a také pro ostatni ucely souvisejici s provadénim klinického
hodnoceni, které jsou nezbytné. Zkousejici se zavazuje zajistit,
aby vSichni ¢lenové tymu provadéjiciho klinické hodnoceni
poskytli plnou souéinnost CRO a ucastnili se schlizek se
zam&stnanci CRO nebo osobami povéfenymi CRO tak jak je
uvedeno v predchozim odstaveci.

4. AUDITY A KONTROLA ORGANU STATNIHO
DOZORU
4.1 Poskytovatel zdravotnich sluzeb a zkouSejici se

zavazuji poskytnout plnou souéinnost pii auditech nebo
kontrolach tykajicich se klinického hodnoceni provadénych
béhem klinického hodnoceni ZADAVATELEM a/nebo CRO.
Poskytovatel zdravotnich sluzeb a zkouSejici se zavazuji
umoznit ZADAVATELI, CRO, stitnim ufadim a/nebo
organiim statniho dozoru, véetné mimo jiné Utadu USA pro
kontrolu 1é¢iv a potravin (FDA — U.S. Food and Drug
Administration), pfistup ke zdrojim a prostfedkiim uzivanym
K plnéni tikond v rdmci klinického hodnoceni a poskytnout jim
vSechny pozadované dokumenty a dal$i jimi pozadované
informace.

4.2 V piipadé, ze béhem auditu nebo kontroly ze strany
organu statniho dozoru bude zjiSténo poruSeni ustanoveni této
smlouvy ze strany poskytovatele zdravotnich sluzeb nebo
zkou$ejiciho (nebo nedodrzeni ustanoveni této smlouvy ze
strany kteréhokoli jiného c¢lena tymu provadéjiciho klinické
hodnoceni), maji ZADAVATEL a/nebo CRO prévo tuto
smlouvu vypovédét v souladu s ustanovenim ¢lanku 16.1 (a).
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4.3 Institution and Investigator shall immediately notify
CRO by telephone, email or fax if a governmental or regulatory
authority, including but not limited to the State Institute for Drug
Control (Statni ustav pro kontrolu leciv -SUKL), requests to
carry out an inspection of Institution’s facilities, or does so.
Institution and Investigator shall allow SPONSOR and CRO to
be present during such inspection, and shall provide to
SPONSOR and CRO copies of all materials, correspondence,
statements, forms and records that Institution and Investigator
receives, obtains or generates pursuant to or in connection with
any such inspection.

5. FINANCIAL DISCLOSURE

5.1 During the conduct of the Study and for one (1) year
after its completion, Investigator shall, and Institution shall
cause the Sub-Investigator(s) if applicable, and Study Personnel,
to, execute and update such forms, disclosures and certifications
now or subsequently required by SPONSOR or any applicable
regulatory bodies related to his/her financial interests in the
SPONSOR and/or the Study Drug.

Maximum estimated value of the performance under this
Agreement: € 93.845.-.

6. CONFIDENTIAL INFORMATION

6.1 Institution and Investigator agree that any and all
Confidential Information that they receive from CRO,
SPONSOR or otherwise in connection with this Agreement shall
be received and maintained by them in strict confidence and not
disclosed to any third party (other than SPONSOR) during the
conduct of the Study and for fifteen (15) years thereafter.
Furthermore, Institution and Investigator agree to use the
Confidential Information only for the purposes of this
Agreement except as otherwise specifically provided for herein.

6.2 Institution and Investigator may disclose Confidential
Information only to (a) Study Personnel, or other employees or
staff who require access thereto for the purposes of this
Agreement, whereas such employees or staff shall be bound — in
similar and sufficient extent — by confidentiality terms arising
from their employee-employer relationship with the Provider,
(b) to the appropriate EC having jurisdiction over the
performance of the Study at Institution and (c) to State Institute
for Drug Control.

6.3 The terms of this Agreement, including but not limited
to the financial terms, are the Confidential Information of
SPONSOR and CRO, and shall be maintained in confidence by
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4.3 Poskytovatel zdravotnich sluzeb a zkouSejici se
zavazuji neprodlené telefonicky, e-mailem nebo faxem
informovat CRO v ptipadé, kdy statni ufad nebo organ statniho
dozoru, véetné¢ mimo jiné Statniho ustavu pro kontrolu 1é¢iv
(SUKL) naiidi provedeni kontroly v prostorach poskytovatele
zdravotnich sluzeb nebo takovou kontrolu zah4ji. Poskytovatel
zdravotnich sluzeb a zkouSejici se zavazuji umoznit
ZADAVATELI a CRO ucast pii téchto kontrolach a zavazuji se
poskytnout ZADAVATELI a CRO kopie vSech materiald,
korespondence, prohlaseni, formulafii a zaznami, které
poskytovatel zdravotnich sluzeb a/nebo zkousejici obdrzi, ziska
nebo vytvoii na zakladé nebo v souvislosti s kontrolou.

5. ZVEREJNOVANI FINANCNICH INFORMACI

5.1 Béhem provadéni klinického hodnoceni a jeden (1) rok po
jeho dokonceni jsou zkousejici a poskytovatel zdravotnich
sluzeb povinni vypliiovat a provadét aktualizaci formulart,
potvrzeni a informaci o jeho finan¢nich zajmech na firmé
ZADAVATELE a/mebo na studijnim 1é¢ivu,  které
ZADAVATEL nebo orgény statniho dozoru v této souvislosti
vyZaduji. Zkousejici a poskytovatel zdravotnich sluzeb jsou
rovnéz povinni zajistit, aby stejné tak Cinili i1 pfipadni
spoluzkousejici a ¢lenové tymu provadéjiciho toto klinické
hodnoceni.

Pfedpokladand maximalni hodnota plnéni na zakladé této
smlouvy: 93.845,- €.

6. DUVERNE INFORMACE

6.1 Poskytovatel zdravotnich sluzeb a zkousejici berou na
védomi a souhlasi s tim, Ze v8echny duvérné informace, které
obdrzi od CRO, ZADAVATELE nebo jiné strany v souvislosti
s touto smlouvou, musi byt uchovavany v tajnosti a nesmi byt
po celou dobu provadéni klinického hodnoceni a dalSich patnact
(15) let po jeho dokonceni sdélovany zadnym tfetim stranam (s
vyjimkou ZADAVATELE). Poskytovatel zdravotnich sluzeb a
zkousejici se dale zavazuji pouzivat davérné informace
vyhradné pro G¢ely plnéni ustanoveni této smlouvy, pokud neni
Vv této smlouvé pro konkrétni pfipady uvedeno jinak.

6.2 Poskytovatel zdravotnich sluzeb a zkousejici mohou
davérné¢ informace preddvat pouze (a) Clenim tymu
provadéjiciho klinické hodnoceni nebo ostatnim zaméstnanctim
¢i pracovniktim, ktefi musi mit k témto informacim pfistup za
ucelem plnéni ustanoveni této smlouvy, pificemz tito
zamestnanci Ci pracovnici budou vazani mlcenlivosti, a to
vV obdobném a dostate¢ném rozsahu, vyplyvajici
z pracovnépravniho vztahu s poskytovatelem; (b) pfislusné
etické komisi, kterda ma provadeéni klinického hodnoceni u
poskytovatele zdravotnich sluzeb na starosti a (c) Statnimu
Gistavu pro kontrolu 1é¢iv (SUKL).

6.3 Vsechna ustanoveni této smlouvy, véetné mimo jiné
ustanoveni tykajici se financovani a financnich podminek, jsou
divérnymi informacemi zadavatele a CRO a poskytovatel
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Institution and Investigator in accordance with Section 6.1
above. If, however, Institution or Investigator is required by
Applicable Law to disclose such Confidential Information, they
may do so without breaching their obligations under this
Section. In such event the Institution shall announce any
authority/regulatory/third-party disclosure requests to CRO at
Institution’s earliest convenience.

6.4 Nothing contained herein will in any way restrict or
impair any party’s right to use, disclose, or otherwise deal with
any Confidential Information which at the time of its receipt:

(@)  is generally available in the public domain or becomes
available to the public through no act of the party
receiving said Confidential Information; or

(b) is independently known by the party receiving the

Confidential Information, prior to receipt thereof,

which said party can demonstrate by documented proof;

or

(c) is lawfully given to the receiving party by a third party
who is not bound by any obligation to preserve it as
confidential.

6.5 Disclosure of the Agreement in the public registry of
contracts. The parties agree that, pursuant to Act No. 340/2015
Coll., on Register of Contracts, this Agreement shall be
published in the Register of Contracts and that Institution will
ensure its publication. The parties have agreed that trade secrets
designated by the Sponsor, shall be removed from the
Agreement prior its publication in the Register of Contracts and
that the Attachments to this Agreement shall be published in the
Register of Contracts only to the necessary extent required. Prior
to the execution of this Agreement CRO shall send the final
version of the Agreement in a machine-readable format (e.g. in
.pdf format) to the Institution with redacted text, which, pursuant
to Act No. 89/2012 Coll., Civil Code, is considered trade secret,
and/or — with regards to Personal Data — with redacted text to
comply with requirements of Act No. 340/2015 Coll., on
Register of Contracts.

7. RIGHTS 10 INFORMATION AND

INVESTIGATIONAL PRODUCT

7.1 All Information and Investigational Product(s) provided
to Institution or Investigator for purposes of the Study are and
will remain SPONSOR’s property. Institution, Investigator, (and
Study Personnel) shall not acquire any rights of any kind
whatsoever with respect to the Investigational Product(s) or such
Information as a result of performance under this Agreement or
otherwise.

7.2 Institution and  Investigator shall deliver all
Information, unused Investigational Product(s) and clinical
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zdravotnich sluzeb a zkouSejici jsou povinni s témito
informacemi nakladat v souladu s ustanovenim shora
uvedeného ¢lanku 6.1. Nicméné pokud poskytovatel
zdravotnich sluzeb nebo zkousSejici maji dle platnych zakont
povinnost poskytnout divérné informace tifetimu subjektu,
mohou tak ucinit bez poruseni svych povinnosti dle tohoto
¢lanku této smlouvy. V tomto piipadé pak poskytovatel
jakékoli ufedni/zdkonné pozadavky na poskytnuti divérnych
informaci tfetim stranam oznami CRO jakmile to bude mozné.

6.4 Zadné z ustanoveni této smlouvy neomezuje pravo
smluvnich stran této smlouvy pouzivat, predavat ¢i jakymkoli
jingm zplGsobem nakladat s divérnymi informacemi, které
Vv dobé jejich ziskani:

(@) byly vSeobecné vefejné znamé nebo se stanou vetejné
zndmymi bez ptispéni smluvni strany, ktera tyto
duvérné informace obdrzela; nebo

(b)

strana, ktera tyto informace obdrzela, jiz znala

vvvvv

nebo

(c) strana, kterd tyto informace obdrZela, jiz diive
zakonnym zptisobem ziskala od jiné tieti strany, ktera
neni vazana povinnosti ml¢enlivosti ve vztahu k témto
divérnym informacim.

6.5 Uverejnéni smlouvy v registru smluv. Smluvni
strany se dohodly, Ze tato smlouva bude uvefejnéna v registru
smluv v souladu se zakonem ¢. 340/2015 Sb., o registru smluv a
uvefejnéni smlouvy provede poskytovatel zdravotnich sluzeb.
Smluvni strany se dohodly, Ze oznacené obchodni tajemstvi
zadavatelem bude pfed zadanim smlouvy do registru smluv
odstranéno a pfilohy smlouvy budou v registru smluv
uvefejiiovany v nezbytném rozsahu. Pfed podpisem smlouvy
CRO zasle poskytovateli zdravotnich sluzeb finalni verzi
smlouvy ve strojové Eitelném formatu s redigovanym textem
smlouvy, ktery je povaZzovan za obchodni tajemstvi v soualdu se
zakonem ¢. 89/2012 Sb., obCansky zakonik,v platrném znéni a —
s ohledem na osobni Udaje — s redigovanym textem naplitujicim
pozadavky zakona ¢. 340/2015 Sb., o registru smluv.

7. PRAVA KINFORMACIM A HODNOCENEMU
PRIPRAVKU
7.1 Vsechny informace a hodnocené pripravky poskytnuté

poskytovateli zdravotnich sluzeb a/nebo zkousejicimu pro ucely
tohoto klinického hodnoceni jsou a zistavaji vlastnictvim
ZADAVATELE. Poskytovatel zdravotnich sluzeb, zkousejici a
Clenové tymu provade€jiciho klinické hodnoceni neziskavaji
v disledku poskytnuti plnéni dle této smlouvy ¢&i jinak
k hodnocenym piipravkiim a informacim zadna prava.

7.2 Poskytovatel zdravotnich sluzeb a zkouSejici se
zavazuji po celou dobu provadéni klinického hodnoceni
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specimens to SPONSOR, CRO or their respective designee(s) in
a timely manner throughout the performance of the Study, as
provided in the Protocol or Study Instructions, and in no event
later than ten (10) business days after (i) the date of termination
of this Agreement or (ii) the date on which SPONSOR or CRO

otherwise  requests delivery of Information, unused
Investigational Product(s) and clinical specimens.
7.3 The Information and Study Results (including

publication) may be used by SPONSOR in any manner it deems
appropriate to comply with its business interests, both during,
and following termination of, this Agreement.

8. PUBLICITY

No party to this Agreement shall use the name, symbols,
trademarks or image of any other party hereto, or SPONSOR’s
name, symbols, trademarks or image in connection with any
advertising or promotion of any product or service without the
prior written consent of such party or SPONSOR, as appropriate.

9. PUBLICATION

9.1 Institution and Investigator may publish the Study
Results only in accordance with this Section 9 and in accordance
with the publication policy defined in Section 10.1.8 of the
Protocol. Before submission for publication or presentation,
Institution and/or Investigator shall allow SPONSOR not less
than sixty (60) days to review any manuscript and not less than
thirty (30) days to review any poster presentation, abstract or
any other written or oral material which describes or discloses
the Study Results. If SPONSOR or CRO so requests in writing,
Institution and/or Investigator shall withhold any publication or
presentation for an additional sixty (60) days.

9.2 SPONSOR reserves the right to remove all Confidential
Information from any publications or presentations. In the event
that SPONSOR deems that such removal would not sufficiently
protect its Intellectual Property Rights, then SPONSOR may
require that Institution and/or Investigator does not publish such
publication or presentation, and Investigator and Institution
agree not to publish any such publication or presentation in any
such case.

9.3 Institution and Investigator agree that because the Study
is part of a multi-center/multi-centre Study, any publication by
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predavat veskeré informace, nevyuzité hodnocené pfipravky a
klinické vzorky ZADAVATELI, CRO nebo jimi uréenym
osobam, a to ve lhitach uvedenych v protokolu nebo pokynech
pro provadéni klinického hodnoceni. V kazdém ptipadé¢ musi
byt vSechny informace, nevyuzit¢é hodnoceni piipravky a
klinické vzorky vraceny nejpozd¢ji do deseti (10) pracovnich
dni od (i) data ukonéeni platnosti této smlouvy; nebo (ii) data
kdy si ZADAVATEL nebo CRO vyzadali ptfedani téchto
informaci, nevyuzitych hodnocenych pfipravkt a klinickych
vzorku.

7.3 ZADAVATEL smi vyuzivat (véetné publikovani)
informace a vysledky Klinického hodnoceni jakymkoli
zpusobem, ktery uzna za vhodné a ktery je v souladu
s obchodnimi zajmy zadavatele, a to jak po celou dobu platnosti
této smlouvy, tak po jejim ukonceni.

8. REKLAMA

Z4dna ze smluvnich stran této smlouvy nesmi pouzivat nazev,
symboly, obchodni znamky ¢i grafiky ostatnich smluvni stran
ani  nazev, symboly, obchodni znamky ¢&i grafiky
ZADAVATELE v Zadnych reklamnich ¢i marketingovych
materidlech v souvislosti s propagaci svych produktu ¢i sluzeb,
bez ptedchoziho pisemného souhlasu ZADAVATELE nebo
doty¢né smluvni strany.

9. PUBLIKOVANI

9.1 Poskytovatel zdravotnich sluzeb a zkouSejici smi
vysledky klinického hodnoceni publikovat pouze v souladu
s ustanovenim tohoto ¢lanku 9 a vsouladu s pravidly pro
publikaci definovanymi v ¢lanku 10.1.8 protokolu studie. Pied
zvefejnénim ¢i prezentaci vysledkt klinického hodnoceni se
poskytovatel zdravotnich sluzeb a/nebo zkousejici zavazuji
poskytnout ZADAVATELI Thiutu nejméné Sedesati (60) dnii na
pfezkoumani rukopisu, respektive nejméné tficet (30) dni na
pfezkoumani a kontrolu prezentaci, abstrakti ¢i jakychkoli
jinych dokumentli v pisemné ¢i Gstni podobé, ve kterych jsou
popisovany nebo zvetejiiovany vysledky klinického hodnoceni.
Pokud o to ZADAVATEL nebo CRO pisemné pozadaji,
poskytovatel zdravotnich sluzeb a/nebo zkousejici musi
pozdrzet vydani publikace ¢i prezentace o dalSich Sedesat (60)
dnd.

9.2 ZADAVATEL si vyhrazuje pravo z materiald
ur¢enych ke zvefejnéni nebo prezentaci odstranit vSechny
diveérné informace. V pripade, ze se ZADAVATEL domniva,
ze by takové odstranéni nebylo dostatecné pro ochranu jeho
prav duSevniho vlastnictvi, muze pozadat poskytovatel
zdravotnich sluzeb a/nebo zkousejiciho o nezvefejnéni dané
publikace ¢i prezentace a zkousejici a poskytovatel zdravotnich
sluzeb se timto zavazuji v takovém piipadé danou publikaci ¢i
prezentaci nezvefejnit.

9.3 Vzhledem k tomu, Ze toto klinické hodnoceni je
soucasti multicentrického klinického hodnoceni, zavazuji se
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Institution or Investigator of the Study Results shall not be made
before the first multi-center/multi-centre publication.

9.4 The Parties hereto agree that, upon Study end and upon
Institution’s request, the Sponsor, either directly or via CRO,
shall provide Institution with a list of publications related to
Study results.

10. INTELLECTUAL PROPERTY

10.1  Any and all Study Results and Information, material or
assets relating to the Study Drug, the Protocol or the Study,
including any and all existing or future rights therein (hereinafter
collectively referred to as Assets), whether patentable or not,
conceived by Institution or Investigator or Study Personnel,
solely or jointly with others as a result of work performed under
this Agreement, shall be, and remain, at all times the sole and
exclusive property of SPONSOR and SPONSOR shall own, to
the widest extent possible under Applicable Law, any and all
Intellectual Property Rights thereto (subject to the rights
expressly reserved for CRO under Section 10.3). To the extent
required for SPONSOR to obtain, secure and perfect said rights
and legal positions under Applicable Law, the Assets shall
automatically vest in SPONSOR and to the extent required,
Institution and Investigator hereby assign all rights, title and
interests in any and all Assets to SPONSOR, and shall perform
any and all other acts necessary to assist SPONSOR in
obtaining, securing and perfecting the rights to said Assets. If
necessary, Institution and Investigator shall obligate Study
Personnel to perform any and all acts required to enable
SPONSOR to obtain, secure and perfect said rights. In the event
that SPONSOR, according to Applicable Law, cannot obtain or
secure ownership of any of said Assets, Institution and
Investigator hereby grant SPONSOR and obligate the Study
Personnel to grant SPONSOR, as applicable, worldwide,
exclusive, unlimited and royalty-free rights of use, exploitation
and utilization and/or licenses regarding said Assets. Institution
and Investigator warrant by the execution of this Agreement,
that neither they nor any Study Personnel have entered, and that
none of them will enter, into any contractual agreement or
relationship which would in any way conflict with or
compromise SPONSOR’s proprietary interest in, or rights to,
any Assets existing at the time of the execution of this
Agreement or arising out of or related to its performance
thereunder.

10.2 Institution and Investigator shall disclose to CRO (who
will disclose to SPONSOR) all Study Results, Information and
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poskytovatel zdravotnich sluzeb a zkousejici nezvetejnit zadné
vysledky klinického hodnoceni dokud nebudou zvefejnény
prvni vysledky za multicentrické hodnoceni jako celek.

9.4 Smluvni strany se dohodly, Ze po ukonéeni klinického
hodnoceni a na zadkladé zadosti poskytovatele dodd zadavatel
bud’ pfimo nebo prostfednictvim CRO poskytovateli seznam
publikaci vztahujicich se k vysledkim tohoto klinického
hodnoceni.

10. PRAVA DUSEVNIHO VLASTNICTVI

10.1  Veskeré vysledky klinického hodnoceni, véetné vSech
informaci, materiald a dalSich aktiv tykajicich se studijniho
léciva, protokolu nebo klinického hodnoceni, vcetné vsech
stavajicich i budoucich prav k nim (dale jen "vysledky
klinického hodnoceni"), bez ohledu na to zda jsou
patentovatelné ¢i nikoli, které poskytovatel zdravotnich sluzeb
a/nebo zkousSejici a/nebo kterykoli ¢len tymu provadéjiciho
klinické hodnoceni spole¢né ¢i jednotlivé ziskaji ¢i odvodi na
zaklad¢ své &innosti dle této smlouvy, jsou a vzdy budou
vyhradnim a vyluénym vlastnictvim ZADAVATELE a
ZADAVATEL k nim ma a bude mit, v maximalni mife
povolené platnymi zakony, vSechna prava dusevniho vlastnictvi
(s vyjimkou prav vyslovné vyhrazenych CRO na zakladé
ustanoveni ¢lanku 10.3). Pro ucely ziskdni a zajisténi shora
uvedenych prav a pravnich narokt ve smyslu platnych zakont
ZADAVATELEM, pirechazi automaticky veskera prava k
vysledkim klinického hodnoceni na ZADAVATELE, a
poskytovatel zdravotnich sluzeb a zkousejici timto v
pozadovaném rozsahu prevadi vSechna prava, zajmy a podily na
vSech vysledcich klinického hodnoceni na ZADAVATELE a
zavazuji se poskytnout ZADAVATELI nezbytnou souc¢innost k
ziskani, zajisténi a dokonceni pfevodu prav k témto vysledkim
klinického hodnoceni na ZADAVATELE. Poskytovatel
zdravotnich sluzeb a zkousejici jsou v piipadé potieby povinni
zavazat vSechny €leny tymu provadégjiciho klinické hodnoceni,
k poskytnuti nutné soucinnosti k ziskani, zajisténi a dokonceni
prevodu shora uvedenych prav na ZADAVATELE. V pfipadé,
ze ZADAVATEL na zakladé platnych zakond nemtize k
nékterym shora uvedenym vysledkim klinického hodnoceni
ziskat nebo si zajistit vlastnicka prava, poskytovatel zdravotnich
sluzeb a zkousejici timto udéluji ZADAVATELI (a soucasné ke
stejnému kroku zavazuji vSechny cleny tymu provadéjiciho
klinické hodnoceni) celosvétova, vyhradni, neomezena a
bezplatnd prava na vyuzivani téchto vysledkt klinického
hodnoceni a/nebo celosvétovou, vyhradni, neomezenou a
bezplatnou licenci na jejich vyuzivani. Poskytovatel zdravotnich
sluzeb a zkousejici svym podpisem této smlouvy ruci za to, ze
ani poskytovatel zdravotnich sluzeb, ani zkousSejici ani zadny z
¢lent tymu provadéjictho toto klinické hodnoceni nema
uzavieny ani neuzavie zadny smluvni vztah, ktery by jakymkoli
zpusobem mohl negativné ovlivnit prava ¢ zajmy
ZADAVATELE ve vztahu k vysledktim klinického hodnoceni,
tak k tém, které vzniknou v budoucnu na zdkladé¢ plnéni
poskytnutého dle této smlouvy.

10.2  Poskytovatel zdravotnich sluzeb a zkousejici se
zavazuji predat CRO (kterd je pteda ZADAVATELI) vSechny
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in particular all inventions, findings, discoveries and other
creative ideas and developments (hereinafter referred to as
Inventions) conceived or reduced to practice as a direct result of
the Study. Such disclosure shall/must be made fully and
promptly in writing to an authorized/authorised representative of
CRO (who will disclose to SPONSOR).

10.3  All parties to this Agreement and SPONSOR shall
retain all right, title and interest in any Intellectual Property that
was owned by such party or SPONSOR prior to or apart from
the commencement of this Agreement. No license grant or
assignment, express or implied, by estoppel or otherwise, is
intended by, or shall be inferred from, this Agreement except to
the extent necessary for each party to fulfill its obligations under
this Agreement or otherwise give effect to this Agreement.

11. DATA PROTECTION & PRIVACY

111 Institution and/or Investigator hereby represent and
warrant that they shall obtain all necessary consents in writing
from:

€)] all Subjects as per the informed consent form, whereas
the Investigator shall inform all subjects, prior to their
enrollment into the Study, of processing of their personal data,
as required by data-protection regulations, in particular regard to
the identity and contacts of the processor of their personal data,
of the purpose of the processing and of their respective rights. It
is expected that the patients shall claim their rights preferentially
with the Institution.

CRO, SPONSOR and/or their representatives shall fully
cooperate with the Institution in terms of exercising any
patients” rights claims as arising from the currently valid data-
protection regulations; and

(b) the key members of Study Personnel and Investigator
participating in the Study for administrative / study management
and any other purpose required by law

so that such Subjects’ Study Personnel’s and Investigator’s
Personal Data can be Processed by (including transferred to)
CRO, any of its Affiliates, and SPONSOR or any of its
Affiliates and regulatory authorities in each case within or
outside the country where such data originates. CRO and
SPONSOR hereby represent to protect personal data in
accordance with GDPR requirements.

11.2 Provided that the requirements of GDPR, Article 33 are
met, Institution and Investigator shall notify CRO immediately
in writing (but in no event later than five (5) days from the date)
of any Data Security Breach related to the Study.

11.3 If requested by CRO in order to enable CRO to comply
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vysledky klinického hodnoceni, informace a zejména pak
vSechny vynalezy, zjisténi, objevy a dalsi kreativni napady a
navrhy (dale jen "objevy") ziskané nebo uvedené do praxe v
piimé souvislosti s klinickym hodnocenim.  Pfedani téchto
objevii se musi uskutecnit neprodlené a musi byt provedeno
pisemnou formou do rukou opravnéného zastupce/opravnénych
zastupct CRO (ktera je preda ZADAVATELI).

10.3 Vsechny strany této smlouvy a ZADAVATEL si
zachovavaji vSechna prava, podily a zajmy k duSevnimu
vlastnictvi, které tyto strany a/nebo ZADAVATEL vlastnily
pfed zahajenim plnéni této smlouvy nebo které byly ziskany
nezavisle na této smlouvé. Touto smlouvou se nepievadi zadné
licence, a to ani vyslovné, ani domnéle ¢i na zaklad¢é zakonné
prekazky ¢i jinak, nad ramec povinnosti jednotlivych smluvnich
stran dle této smlouvy.

11. OCHRANA DAT A OSOBNICH UDAJU

11.1  Poskytovatel zdravotnich sluzeb a/nebo zkousejici
timto prohlasuji a ru¢i za to, ze ziskaji vSechny nezbytné
souhlasy v pisemné formé od:

@ vSech subjektl hodnoceni, ve formé informovaného
souhlasu, pricemz zkousejici poskytne subjektim hodnoceni
pfed jejich zafazenim do klinického hodnoceni informace
vyzadované predpisy o ochrané osobnich udaji, tj. zejména o
identit¢ a kontaktech spravce osobnich udajti a o jejich pravech
a ucelu zpracovani. Ocekava se, ze tato prava budou subjekty
hodnoceni uplatiiovat prednostné u poskytovatele zdravotnich
sluzeb.

CRO a jeji sesterské spoleénosti a zadavatel a jeho dcefinné
spole¢nosti  poskytnou poskytovateli zdravotnich sluzeb
bezplatné veskerou spolupraci, nutnou k realizaci prav subjekt
udaji ve smyslu aktualné platné legislativy v oblasti ochrany
osobnich tdaj; a

(b) vSech hlavnich ¢lend tymu, ktery se podili na
provadéni klinického hodnoceni, véetné zkousejiciho, a to pro
administrativni ucely, pro Gcely spravy a provadéni klinického
hodnoceni a pro ostatni u¢ely poZzadované zakonem

tak, aby CRO a jeji sesterské spole¢nosti, zadavatel a jeho
dcefiné spole¢nosti a organy statniho dozoru mohly osobni data
subjektt hodnoceni, c¢lent tymu provadéjicitho klinické
hodnoceni a zkousejicitho zpracovavat (vCetné prevadeéni), a to
jak v zemi, odkud tyto Udaje pochézi, tak v zahraniéi, pfiemz
se ZADAVATEL a CRO zavazuji, Zze osobnim udajim
poskytnou ochranu vyzadovanou GDPR.

11.2 Poskytovatel zdravotnich sluzeb a zkouSejici se
zavazuji neprodlené (a za vSech okolnosti vzdy nejpozdéji do
péti (5) dni od data zjisténi) pisemné informovat CRO o
poruSeni bezpe¢nosti tdaju tykajicich se tohoto klinického
hodnoceni, pokud jsou naplnény podminky ¢l. 33 GDPR.

11.3 Na zaklad¢ zadosti CRO a za ucelem umoznéni, aby
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with any Applicable Law and to Process any Personal Data,
Institution and Investigator will work with CRO in good faith to
address any issue relating to the Processing of Personal Data.

11.4  General Data Protecion Regulation. For the purposes
of this Agreement, it is acknowledged by the parties that the
SPONSOR acts as controller and the Institution acts as processor
(as such terms are defined by Applicable Law) in relation to any
Personal Data they Process in connection with the Study, and
that CRO acts as a processor on behalf of the Sponsor. The
parties agree to comply with their obligations under Data
Protection Law in relation to this Agreement.

CRO, on behalf of the Sponsor, represents that collection,
processing and transfer of personal data shall only be done for
purposes stipulated by this Agreements (see Article 11.1 above)
and only for the period when such legitimate purposes shall
exist.

In the event of personal data transfer outside of EU/EEA
countries (e.g. as part of internal transfer between sponsor and/or
CRO entities — pursuant to Article 11.1 above), Sponsor and
CRO shall ensure adequate level of data protection to comply
with GDPR requirements.

The Parties hereby mutually agree to arrange for complex safety
measures to protect personal data, as GDPR requires, and,
further pursuant to Articles 11.2 and 11.3 above, to inform each
other should eventual security breaches occur and to cooperate
jointly while working to ensure overall compliance with GDPR
requirements.

12. INDEMNIFICATION

12.1 Institution and Investigator shall immediately notify
CRO in writing of any claim of illness or injury that is claimed
to be due to an adverse reaction to the Study Drug or any of the
clinical intervention or procedures that are provided for or
required by the Protocol to which the Subjects would not have
been exposed but for their participation in the Study. Institution
and Investigator shall allow SPONSOR to handle such claim
(including, if applicable, settlement negotiations), and all
concerned — the CRO, the Institution and the Investigator shall
cooperate fully with SPONSOR in its handling of the claim by
providing the necessary assistance and documents.

12.2  Subject to Section 12.3 below, any indemnification of
the Institution and Investigator by SPONSOR shall be through a
separate written agreement (or letter) between Institution,
Investigator and SPONSOR directly. CRO shall act as the
intermediary to coordinate the provision of any such agreement
or letter of indemnity by SPONSOR, and shall have no other
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CRO mohla dodrzet ustanoveni platnych zakonti a zpracovavat
osobni udaje, se poskytovatel zdravotnich sluzeb a zkousejici
zavazuji v dobré vife spolupracovat s CRO pii feSeni problému
souvisejicich se zpracovanim osobnich udaju.

11.4 Obecné narizeni o ochrané osobnich idaji (GDPR).
Smluvni strany berou na védomi, Ze pro potieby této smlouvy
figuruji zadavatel jako spravce a poskytovatel ve vztahu
k osobnim (dajim zracovavanym za uéelem klinického
hodnoceni jako zpracovatel (dle definice tohoto pojmu platnymi
predpisy) s ohledem na osobni Udaje, se kterymi v souvislosti
s timto klinickym hodnocenim pracuji. CRO pak figuruje jako
zpracovatel povéfeny zadavatelem. Strany se zavazuji
dodrzovat povinnosti jim plynouci z pfedpisi na ochranu
osobnich tdaju.

CRO jménem zadavatele prohlasuje, ze ke sbéru, zpracovani a
pfevodu osobnich tdaji bude dochdzet pouze za ucelem
stanovenym touto smlouvou (viz. ¢lanek 11. vySe) a pouze po
dobu, kdy tyto legitimni Gcely budou trvat.

Dojde-li k ptevodu osobnich udaji dle této smlouvy do zemi
mimo EU/EHS (napf. v ramci pfedani mezi organiza¢nimi
slozkami CRO ¢i zadavatele — v souladus s ustanovenim 11.1
vyse), zadavatel i CRO v takovém pfipadé zajisti Uroven
ochrany  pfevadénym  osobnim 1Udajim  odpovidajici
pozadavkiim GDPR.

Smluvni strany se rovnéz zavazuji zajistit komplexni ochranu a
zabezpeceni osobnich udaju tak, jak pozaduje GDPR a dale, v
souladu s ¢lanky 11.2 a 11.3 vySe, informovat se vzajemné o
ptipadnych porusenich bezpecnosti a poskytnout si navzajem
soucinnost pii feseni celkového souladu s pozadavky GDPR.

12. ODSKODNENI

121 Poskytovatel zdravotnich sluzeb a zkouSejici se
zavazuji neprodlené pisemné informovat CRO o v8ech narocich
v souvislosti s onemocnénim ¢i zranénim subjektti hodnoceni,
které lze piipsat nezadoucim reakcim na studijni 1é¢ivo nebo na
klinickd vySetfeni ¢i zakroky provadéné v souladu s
protokolem, kterym by doty¢ny subjekt hodnoceni nebyl
vystaven nebo se jim nemusel podrobit, kdyby se neucastnil
klinického hodnoceni.  Poskytovatel zdravotnich sluzeb a
zkousejici se zavazuji umoznit ZADAVATELI feSit tyto naroky
(v€etné, mimo jiné, vedeni jednani o vyrovnani) a vSechny
zadastnéné osoby/strany — CRO, Poskytovatel zdravotnich
sluzeb a Zkousejici soucasné se zavazuji ZADAVATELI pri
feSeni takovych narokti poskytnout plnou soudinnost zejména
spolupraci na poskytovani nezbytnych dokumentt.

12.2 S ohledem na ustanoveni c¢lanku 12.3 niZe, bude
veSkeré odskodnéni poskytovatele zdravotnich sluzeb a
zkousejiciho ze strany ZADAVATELE, feSeno prostfednictvim
pisemné samostatné smlouvy (nebo pisemného pfislibu)
uzaviené pfimo mezi poskytovatelem zdravotnich sluzeb,
zkouSejicim a ZADAVATELEM. CRO bude pro tcely této
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obligation in connection therewith.

12.3 Institution and  Investigator acknowledge that
SPONSOR has no obligation to indemnify or be responsible for
any loss, claim, cost (including reasonable attorney fees) or
demand if and to the extent such losses, claims or demands arise
from any injuries or damages resulting from Institution’s,
Investigator’s or the Study Personnel’s negligence, breach of
this Agreement, failure to adhere to the Protocol, failure to
obtain signed informed consent forms, failure to follow
Applicable Law, misuse of the Study Drug, unauthorized
warranties, or willful misconduct. This indemnification
obligation is without prejudice to the precedence of insurance
coverage from compulsory clinical trial insurance.

12.4 Neither CRO nor SPONSOR will be responsible for,
and Institution shall defend, indemnify and hold CRO, its
Affiliates, and SPONSOR (and their respective directors,
officers and employees) harmless from, any loss, claim, or
demand arising from, but not limited to any (a) injuries or
damages incurred if they are the result of or are alleged to be the
result of negligence or wilful misconduct on the part of the
Institution, Investigator or Study Personnel; (b) activities
contrary to the Protocol, any Study Instructions, this Agreement,
or Applicable Law; (c) unauthorized warranties made by the
Institution, Investigator or Study Personnel concerning the
product being tested; or (d) case in which written informed
consent was not obtained in accordance with the Protocol for the
Subject involved in such case.

125 Institution and Investigator shall be liable under this
Agreement for damages resulting from negligence or wilful
misconduct in the execution of the Study.

126 CRO shall be liable under this Agreement for damages
resulting from its negligence or wilful misconduct in the
execution of its obligations hereunder.

12.7  The Parties hereby acknowledge that the terms of
indemnification of the Institution, the Investigator and members
of the Study team are set-out in a separate Letter of
Indemnification directly between the Institution and the
Sponsor. The Letter of Indemnification constitutes an Exhibit to
this Agreement.
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smlouvy nebo pisemného piislibu tykajiciho se odskodnéni ze
strany ZADAVATELE vystupovat pouze jako prostfednik a
koordinator a nema v souvislosti s t€émito ptisliby odskodnéni ze
strany ZADAVATELE Zadnou odpovédnost.

12.3  Poskytovatel zdravotnich sluzeb a zkousejici berou na
védomi, ze ZADAVATEL nema povinnost odSkodnit ani neni
odpovédny za zadné ztraty, naroky a naklady (vCetné
pfiméfenych nakladii na pravni pomoc) ¢i pozadavky, pokud
tyto ztraty, naroky, naklady nebo pozadavky vznikly v dasledku
nedbalosti na strané poskytovatele zdravotnich sluzeb,
zkousejictho a/nebo Clend tymu provadéjictho klinické
hodnoceni a/nebo v diisledku toho, Ze poskytovatel zdravotnich
sluzeb, zkousSejici a/nebo néktery ¢len tymu provadéjiciho
klinické hodnoceni porusili ustanoveni této smlouvy, porusili
ustanoveni protokolu, nenechali subjekt hodnoceni podepsat
informovany souhlas, porusili ustanoveni platnych zakont,
chybnym zptsobem pouzili studijni 1é¢ivo zadavatele, zptsobili
Skodu umyslnym zavinénim, poskytli neopravnéné zaruky
a/nebo se dopustili umyslného zavinéni. Touto povinnosti
odskodnéni neni dotéeno prednostni pojistné kryti z povinného
pojisténi klinického hodnoceni.

124  CRO ani zadavatel nenesou odpovédnost, a
poskytovatel zdravotnich sluzeb se zavazuje CRO, jeji sesterské
spolecnosti a zadavatele, vCetné¢ jejich prislusnych feditelt,
zaméstnancl a zastupcl, chranit, odskodnit a zprostit
odpovédnosti za ztraty, naroky a pozadavky, vzniklé, mimo
jiné: (a) v disledku zranéni osob nebo $kod, které vznikly (nebo
je lze pripsat) v dusledku nedbalosti ¢i imyslného zavinéni na
strané poskytovatele zdravotnich sluzeb, zkousejiciho nebo
¢lenl tymu provadéjiciho klinické hodnoceni; (b) v dasledku
provadéni &innosti v rozporu s protokolem, pokyny pro
provadeéni klinického hodnoceni, touto smlouvou nebo platnymi
zakony; (c) v dusledku poskytnuti neopravnénych zaruk
ohledn¢ zkoumaného pripravku ze strany poskytovatele
zdravotnich sluzeb, zkousejiciho nebo ¢lend tymu provadéjiciho
klinické hodnoceni; nebo (d) v disledku skute¢nosti, ze u
dotéeného subjektu hodnoceni, kterého se dany ptipad tykal,
nebyl ftadné ziskan informovany souhlas v souladu s
ustanovenim protokolu.

125  Na zéklad¢ ustanoveni této smlouvy jsou poskytovatel
zdravotnich sluzeb a zkousejici odpovédni za $kody, ke kterym
doslo v dtsledku jejich nedbalosti nebo umyslného zavinéni pfi
provadeéni klinického hodnoceni.

12.6 CRO je na zakladé této smlouvy odpovédna za Skody
vzniklé v dusledku jeji nedbalosti nebo umyslného zavinéni pii
provadéni svych povinnosti podle této smlouvy.

12.7  Smluvni strany berou na védomi, Ze podminky
odskodnéni poskytovatele, hlavniho zkousejictho a clend
studijniho  tymu jsou stanoveny v samostatné Dohodé o
ndhradé Skod piimo mezi zadavatelem a poskytovatelem.
Dohoda 0 nahradé $kod je ptilohou této smlouvy.
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13. INSURANCE

13.1  The SPONSOR has in place, and shall maintain in full
force and effect throughout the duration of the Study, Liability
Insurance covering Investigator and Sponsor, in compliance
with the provisions of Article 52, paragraph 3(f) of Act No.
378/2007 Coll., Pharmaceuticals Act, in amounts appropriate to
cover liability in an event of patient’s death and/or damages to
patient’s health as a result of patient’s participation on the Study.
A copy or certificate of this insurance shall be submitted to the
Institution prior to full execution of this Agreement.

14, DEBARMENT

14.1 Institution and Investigator hereby certify that neither
Institution, Investigator nor — as far as they can be reasonably
aware of — any person employed by Institution or Investigator to
work on the Study (including any subcontractor permitted
pursuant to Section 17.2) has been:

a) debarred by any relevant authorities (including but not
limited to FDA) and pursuant to any Applicable Law or
disqualified as a clinical investigator under Applicable Law;

b) threatened to be debarred or indicted for a crime or
otherwise engaged in conduct for which a person can be
debarred under Applicable Law;

c) disciplined by and/or banned by a relevant authority
from carrying out clinical trials.:

For purposes of this Section, any of the foregoing shall be
deemed to constitute being “debarred”.

In addition, Institution and Investigator agree that no debarred
person will in the future be employed or otherwise engaged
(including on a contract basis) by Institution or Investigator to
work on the Study. If during the course of the Study, Institution
or Investigator becomes debarred or learns that any person
connected with the Study is debarred, or that there is a threat of
debarment of any such person, then Institution and Investigator
must immediately notify SPONSOR and CRO. CRO may
immediately terminate this Agreement in the event any of the
foregoing occurs.

15. PAYMENT TERMS AND CONDITIONS

15.1 In full consideration for the Services of Institution,
Investigator and Study Personnel rendered in compliance with the
Protocol, CRO agrees to pay the fees and expenses set forth in

242435 R1-01-006 CZE CSA TRI 1503 || 20191113 FINAL 1.0

13. POJISTENI

13.1 Zadavatel ma uzaviené a po celou dobu provadéni
klinického hodnoceni bude udrzovat v platnosti a ucinnosti
pojisténi odpovédnosti za Skodu pro zkousejiciho a zadavatele
ve smyslu ustanoveni § 52 odst. 3 pism. f) zdkona ¢. 378/2007
Sb., o 1éCivech, s vysi pojistného kryti, ktera je dostatecna na
zajisténi odskodnéni v ptipadé smrti subjektu hodnoceni nebo v
ptipad¢ skody vzniklé na zdravi subjektu hodnoceni v disledku
provadéni klinického hodnoceni. Toto pojisténi bude
predlozeno poskytovateli zdravotnich sluzeb pfed podpisem
Smiouvy.

14. ZAKAZ CINNOSTI

141 Poskytovatel zdravotnich sluzeb a zkousejici timto
potvrzuji, ze poskytovatel zdravotnich sluzeb, zkousejici a
pokud je jim zndmo ani 7adnd jind osoba zaméstnana
poskytovatelem zdravotnich sluzeb nebo zkousejicim pro ucely
provadéni klinického hodnoceni (véetné ptipadnych povolenych
subdodavatelt na zaklad¢ ustanoveni ¢lanku 17.2):

a) nema pfisluSnymi organy (véetné, mimo jiné FDA) a
na zakladé¢ platnych zakont zakdzan vykon funkce zkousejiciho
ve smyslu ustanoveni platnych zakoni; nebo

b) nejsou ohrozeni ztratou zpusobilosti nebo obvinénim
ze zlocinu ani se jakymkoli zpisobem nezapojili do chovani, na
jehoz zaklad¢é by doty¢né osobé mohl hrozit zdkaz Cinnosti na
zaklad¢ ustanoveni platnych zakont;

C) nemaji ulozen disciplinarni trest a/nebo nejsou
opravnénymi Gfady vyloudeni z Gcasti na provadéni klinickych
hodnoceni:

Pro ucely tohoto ¢lanku plati, Ze cokoli ze shora uvedeného
skute¢nosti znamena "ztratu zpusobilosti".

Poskytovatel zdravotnich sluzeb a zkousSejici dale souhlasi a
zavazuji se nezaméstnat ani neangazovat (vcetn¢ angazovani na
zaklad¢é smlouvy) zddnou osobu, ktera je zbavena zptsobilosti
pro vykon jakékoli Cinnosti v souvislosti s provadénim
klinického hodnoceni. Pokud se pribéhu klinického hodnoceni
poskytovatel zdravotnich sluzeb nebo zkouSejici stanou
nezpusobili k provadeéni klinického hodnoceni nebo pokud se
poskytovatel zdravotnich sluzeb a/nebo zkousejici dozvi, ze
néktera z osob podilejicich se na provadéni klinického
hodnoceni byla zbavena zpusobilosti k jeho provadéni nebo ji
zbaveni zpuUsobilosti hrozi, jsou povinni o této skutecnosti
neprodlené informovat zadavatele a CRO. V ptipadé, ze dojde
ke shora popsané situaci, mize CRO tuto smlouvu vypovédeét s
okamzitou platnosti.

15. PLATEBNi PODMINKY

15.1 Jako konecnou a uplnou uplatu za fadn€ a v souladu s
protokolem poskytnuté sluzby ze strany poskytovatele
zdravotnich sluzeb, zkousejiciho a tymu provadéjiciho klinické
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Exhibit A. Such fees and expenses will be paid solely to the
Institution. The parties agree that Exhibit A — Payment Schedule
is part of this Agreement clarifying the schedule of payments
associated with this Agreement and that the fees and expenses
set forth in Exhibit A represent the fair market value for the
Services provided by Institution and Investigator. Payments
shall be made in accordance with the provisions set forth in
Exhibit A, with the last payment being made after Institution and
Investigator complete all of their obligations under this
Agreement and any Exhibits thereto. Institution and Investigator
shall not seek reimbursement for any medical services or
Investigational Product from any third party payers if such costs
are already covered by payments made under this Agreement.

15.2 Institution and Investigator shall comply with all
obligations with respect to taxes and social security contributions,
if applicable, which relate to the subject matter of this Agreement
including, without limitation, those that relate to any payments
made hereunder to Institution, Investigator, Study Personnel or, as
the case may be, those that relate to any payments made by
Institution or Investigator to Study Personnel.

15.3 Institution and Investigator acknowledge and agree that
its, his or her judgment with respect to its, his or her advice to
and care of each Subject is not and shall not be affected by the
compensation Institution and/or Investigator receive in
accordance with the Study.

154 Institution and Investigator agree that SPONSOR and
CRO may disclose the fees and expenses payable or paid under
this Agreement to any governmental authorities according to
Applicable Law.

155 Payments and compensations set-out herein and below
in Exhibit A represent the only and exclusive means of financial
settlement between the Parties. CRO hereby represents that
neither CRO nor Sponsor have entered nor shall enter into any
separate agreements with the Investigator to provide for
remuneration for performing the Study. Upon deduction of all
costs, the remuneration shall be divided between the Institution
and Investigator as per internal Institutional guideline.

16. TERMINATION

16.1  This Agreement will become valid upon the date it is
fully executed by all parties and takes effect on the date of it’s
disclosure in the public Register of Contracts. The Agreement
shall continue in effect for the full duration of the Study
according to the Protocol unless sooner terminated in
accordance with the provisions of this Section. CRO may
terminate this Agreement immediately upon written notice to
Institution and Investigator for any reasons, including without
limitation upon any of the following occurrences:
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hodnoceni, se ZADAVATEL zavazuje vyplatit, prostfednictvim
CRO, odménu a zajistit uhradu nakladi, a to dle ustanoveni
prilohy A této smlouvy. Tato odména a naklady budou
vyplaceny vylu¢né poskytovateli zdravotnich sluzeb. Smluvni
strany berou na védomi a souhlasi stim, ze Pfiloha A -
Harmonogram plateb tvoii nedilnou soucast této smlouvy a je v
ni uveden platebni kalendat veskerych plateb souvisejicich s
touto smlouvou. Vyplata odmén bude probihat v souladu s
ustanovenim této pfilohy A s tim, Ze posledni odména bude
vyplacena az poté, co poskytovatel zdravotnich sluzeb a
zkou$ejici splni v8echny své povinnosti dle ustanoveni této
smlouvy a vsech jejich ptiloh. Poskytovatel zdravotnich sluzeb
a zkousejici se zavazuji nepozadovat platby za zdravotnické
sluzby ¢i studijni 1é¢ivo od tietich stran, pokud naklady na tyto
sluzby ¢i 1éCivo jiz byly hrazeny z plateb, provadénych na
zakladg této smlouvy.

15.2 Poskytovatel zdravotnich sluzeb a zkousejici se zavazuji
splnit veskeré povinnosti v oblasti odvodd dani, socidlniho
pojisténi a dalSich zdkonem stanovenych odvodd, a to, mimo jiné,
ze vSech plateb, které jsou na zakladé této smlouvy poskytovateli
zdravotnich sluzeb, zkousejicimu ¢i tymu provadéjicimu klinické
hodnoceni vyplaceny a ze vSech plateb, které poskytovatel
zdravotnich sluzeb vyplaci zkouSejicimu a clenim tymu
provad¢jicimu klinické hodnoceni.

15.3 Poskytovatel zdravotnich sluzeb a zkousejici berou na
védomi a souhlasi, Ze odména, kterou ziskavaji na zaklad¢ této
smlouvy za poskytované sluzby, nesmi zadnym zpiisobem
ovlivnit jejich medicinsky tusudek a kvalitu zdravotni péce
poskytovanou pacientiim.

154  Poskytovatel zdravotnich sluzeb a hlavni zkousejici
souhlasi s tim, ze zadavatel a/nebo CRO mohou informace o
odménach a nahradéach splatnych nebo vyplacenych na zakladé
této smlouvy, poskytnout statnim uwfadam, v souladu s
ustanovenim platnych zakond.

155 Platby odmény uvedené v tomto ¢lanku a pfiloze A
predstavuji jediny a vyluény zplsob fadného finanéniho
vyporadani mezi smluvnimi stranami. CRO timto prohlasuje, Ze
CRO ani zadavatel neuzavieli s Hlavnim zkouSejicim separatni
smlouvu na odménu za provedeni Klinického hodnoceni.
Odména bude mezi Zdravotnické =zafizeni a Hlavniho
zkousejiciho a jeho studijni tym rozdélena po odeéteni nakladu

podle vnitinich ptfedpisti Zdravotnického zafizeni.

16. VYPOVED SMLOUVY

16.1  Tato smlouva nabyva platnosti k datu, kdy sviij podpis
ptipojila posledni ze vSech jejich smluvnich stran a ucinnosti
datem uvefejnéni v Registru smluv. Smlouva zlstava platné a
ucinnost trva po celou dobu provadéni klinického hodnoceni v
souladu s ustanovenim protokolu, pokud nebude ptedcasné
ukoncena v souladu s ustanovenim tohoto clanku této smlouvy.
CRO muze tuto smlouvu vypovédét s okamzitou platnosti na
zaklad¢é pisemné vypovédi zaslané poskytovateli zdravotnich
sluzeb a zkouSejicimu, a to z jakéhokoli divodu, vcetné
nasledujicich:
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€)] Institution or Investigator has failed to cure a breach to
this Agreement within thirty (30) days of receipt of written
notice, specifying such breach; or

(b) Investigator becomes personally unavailable to conduct
the Study and a CRO- approved replacement has not been
identified by Institution and Investigator; or

(©) two months after shipment of the Investigational
Product, Investigator has failed to meet the enrolment target for
Subjects set forth in Exhibit A, or has recruited such a low
number of Subjects that it can be reasonably assumed by CRO
that the agreed number of Subjects will not be reached in
accordance with the schedule set forth in Exhibit A; or

(d) the authorization and approval to perform the Study is
withdrawn by the regulatory authority and/or EC governing
Institution; or

(e the audit or regulatory inspection identifies a serious
breach or lack of compliance with this Agreement; or

()] if any of the circumstances permitting termination
pursuant to Section 14.1 occur.

16.2 This Agreement may be terminated by Institution or
Investigator, upon sixty (60) days’ prior written notice to CRO,
for breach of the agreement by CRO if the breach is not cured
within thirty (30) days of notification.

16.3  If this Agreement is terminated prematurely in
accordance with Section 16.1 or 16.2, Institution and
Investigator shall/must use its, his or her best efforts to:

a) minimize further costs while maintaining good medical care
of the Subjects; and,;

b) ensure that all Subjects shall complete the Study
according to the Protocol unless dictated otherwise by Study
Instructions.

16.4  Should Investigator conclude that continuation of the
Study is no longer medically justifiable, due to (i) unexpected
results, (ii) the severity or prevalence of serious adverse events or
(iii) the efficacy of the treatment with Study Drug appears to be
insufficient; then he/she will promptly notify CRO and the EC in
writing, and may suspend treatment of Subjects until such time as
CRO (based on consultations with SPONSOR) and Investigator
reach agreement as to the best course of action.

16.5  Termination of this Agreement by any party shall not
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@) Poskytovatel zdravotnich sluzeb nebo zkousejici
nezjednali napravu pfi poruseni ustanoveni této smlouvy do
tficeti (30) dnll od obdrZeni pisemného upozornéni na konkrétni
poruseni smlouvy; a/nebo

(b) stavajici zkouS$ejici neni schopen dale pokracovat v
provadéni klinického hodnoceni a poskytovateli zdravotnich
sluzeb ani zkouSejicimu se nepodafilo ziskat nahradniho
zkousejiciho, kterého by CRO schvalila; nebo

(c) pokud do dvou mésici po dodavce hodnoceného
ptipravku nesplni zkousejici cilovy pocet zafazenych subjekti
do klinického hodnoceni dle prilohy A nebo pokud do
klinického hodnoceni zaradi tak nizky pocet subjektd, ze
ZADAVATEL nebo CRO mohou diivodné predpokladat, ze se
do klinického hodnoceni nepodaii zatadit cilovy pocet subjektt
dle prilohy A; nebo

(d) organ statniho dozoru a/nebo etickd komise
poskytovatele zdravotnich sluzeb odvolaji své povoleni nebo
souhlas s provedenim klinického hodnoceni; nebo

(e) pokud audit nebo kontrola ze strany dozornych organi
zjisti zavazné nedostatky v dodrZzovani ustanoveni této smlouvy;
nebo

(f pokud nastane néktera z okolnosti dle ¢lanku 14.1,
umoziujici ukonéeni této smlouvy.

16.2 Poskytovatel zdravotnich sluzeb nebo zkousejici
mohou tuto smlouvu vypoveédét na zakladé pisemné vypovédi
se Sedesati (60) denni vypovédni lhitou zaslané CRO, a to v
ptipad€ poruseni ustanoveni této smlouvy CRO, pokud tato do
triceti (30) dnti od obdrzeni upozornéni na takové poruseni
nezjednd napravu.

16.3 V piipadé pred¢asného ukonceni této smlouvy v
souladu s ustanovenim ¢lankd 16.1 nebo 16.2 se poskytovatel
zdravotnich sluzeb a zkousSejici zavazuji vyvinout pfimérené
Gsili ve smyslu:

@ minimalizace dalSich nakladd, avSak s ohledem na
zachovani fadné zdravotni péce o subjekty hodnoceni; a

(b) zajisténi, aby vSechny subjekty hodnoceni dokoncily
klinické hodnoceni v souladu s protokolem, pokud neni v
pokynech pro provadéni klinického hodnoceni uvedeno jinak.

16.4  Pokud zkousejici dospéje k zavéru, ze pokracovani
klinického hodnoceni jiz neni medicinsky opodstatnéné z
divodu (i) neocekavanych vysledkl, (ii) zavaznosti nebo
Cetnosti vyskytu zavaznych nezadoucich reakei nebo (iii)
zjisténi, Ze G¢innost 1éEby studijnim 1é¢ivem zadavatele neni
dostatecna; zavazuje se neprodlené o této skutecnosti pisemné
informovat CRO a etickou komisi a mize prerusit 1écbu
subjekt hodnoceni, dokud se CRO (na zaklad¢ jednani se
ZADAVATELEM) a zkouSejici nedohodnou na dal$im
postupu.

16.5 Vypovézeni této smlouvy kteroukoli smluvni stranou
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affect the rights and obligations of the parties accrued prior to the
effective date of termination of this Agreement. Any provision of
this Agreement that should survive expiration or termination of this
Agreement in order to give proper effect to its intent, shall survive
expiration or termination of this Agreement.

17. INDEPENDENT CONTRACTOR

17.1  The relationship of Institution and Investigator to CRO
is that of independent contractor. Institution and Investigator
commit themselves to perform the Services only as independent
contractor and nothing contained herein shall be construed to be
inconsistent with that relationship or status.  Institution,
Investigator, and Study Personnel, shall not be considered
employees or agents of CRO and, as such, shall not be entitled
to any benefits available to employees of CRO.

17.2 Institution and Investigator shall not retain any
subcontractor to perform any of its obligations under this
Agreement without the prior written consent of CRO. Any such
consent shall not relieve Institution and Investigator of its
obligations hereunder, and Institution and Investigator shall
remain fully liable for all acts and omissions of any such
subcontractor. CRO shall be permitted to assign in whole or in
part the discharge of obligations it assumed under this
Agreement to any of its Affiliates (or adequately qualified third
party subcontractors), without releasing CRO from its
responsibility for the appropriate performance of such assigned
obligations towards Institution. In the event of such assignment
the Institution shall be informed in writing.

17.3  This Agreement shall not constitute, create or in any
way be interpreted as, a joint venture, partnership, or business
organization of any kind.

18. CONTRACTUAL

18.1 Titles to the Sections of this Agreement are solely for
convenience and do not constitute a substantive part of this
Agreement.

18.2 If any provision of this Agreement is held illegal,
invalid or unenforceable by a court of law, the remainder of this
Agreement shall not be affected thereby.

18.3 Failure to insist upon compliance with any of the terms
and conditions of this Agreement shall not constitute a general
waiver or relinquishment of any such terms or conditions, and
the same shall remain at all times in full force and effect.

18.4 Institution and Investigator understand and agree that
SPONSOR is an intended third-party beneficiary of this
Agreement.
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neovliviiuje prava a povinnosti smluvnich stran vzniklé pred
datem nabyti UCinnosti vypovédi této smlouvy.  VSechna
ustanoveni této smlouvy, kterd by méla mit pretrvavajici platnost i
po ukonCeni platnosti této smlouvy, aby byl naplnén jejich
zamysSleny pravni vyznam, maji pretrvavajici platnost i po fadném
¢i pred¢asném ukonceni této smlouvy.

17. NEZAVISLOST SMLUVNIHO VZTAHU

17.1  Vztah poskytovatele zdravotnich sluzeb a zkousejiciho
viaéi CRO je vztahem nezavislého dodavatele. Poskytovatel
zdravotnich sluzeb a zkousejici se zavazuji poskytovat své
sluzby na zakladé této smlouvy jako nezavisli smluvni partneti
a 74dné z ustanoveni této smlouvy neni s timto vztahem v
rozporu. Poskytovatel zdravotnich sluzeb, zkousejici a vSichni
ostatni Clenové tymu provadéjici klinické hodnoceni nejsou
zaméstnanci ani zastupci CRO a z tohoto diivodu nemaji narok
na zadné zaméstnanecké vyhody poskytované CRO.

17.2 Bez piedchoziho pisemného souhlasu CRO nesmi
poskytovatel zdravotnich sluzeb ani zkousejici vyuzit k plnéni
svych povinnosti dle této smlouvy sluzeb Zadného
subdodavatele. Udé&leni takového souhlasu vSak poskytovatel
zdravotnich sluzeb ani zkouSejiciho nezprostuje jejich
povinnosti dle této smlouvy a poskytovatel zdravotnich sluzeb a
zkousejici nesou plnou odpovédnost za vSechny skutky ¢i
pochybeni svych subdodavatelt. CRO ma pravo postoupit
veskeré své povinnosti na zéklad¢ této smlouvy nebo jejich cast
na kteroukoli ze svych sesterskych spolecnosti (nebo na jiné
fadn¢ zplsobilé tieti subdodavatele), avSak za predpokladu, ze
takové postoupeni CRO nezbavuje odpovédnosti za fadné
plnéni téchto postoupenych smluvnich povinnosti vici
poskytovateli zdravotnich sluzeb. O postoupeni musi byt
poskytovatel zdravotnich sluzeb pisemné vyrozumén.

17.3 Tato smlouva nezaklada, nepfedstavuje ani ji nelze
vykladat jako zalozeni spole¢ného podniku, uzavieni partnerstvi

¢i zaloZeni obchodni organizace jakéhokoli druhu.

18. OSTATNI USTANOVENI

18.1 Nadpisy jednotlivych ¢lanki této smlouvy slouzi pouze
k usnadnéni orientace a nepfedstavuji pravni podstatu této
smlouvy.

18.2 Pokud bude nékteré z ustanoveni této smlouvy soudem
prohlaSeno za nezakonné, neplatné nebo nevymahatelné,
nebude tim dotCena platnost a vymahatelnost ostatnich
ustanoveni této smlouvy.

18.3 V piipadé, Ze nékterd ze smluvnich stran netrva ¢i
nevymahd dodrzovani nekterych ustanoveni této smlouvy,
neznamena to, ze by se téchto ustanoveni vzdala nebo se jich
zfekla a vSechna tato ustanoveni zlstavaji i nadale plné platna a
ucinna.

18.4  Poskytovatel zdravotnich sluzeb a zkousejici berou na

védomi a souhlasi, z2 ZADAVATEL pfedstavuje obmySlenou
osobu této smlouvy.
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18,5  The respective signatories of the parties to this
Agreement represent and warrant that they have the authority
and ability to enter into the terms, provisions and conditions of
this Agreement on behalf of their respective parties.

18.6 Neither party shall be responsible for any default under
this Agreement by reason of strikes, riots, hostilities, wars, fire,
acts of terrorism, acts of God, death of Investigator, or any other
cause beyond its reasonable control.

18.7  This Agreement may not be assigned by Institution or
Investigator without the prior written consent of CRO.

188 CRO may assign this Agreement to any of its
subsidiaries, Affiliates or to any third party.

18.9 This Agreement constitutes the entire agreement and
final understanding of the parties with respect to the subject
matter hereof and supersedes and terminates all prior and/or
contemporaneous understandings and/or discussions between
the parties, whether written or verbal, express or implied,
relating in any way to the subject matter hereof. This
Agreement may not be altered, amended, modified or otherwise
changed in any way except by a written agreement, signed by all
parties.

18.10 All notices necessary or appropriate to be given
pursuant to this Agreement shall be effective when delivered to
the appropriate party at the address below:

To CRO:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Attn:

PAREXEL Study Number: 242435

To Investigator:

Fakultni nemocnice Ostrava
Hematoonkologické klinika
17. listopadu 1790/5

708 52 Ostrava — Poruba
Czech Republic

Attn: [

To Institution:

Fakultni nemocnice Ostrava
Centrum klinickych studii
17. listopadu 1790/5

708 52 Ostrava — Poruba

242435 R1-01-006 CZE CSA TRI 1503 || 20191113 FINAL 1.0

18.5  Osoby podepisujici za jednotlivé smluvni strany tuto
smlouvu prohlasuji a ruci za to, Ze maji pravomoc a opravnéni
jménem prislusnych smluvnich stran uzaviit tuto smlouvu za
zde uvedenych podminek.

18.6 Zadnd ze smluvnich stran neni odpovédnad za
nedodrzeni ustanoveni této smlouvy, pokud k nému doslo v
dasledku stavky, nepokojt, nepiatelskych utokd, valek, pozart,
teroristickych ¢inti, zasaht vyssi moci, imrti zkousejiciho nebo
z jakékoli jiné pfi¢iny mimo pfiméfenou kontrolu dotycné
smluvni strany.

18.7 Poskytovatel zdravotnich sluzeb ani zkousejici nesmi
tuto smlouvu postoupit na zadny tieti subjekt bez predchoziho
pisemného souhlasu CRO.

18.8 CRO smi postoupit tuto smlouvu svym sesterskym
spole¢nostem, pobockam nebo libovolné tieti strang.

18.9 Tato smlouva pfedstavuje Uplné a konecné ujednani
mezi smluvnimi stranami ve véci pfedmétu této smlouvy a
nahrazuje a ukoncuje vSechna predchozi a/nebo stavajici
pisemna i Gstni vyslovna ¢i domnéld ujednani mezi smluvnimi
stranami ve véci predmétu této smlouvy. Tuto smlouvu lze
meénit ¢i upravovat pouze formou pisemnych dodatkd,
podepsanych vSemi smluvnimi stranami.

18.10 Veskera ozndmeni a korespondence v souvislosti s
touto smlouvou budou povazovany za pravné zavaznym
zpisobem dorucené pfislusné smluvni strané, pokud budou
doruceny na nize uvedené adresy:

CRO:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Irsko

K rukam:

Cislo studie PAREXEL: 242435

Zkousejicimu:

Fakultni nemocnice Ostrava
Hematoonkologické klinika
17. listopadu 1790/5

708 52 Ostrava — Poruba
Ceska republika

k rukam: | GGG

Poskytovateli zdravotnich sluzeb:

Fakultni nemocnice Ostrava
Centrum klinickych studii
17. listopadu 1790/5

708 52 Ostrava — Poruba
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Czech Republic
Attn:
Tel.: +420

18.11  Any party may change its address or number for notice
by giving notice in accordance with Section 18.10 and 18.12.

18.12  Any delivery that is called for under this Agreement
shall be complete when made by personal delivery, fax, email,
registered post, certified post or courier, in each case with
confirmation of delivery/receipt.

18.13  The parties agree that this Agreement shall be governed
by the laws of Czech Republic, without regard to the conflicts of
law provisions thereof. In case a dispute is brought before a
court of law, the courts of Czech Republic with the respective
local and subject-matter jurisdiction will have sole jurisdiction
over the litigation.

18.14  This Agreement is executed in both English and Czech
language. In case of any incoherence, contradiction or
discrepancy between the English and the Czech version of this
Agreement, the terms of the Czech version will prevail.

SPONSOR and/or CRO hereby represent to notify the Institution
and Investigator in timely manner of any updates, amendments
or new approvals received to Study documentation.

18.15 This Agreement is executed in five (5) counterparts,
with one (1) counterpart for the Institution, one (1) for the
Investigator, one (1) for Sponsor and two (2) for the CRO. Each
counterpart shall be deemed to be an original, and all of such
counterparts shall together constitute one and the same
Agreement.

18.16  List of Appendices. The following Appendices shall be
an integral part of the Agreement:

1) Exhibit A — Enrolment and Payment Schedule
2) Letter of Indemnification
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Ceska republika
K rukam:
Tel.: +420

18.11 Kazda ze smluvnich stran muze zménit svou adresu
zaslanim pisemného upozornéni ostatnim smluvnim strandm v
souladu s ustanovenim ¢lanku 18.10 a 18.12.

18.12  Veskeré dorucovani v souvislosti s touto smlouvou je
povazovano za fadn¢ dokoncéené, pokud bylo uéinéno formou
osobniho doruceni, faxem, elektronickou postou, doporuc¢enou
postou s doruenkou nebo kuryrem a ovéfeno potvrzenim o
doruceni/ptevzeti.

18.13  Smluvni strany se dohodly, ze se tato smlouva fidi
pravnim fadem Ceské republiky, bez ohledu na konfliktni
ustanoveni jednotlivych zédkonil. V ptipad€, ze bude spor pfedan
soudu, jsou mistem soudni pfisluSnosti vyhradné¢ mistné
piislusné soudy v Ceské republice.

18.14 Tato smlouva je vyhotovena v anglickém a éeském
jazyce. V piipadé nesouladu, rozporu nebo nejednoznaénosti
mezi anglickym a ¢eskym znénim této smlouvy, je rozhodujici
ustanoveni v ¢eském jazyce.

ZADAVATEL, pfipadné CRO se zavazuji, Ze budou vcasné
informovat poskytovatele zdravotnich sluzeb a zkousejiciho o
nove schvalenych dokumentech ke klinickému hodnoceni.

18.15 Tato smlouva je vyhotovena v péti (5) stejnopisech,
pficemz jeden (1) stejnopis obdrzi poskytovatel zdravotnich
sluzeb, jeden (1) zkousejici, jeden (1) zadavatel a dva (2) CRO.
Kazdy z téchto stejnopist je povazovan za originalni dokument
a predstavuje tuto stejnou smlouvu.

18.16 Seznam priloh. Nasledujici pfilohy tvoii nedilnou
soucast smlouvy:

1) Piiloha A - Nabor subjekti a platebni kalendai
2) Prohlaseni o odskodnéni
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IN WITNESS WHEREOF, the parties hereto have set their NA DUKAZ CEHOZ smluvni strany této smlouvy vyjadtily

hands in quadruplicate with the intention that this is a binding
agreement as provided herein.

(1)

)

©)

PAREXEL International
(IRL) Limited:

(Signature of Authorized Official / podpis
opravnéné osoby)

svym podpisem na vSech CEtyfech stejnopisech svij souhlas se
znénim smlouvy dle zde uvedenych podminek.

(Typed or Printed Name / jméno — natisténé
nebo hilkovym pismem)

Fakultni nemocnice
Ostrava

Institution / poskytovatel
zdravotnich sluzeb:

(Signature of Authorized Official)

Date / datum

doc. MUDr. Petr Vavra, Ph.D., Deputy
Director for Science and Research / naméstek
teditele pro védu a vyzkum

Principal Investigator /
Hlavni zkouSejici:

Date / datum
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Date / datum
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