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Clinical Study Agreement with site No:

Smlouva o provedeni klinické studie

12003

s centrem €. 12003

This Clinical Study Agreement with site No:
12003 (“Agreement”), entered into as of day
the last signature ("Date of Final Signature”)
and effective as set out in Section 26 below, is
entered into by and among:

Tato Smlouva o provedeni klinické studie
s centrem ¢. 12003 (dale jen ,smlouva"“),
uzaviena ke dni posledniho podpisu (dale jen
»datum posledniho podpisu®) a vstupujici
v Ucinnost tak, jak je stanoveno v bodu 26 nize,
se uzavira mezi témito stranami:

Fakultni nemocnice Kralovské Vinohrady,
Srobarova 1150/50, 100 34 Praha 10, Czech
Republic, registration No:, 00064173, VAT No:
CZ00064173, executive director: Doc. MUDr.
Robert Grill, Ph.D., MHA, director, reference

Fakultni nemocnice Kralovské Vinohrady,
Srobarova 1150/50, 100 34 Praha 10, Ceska
republika, ICO: 00064173, DIC: CZ00064173,
zastoupena Doc. MUDr. Robertem Grillem,
Ph.D., MHA, reditelem, dCislo jednaci: KH

number KH 23/2018, cost center: 52133 | 23/2018, nakladové stredisko: 52133 (dale jen
(“Institution”), »Zdravotnické zarizeni"),
and A

MUDr. Petr Pavlicek, born on
with address

, ("Investigator"),

MUDr. Petr Pavlicek, na

(dale jen ,zkousejici 1ékar*)

and

A

Pharmaceutical Research Associates CZ,
s.r.0., located at Jankovcova 1569/2¢, 170 00
Praha 7, Czech Republic, company ID number:
27636852, TAX ID number: CZ27636852, the
limited liability company duly registered in the
Commercial Register of the Czech Republic
maintained by the Municipal Court in Prague,

Section C, Entry 120574, represented by
I outhorized

representative based on power of attorney
("CRO"),

Pharmaceutical Research Associates CZ,
s.r.o.,, se sidlem na adrese Jankovcova
1569/2c, 170 00 Praha 7, Ceska republika, IC:
27636852, DIC: CZ27636852, spoleCnost s
ruenim omezenym fadné zapsana v
Obchodnim rejstriku Ceské republiky vedeném
Méstskym soudem v Praze, oddil C, vloZka
120574, zastoupena

, povérenou zastupkyni na
zakladé pIné moci (dale jen ,CRO"),

for the purpose of conducting the clinical study
(the “Study”) described in the protocol entitled
“A Phase 2, Open-Label Study of Ixazomib+
Daratumumab+ Dexamethasone (IDd) in
Relapsed and/or Refractory Multiple Myeloma
(RRMM)",”, C16047 (the “Protocol”), on behalf
of Millennium Pharmaceuticals, Inc, a
wholly owned subsidiary of Takeda
Pharmaceutical Company Limited with an
address of 40 Landsdowne Street, Cambridge
Ma 02139. ("Sponsor”) to study the effects of

pro ucely provedeni klinické studie (dale jen
+Klinické hodnoceni*) popsané v protokolu s
nazvem ,Oteviend studie faze 2 hodnotici
kombinaci pfipravk{ ixazomib, daratumumab a
dexametazon (IDd) u pacientd s relabujicim
a/nebo refrakternim mnohocetnym myelomem

(RRMM)', C16047 (dale jen ,protokol®),
jménem spole¢nosti Millennium
Pharmaceuticals, Inc, pIné vlastnéné
spolecnosti Takeda Pharmaceutical

Company Limited se sidlem na adrese 40
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the Sponsor's drug Ixazomib (the Sponsor
Study Drug(s)”). With respect to the rights and
obligations of the Sponsor hereunder, CRO is
acting by virtue of a Delegation Letter.

Landsdowne Street, Cambridge Ma 02139.
(dale jen ,zadavatel"), za UCelem studia Ucinkd
léku zadavatele Ixazomib (didle jen
+hodnoceny(é) pripravek(y) Zadavatele).
Vzhledem k praviim a povinnostem zadavatele
vyplyvajicim z této smlouvy jedna CRO na
zakladé povérovaci listiny.

For good and valuable consideration, receipt of
which is hereby acknowledged, Institution,

Za radné a primérené protiplnéni, jehoz prijeti
se timto uznavd, se zdravotnické zafizeni,

reference and shall govern the conduct of the
Study. CRO, at the direction of Sponsor, shall
have the right to amend and/or supplement the
Protocol from time to time in accordance with
any/all legal regulations on written notice to
Investigator and/or Institution.

Investigator and CRO hereby agree as follows: | zkousSejici |ékaf a CRO timto dohodli
nasledovné:

1. The Study. 1. Klinické hodnoceni.

(@  The Protocol is hereby incorporated by | (a) Protokol je do tohoto dokumentu

zaclenén odkazem a bude rozhodujici pro
provadéni klinického hodnoceni. CRO, fizena
zadavatelem, bude mit pravo obcas upravovat
anebo dopliovat protokol v  souladu
s jakymikoli/vSemi  pravnimi  predpisy po
pisesmném oznameni zkouSejicimu  lékafi
a/nebo zdravotnickému zarizeni.

(b) Institution and Investigator shall be
responsible for the conduct of the Study at the
location identified on the signature page below
("Site”) by performing or causing to be
performed those clinical research activities and
tests described in the Protocol.

(b)  Zdravotnické zarizeni a zkousejici lékar
budou zodpovidat za provadéni klinického
hodnoceni na misté ur¢eném nize na strance
s podpisy (dale jen ,centrum"), a to tak, ze
provedou nebo zajisti provedeni Ukonl a testd
vramci klinického hodnoceni, které jsou
popsany v protokolu.

(c) The budget attached hereto as Exhibit
A and Exhibit A-1 (“Budget”) sets forth all of the
payments that CRO, on behalf of Sponsor, shall
pay Institution for the conduct of the Study. If
the Protocol is amended or CRO issues written
amendments and/or written instructions that
increase or decrease the cost or time of
performance of the Study, CRO and Institution
shall agree to amend the budget accordingly.

(c) Rozpocet pripojeny k tomuto
dokumentu jako Priloha A a Priloha A-1 (dale
jen ,rozpocet™) uvadi veskeré platby, které CRO
jménem zadavatele vyplati zdravotnickému
zarizeni za provedeni klinického hodnoceni.
Pokud dojde ke zménam protokolu formou
dodatkl nebo pokud CRO vyda pisemné
dodatky anebo pisemné pokyny, které zvysuji
nebo snizuji naklady nebo cas, které jsou
potfebné k provedeni klinického hodnoceni,
CRO a zdravotnické zarizeni se dohodnou na
odpovidajici Upravé rozpoctu.

(d) Institution and Investigator shall
comply with all of the terms and requirements
of this Agreement and the Protocol. Institution

(d)  Zdravotnické zarizeni a zkousejici lékar
budou dodrzovat vesSkeré podminky a
pozadavky této smlouvy a protokolu.
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ensure that contractors to comply with all of the
terms and requirements of this Agreement and
the Protocol. The Investigator shall ensure that
any study staff comply with all of the terms and
requirements of this Agreement and the
Protocol. Neither Institution nor Investigator
shall make any changes to the Protocol or
deviate therefrom without the prior written
consent of the CRO. If any term of this
Agreement regarding the medical or scientific
conduct of the Study is in conflict with any term
of the Protocol, the Protocol shall control. For
all other matters, this Agreement shall control.

Zdravotnické zafizeni zajisti, aby veskeré
podminky a pozadavky této smlouvy a
protokolu dodrzovali i jeho dodavatelé.
Zkousejici lékaF zajisti, aby veskeré podminky
a pozadavky této smlouvy a protokolu
dodrzovali ¢lenové tymu klinického hodnoceni.
Zdravotnické zafizeni ani zkousejici |ékar
nebudou provadét zadné zmeény v protokolu ani
se od néj nebudou odchylovat bez predchoziho
pisemného souhlasu CRO. Pokud se jakékoli
ustanoveni této smlouvy tykajici se Iékarské
nebo védecké stranky provadéni klinického
hodnoceni dostane do rozporu s libovolnym
ustanovenim  protokolu, rozhoduijici bude
protokol. Ve vSech ostatnich pripadech bude
rozhodujici tato smlouva.

(e) If Institution uses any premises or
facility other than the Site to perform all or any
portion of the Study or to provide services or
specified procedures as required by the
Protocol (each a “Facility”), then with respect
to each Facility, Institution:

()  Pokud zdravotnické zafizeni pouzije jiné
prostory nebo pracovisté, k provedeni celého
klinického hodnoceni nebo jakékoli jeho Casti
nebo k poskytnuti sluzeb nebo vykonani
specifikovanych Ukond vyzadovanych
protokolem (kazdé znich dale jen
Jpracovisté"), pak zdravotnické zafizeni
v souvislosti s kazdym pracovistém provede
nasleduijici akce:

consent from the Facility to participate in the
Study;

(i) Shall obtain prior written | (i) Predem ziska pisemny souhlas
approval from the Sponsor to use the Facility; | zadavatele s pouzitim pracovisté;
(ii) Shall obtain prior written | (ii) Pfedem ziska pisemny souhlas

pracovisté s ucasti v klinickém hodnoceni;

(iii) Shall remain fully responsible for
all work performed or services provided by or
at the Facility; and

iii) Nadale ponese plnou
zodpovédnost za vSechny provedené prace
nebo sluzby, poskytované pracovistém nebo
provadéné na pracovisti; a

(iv) Represents and certifies to
Sponsor and CRO that Institution will hold
Facility to terms at least as stringent as those
to which Institution is bound hereunder,
specifically with regard to the conduct of the
Study, including but not limited to, Sponsor s
Study Drug use, record retention,
confidentiality, data and publications

(iv) Prohlasuje a osvédcuje
zadavateli a CRO, Ze zdravotnické zafizeni
zavaze pracovisté k podminkam pringjmensim
tak prisnym, jakymi je vazano zdravotnické
zarizeni, konkrétné s ohledem na provadéni
klinického hodnoceni, mimo jiné vcetné pouziti
hodnoceného pripravku Zadavatele,
uchovavani zaznaml, d@vérnosti, zavazkl
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obligations, inventions, personal data, and
publicity.

ohledné dat a publikaci, vynalezd, osobnich
Udajt a publicity.

® Sponsor registers its studies on
www.clinicaltrials.gov in accordance with the
US. Food and Drug Administration
Amendments Act of 2007 (Public Law 110-85).

) Zadavatel registruje sva  klinicka
hodnoceni na strankach www.clinicaltrials.gov
v souladu s novelou amerického zakona o
Uradu pro kontrolu potravin a IéCiv z roku 2007
(Food and Drug Administration Amendments
Act of 2007) (ustanoveni verejného prava C.
110-85).

378/2007 Coll.,, on pharmaceuticals and on
amendments to some related acts, as amended
("Act on Pharmaceuticals”), Decree No
226/2008 Coll., on good clinical practice and
detailed conditions of clinical trials on medicinal
products, as amended (the “Decree”) and Act
No 372/2011 Coll., on health services and the
terms and conditions of the provision thereof
("Health Services Act”), and as defined in the
ICH Guidelines, as defined below, for the Study

2. General Obligations of Investigator. 2. Obecné zévazky zkousejiciho lékare.

(@) The Investigator shall be responsible | (a)  ZkousSejici Iékar bude odpovédny:

for:

(i) serving as the  Principal | (i) za vykonavani funkce hlavniho
Investigator as contemplated in Act No | zkouSejiciho tak, jak je urcena zakonem ¢.

378/2007 Sb., o léCivech a o zménach
nékterych souvisejicich zakonl (zdkon o
léCivech), ve znéni pozdéjsich predpisd (dale
jen ,zakon o léCivech"), vyhlaskou ¢. 226/2008
Sb., o spravné Kklinické praxi a blizSich
podminkach klinického hodnoceni IéCivych
pfipravkl, v platném znéni (dale jen
»vyhlaska“) a zakonem . 372/2011 Sb., o
zdravotnich sluzbach a podminkach jejich
poskytovani (dale jen ,zdkon o zdravotnich
sluzbach®), a tak, jak jsou definovany v nize
uréenych pokynech ICH pro klinické hodnoceni

(i) promptly submitting to CRO, a
curriculum vitae for Investigator and any sub-
investigator;

(ii) za  neprodlené  predlozeni
Zivotopisu zkousejiciho |ékare a jakéhokoli
spoluzkousejiciho CRO;

(iii) for the purposes of the U.S.
regulatory requirements, promptly signing and
submitting to CRO a Certificate of Financial
Disclosure, the form of which will be provided
by CRO, together with a similar signed
Certificate for any sub-investigator, and
promptly notifying CRO in writing if any
relevant changes occur in the information
included in such Certificate(s) during the Study
or during the twelve (12) month period
immediately following the completion of the
Study at the Site;

iii) pro Ucely regulacnich pozadavk{
v USA za neprodlené podepsani osvédceni
o zverejnéni financnich informaci (formular
tohoto osvédceni doda CRO), jeho predlozeni
CRO spolu s podobnym  podepsanym
osvédCenim  vSech  spoluzkousejicich a
neprodlené pisemné vyrozuméni CRO, dojde-li
béhem tohoto klinického hodnoceni nebo
béhem obdobi dvanacti (12) mésicl, které
budou bezprostfedné nasledovat po dokonceni
klinického hodnoceni v centru, k jakymkoli
relevantnim zménam informaci uvedenych
v tomto (téchto) osvédceni(ch);
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(iv) pursuant to U.S. regulatory
requirements promptly signing and submitting
to CRO, a statement of investigator, the form
of which will be provided by CRO (“Statement
of Investigator”);

(iv) v souladu s regulacnimi
pozadavky v USA za neprodlené podepsani
Prohlaseni zkousejiciho lékare (formulaF tohoto
prohlaseni doda CRO) a jeho predlozeni CRO
(dale jen ,Prohlaseni zkousejiciho lékare");

and CRO in the conduct of the Study, including,
without limitation, permitting visits of the
Institution, preparing and submitting case
report forms and all other reports required by
the Protocol and applicable laws on a timely
basis given by the Protocol and applicable laws
on a timely basis and providing access to Study

(v) personally  conducting or | (v) za osobni provadéni klinického
supervising the Study at the Site; hodnoceni v centru nebo za dohled nad nim;
(vi) fully cooperating with Sponsor | (vi) za plnou  spolupraci  se

zadavatelem a CRO pfi provadéni klinického
hodnoceni, mimo jiné vcetné povoleni navstév
zdravotnického zafizeni, v€asnou pfipravu a
odesilani formuldfl pro individudlni zaznam
subjektu hodnoceni a vSech dalSich zprav
vyzadovanych podle protokolu a platnych
zakonl v ¢asovém ramci daném protokolem a

stipulated by the Protocol and applicable laws
on recording and reporting of all Study-related
reports, including, without limitation, ensuring

Records (defined below); and prislusnymi  zakony a umoznéni pfistupu
k zaznamdm  z  klinického  hodnoceni
(definovanym nize); a

(vii) compliance with the procedures | (vii) za soulad S postupy

stanovenymi protokolem a prislusSnymi zakony
0 zaznamenavani a hlaseni vSech zprav
souvisejicich s klinickym hodnocenim, mimo

made without prior Sponsor or CRO approval in
writing.

the accuracy, completeness, legibility and | jiné vcéetné zajiSténi presnosti, Uplnosti,
timeliness of the reported data. Citelnosti a vCasnosti hlasenych udaja.
No changes to the documents above shall be | Bez  predchoziho  pisemného  souhlasu

zadavatele nebo CRO nesmi byt provadény
Zadné zmény vysSe zminénych dokumentd.

(b) The Investigator will fully cooperate with
the Sponsor and CRO with:

(b)  Zkousejici |ékar bude
spolupracovat se Zadavatelem a CRO:

plné

(v)  obtaining prior to commencing the
Study, the favorable opinion of the respective
Ethics Committee “EC") of the Protocol and any
amendments thereto;

(i) na ziskani priznivého posudku prislusné
etické komise (dale jen ,EK") k protokolu a
jakymkoli dodatkim knému jesté pred
zahajenim klinického hodnoceni;

(“Informed Consent”) signed by subjects
enrolling in the Study;

(vi)  obtaining the favorable opinion of the | (ii)  na ziskani pfiznivého posudku EK pro:
EC of:
(1) the form of informed consent| (1) formular informovaného souhlasu (dale

jen ,informovany souhlas"), ktery pacienti
podepisi pfi zarazeni do klinického hodnoceni;

(2)  the authorization signed by or on behalf
of such subject permitting the transfer of health

(2)  povoleni podepsané kazdym pacientem
nebo jeho jménem, které dovoluje prenos
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and other personal information pursuant to the
applicable laws, regulations and guidelines
("Subject Authorization”);

zdravotnich a jinych osobnich informaci
v souladu s platnymi zakony, predpisy a pokyny
(dale jen ,povoleni pacienta");

the content of any communication
soliciting subjects for the Study before
placement, including, but not limited to,
newspaper and radio advertisements, direct
mail pieces, Internet advertisements or
communications, and newsletters, which
communications must comply with applicable
laws, regulations and guidelines; and

®3)

(3) obsah jakéhokoli sdéleni ohledné
obstaravani pacientd klinického hodnoceni pred
umisténim, mimo jiné vcetné reklamy v
novinach a rozhlasu, primych postovnich
zasilek, internetové reklamy nebo sdéleni a
informacnich bulletinl, pficemz tento obsah
musi byt v souladu s pFisluSnymi zakony,
predpisy a pokyny; a

(4) any further documents related to the
Study and requested by applicable laws and/or
EC.

(4)  jakékoli dalSi dokumenty souvisejici
s klinickym hodnocenim a pozadované podle
prislusnych zakonl anebo ze strany EK.

(c) Institution and Investigator shall
comply with, Institution shall ensure that it’s
contractors and The Investigator shall ensure
that study site staff comply with:

(c) Zdravotnické zarizeni a zkousejici lékar
budou dodrzovat a zdravotnické zarizeni zajisti,
aby jeho dodavatelé dodrZovali a zkousejici
lékai zajisti, aby Clenové tymu klinického
hodnoceni dodrZovali:

(i) all requirements of the Protocol
and any amendments or supplements thereto
which are communicated in writing as
contemplated above;

(i) vSechny poZadavky protokolu a
veskeré jeho dodatky a doplnky, které budou
sdélovany pisemné, jak je uvedeno vyse;

(ii) all conditions specified in the
Statement of Investigator and/or EC opinion;

(ii) vSechny podminky uvedené v
Prohlaseni zkousejiciho Iékare anebo posudku
EK;

(iii) all  applicable laws and
regulations, including without limitation, the Act
on Pharmaceuticals and the Decree;

(iii) vSechny platné zakony a
predpisy, mimo jiné véetné zakona o |éCivech a
vyhlasky;

for Good Clinical Practice (“ICH Guidelines”);
and

(iv) Good Clinical Practice | (iv) pokyny pro spravnou klinickou
Guidelines; praxi;
(v) the ICH Harmonized Guideline | (v) pokyny Mezinarodni konference

pro harmonizaci spravné klinické praxe (dale
jen ,pokyny ICH"); a

(vi) all other relevant guidances
relating to medicines and clinical trials from
time to time in force.

(vi) vSechny  ostatni  relevantni
pokyny souvisejici s léCivy a klinickymi
hodnocenimi platnymi v daném okamzZiku.
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provided to Investigator by Sponsor or CRO,
including the potential risks and side effects of
the Sponsor’s Study drug(s) which are the
subject of the Study; and

Duvérné
()  Investigator acknowledges that he/she: | (c)  ZkousSejici IékaF potvrzuje, zZe:
(i) has read and understands all | (i) si preCetl vSechny informace v
information in the Investigator’s Brochure | souboru informaci pro zkousejiciho, ktery

zkousejicimu Iékari dodal zadavatel nebo CRO,
a rozumi jim, vcetné potencialnich rizik a
vedlejsich acinkd hodnoceného(ych)
pripravku({l) Zadavatele, které jsou predmétem
tohoto klinického hodnoceni; a

(i) consents to the disclosure by
CRO or Sponsor of certain financial information
concerning Investigator and/or any sub-
investigator to the U.S. Food and Drug
Administration ("FDA") and, if required, other
regulatory authorities.

(ii) souhlasi s tim, ze CRO nebo
zadavatel preda urcité financni informace
tykajici se zkousejiciho lékafe anebo jakéhokoli
spoluzkousejicho americkému Uradu pro
kontrolu potravin a lé¢iv (Food and Drug
Administration, dale jen ,FDA") a na vyzadani i
jinym regulac¢nim organtim.

Investigator shall attend and participate in an

investigator's meeting or other initiation
meeting, provided Sponsor or Sponsor’s
designee will reimburse Investigator for

reasonable and necessary travel and lodging
expenses incurred to attend such meeting(s).
The Investigator will submit the receipts for
such meeting(s) to Sponsor or Sponsor’s
designee within sixty (60) days of the date of
the meeting. Sponsor or Sponsor’s designee
shall make such reimbursements within thirty

3. Study Initiation and Subject Enrollment. | 3. Zahdjeni __ klinického hodnoceni a
zarazeni pacientl do hodnoceni.
(@) If Sponsor or CRO requests, | (a) Pokud sito zadavatel nebo CRO vyzada,

zkousejici l1ékar se dostavi a zUcastni se setkani
zkousejicich 1ékarl nebo jiného zahajovaciho
setkani, za predpokladu, Ze zadavatel nebo
zadavatelem  povérfena  osoba  uhradi
zkousejicimu |ékafi prfimérené a nezbytné
naklady na cestovani a ubytovani vzniklé v
dlsledku ucasti na takovém(ych) setkani(ch).
ZkousSejici  lékar Uctenky za ucast na
takovém(ych) setkani(ch) predlozi zadavateli
nebo zadavatelem povérené osobé do Sedesati
(60) dni od data setkani. Zadavatel nebo

acknowledge that Sponsor and CRO reserve the
right to limit entry or enrollment of subjects at
any time.

(30) days of receiving reasonable | zadavatelem povérend osoba provede tuto

documentation of such expenses. Uhradu do ftriceti (30) dni od obdrzeni
primérenych dokladd o téchto vydajich.

(b)  Institution and Investigator | (b)  Zdravotnické zafizeni a zkousejici lékar

potvrzuji, Ze si zadavatel a CRO vyhrazuji pravo
kdykoli omezit vstup nebo zafazovani pacientd.

(c) Neither Institution nor Investigator shall
permit the payment of any fees to another
physician for the referral of subjects.

(c)  Ani zdravotnické zafizeni, ani zkousejici
lékaF nedovoli vyplaceni jakychkoli poplatkd
jinému lékafi za doporuceni pacientd.
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(d) No subject may be enrolled in the Study
without the Investigator first obtaining:

(d)  Zadny pacient nesmi byt zafazen do
klinického hodnoceni, dokud zkousejici lékar
nejprve neziska:

) an approved Informed Consent
signed by or on behalf of each subject; and

(i) schvaleny informovany souhlas,
podepsany pacientem nebo jeho jménem; a

an

(i)

Authorization.

approved Subject

schvalené povoleni pacienta.

(if)

(e) Investigator shall exclude from the
Study any subject who is simultaneously
enrolled in any other clinical trial or study
unless Sponsor specially consents in writing to
such enrollment.

(e)  ZkousSejici |ékar vylouci z klinického
hodnoceni jakéhokoli pacienta, ktery je
souCasné zarazen do jakéhokoli jiného
klinického hodnoceni nebo studie, pokud
zadavatel neposkytne specidlni  pisemny
souhlas s takovym zarazenim.

4. Sponso’s Study
Drug(s)/Supplies/Biological Samples and Study

pripravek(y)
material/biologické

4, Hodnoceny(é)
Zadavatele/spottrebni

staff.

vzorky a studijni personal.

@) CRO or another duly authorized agent
of Sponsor, shall supply Institution or
Investigator, at Sponsor's expense, with the
Sponsor s Study Drug(s) described in the
Protocol. In addition, Sponsor will also supply
Institution with other drug(s)/medication
required to perform the Study]. All
drug(s)/medication provided for the Study will
be used solely in accordance with the Protocol
and may not be used for any other purposes.
Institution and Investigator shall comply with
all laws and regulations governing the storage,
disposition or destruction of the Sponsor’s
Study Drug(s) and any other
drug(s)/medication provided for the Study and
any instructions from CRO that are not
inconsistent with such laws and regulations.

(@)  CRO nebo jiny radné povéreny zastupce
zadavatele bude dodavat zdravotnickému
zarizeni nebo zkousejicimu Iékafi na naklady
zadavatele hodnoceny(é) pripravek(y)
Zadavatele popsany v protokolu. Dale také
bude zadavatel dodavat zdravotnickému
zarizeni 1éCivy pripravek(y)/IéCiva potrebny pro
provedeni klinického hodnoceni. VSechny IéCivé
pripravky/léciva dodané pro potreby klinického
hodnoceni se budou pouzivat v souladu
s protokolem a nesmi se pouzivat pro Zadné
jiné Ucely. Zdravotnické zafizeni a zkousejici
|ékaf budou dodrzovat vsechny zakony a
predpisy, kterymi se bude Fidit uchovavani,
vydavani nebo likvidace hodnoceného(ych)
léCivého(ych) pripravku(l) Zadavatele a
jakéhokoli jiného lécivého pripravku({)/Iéciva
dodaného pro potreby klinického hodnoceni a
veskeré pokyny CRO, které nejsou v rozporu
s témito zakony a predpisy.

(b) Sponsor also shall provide, at Sponsor’s
expense, “study supplies” for the collection of
blood, urine, and other biologics (e.g., vials,
needles, syringes, etc.) and the method for the
recording of Study data.

(b)  Zadavatel také na své naklady poskytne
~Spotrebni material pro klinické hodnoceni® pro
odbéry krve, mocli a jinych biologickych
materiald (napf. zkumavky, jehly, injek¢ni
strikacky atd.) a metodu pro zaznamenavani
dat v klinickém hodnoceni.
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(c)  “Biological Samples” means blood, fluid
and tissue samples collected from subjects
enrolled in the Study, including any tangible
materials derived from such samples. The
Institution and Investigator will collect, retain,
use and transfer Biological Samples only in
accordance with the Protocol and the applicable
Informed Consent. Institution and Investigator
will not collect or reserve additional quantities
of Biological Samples for use in research not
described in the applicable Protocol. Upon
completion or termination of the Study,
Institution and Investigator will deliver or
dispose of the Biological Samples according to
Sponsor's instructions and/or any relevant
provisions in the Protocol.

(c)  Pojem ,biologické vzorky" oznacuje
vzorky krve, tekutin a tkani, odebrané
subjektim zafazenym do tohoto klinického
hodnoceni, vcéetné jakychkoli hmotnych
materiald odvozenych od téchto vzorkd.
Zdravotnické zafizeni a zkousejici lékar budou
odebirat, uchovavat, pouzivat a prepravovat
biologické vzorky pouze v souladu
s protokolem a pfislusnym informovanym
souhlasem. Zdravotnické zafizeni ani zkousejici
|ékaf nebudou odebirat ani vyhrazovat
dodate¢na mnozstvi biologickych vzork( pro
pouziti ve vyzkumu, ktery neni popsan
v prislusném protokolu. Po dokonceni nebo
pred¢asném ukonceni klinického hodnoceni
zdravotnické zafizeni a zkousejici I€kar dodaji
nebo zlikviduji biologické vzorky podle pokynd

Institution appropriately qualified to act as the
delegated pharmacist (the “Delegated
Pharmacist”) to secure proper handling of the
Sponsor’s Study Drug and any related
medication used in the Study (including
placebo), in accordance with Protocol, Good
Pharmaceutical Practice and the Decree during
the period the Sponsor’s Study Drug is
maintained in the pharmacy. Procedures for
handling the Sponsor’s Study Drug will be
communicated by a CRO monitor to the
Delegated Pharmacist.

zadavatele anebo podle  relevantnich
ustanoveni v protokolu.

(d) (d)

The Investigator will authorize an employee of | ZkousSejici  lékaf  povéfi ~ zaméstnance

Zdravotnického zafizeni s prislusnou kvalifikaci,
aby plsobil jako povéreny lékarnik (dale jen
Jpovéreny lékarnik") a zajistii spravné
zachdzeni s  hodnocenym  pripravkem
Zadavatele a jakymikoli souvisejicimi lécCivy
pouzivanymi v klinickém hodnoceni (véetné
placeba), v souladu s protokolem, spravnou
farmaceutickou praxi a vyhlaskou, béhem doby,
kdy je hodnoceny pripravek Zadavatele
uchovavan v lékarné. Postupy pro zachazeni s
hodnocenym pripravkem Zadavatele sdéli
povérenému lékarnikovi monitor CRO.

(e)

(e)

The Investigator shall instruct suitably qualified
employee of the institution to act as authorized
radiologist (the “Delegated Radiologist”) and
ensure that radiodiagnostic examinations are
performed according to the protocol.

ZkouSejici  |ékaf  povéfi  zaméstnance
zdravotnického zafizeni s prislusnou kvalifikaci,
aby plsobil jako povéreny radiolog (dale jen
~povéreny radiolog") a zajistii provedeni
radiodiagnostickych vysetreni dle protokolu.

The Investigator shall instruct a suitably
qualified employee of Institution to act as
authorized pathologist (the “Delegated
Pathologist”) and ensure that pathology
services for the Study are performed according

ZkouSejici  lékar  povéfi ~ zaméstnance
zdravotnického zarizeni s prislusnou kvalifikaci,
aby pUsobil jako povéfeny patolog (dale jen
.povéreny patolog") a zajistii provedeni
patologického vysetreni dle protokolu. Odmeéna
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to the Protocol. The payment for the
pathologist will be included in the contract for
the Principal Investigator.

pro patologa bude zahrnuta ve smlouvé s
hlavnim zkousejicim.

collectively, all documentation and other
records (whether in written or electronic
format) related to the conduct of the Study,
including, without limitation, documentation
and records concerning:

5. Study Records. 5. Zaznamy z klinického hodnoceni.
(@  The term “Study Records” shall mean, | (a) Pojem JZaznamy  z klinického

hodnoceni" bude souhrnné znamenat veskerou
dokumentaci a jiné zadznamy (at’ uz v pisemné
¢i elektronické podobé), které souviseji s
provadénim klinického hodnoceni, mimo jiné
véetné dokumentace a zaznam(, které se
tykaij:

(including the relevant portions of other
pertinent records concerning such subjects);

Q) the Site; ) centra;
(i) the solicitation, screening, | (ii) naboru, screeningu, hodnoceni,
evaluation, enrollment and testing of subjects | zafazovani a testovani pacientd (vCetné

relevantnich Casti jinych pfislusnych zaznamd
tykajicich se téchto pacient();

the longer of:

(iii) the procedures, tests and other | (iii) postupl, vySetfeni a jinych

activities performed during the Study; and Ukonl  provadénych  béhem  klinického
hodnoceni; a

(iv) all financial records related to | (iv) vSech  finanCnich  zaznami

the conduct of the Study. souvisejicich s provadénim klinického
hodnoceni.

(b)  All Study Records must be retained for | (b)  VSechny  zdznamy z  klinického

hodnoceni musi byt uchovavany po delsi
z nasledujicich obdobi:

(i) two (2) years after the last
approval of a marketing application in an ICH
region and until there are no pending or
contemplated marketing applications in an ICH
region for the Sponsor “s Study Drug(s) for the
indication being investigated; or

(i) dva (2) roky po poslednim
schvaleni Zadosti o uvedeni pfipravku na trh v
oblasti podle ICH, a dokud nebudou v oblasti
podle ICH podany pro hodnoceny(é)
pripravek(y) Zadavatele ve zkoumané indikaci
Zadosti o registraci Cekajici na vyrizeni, ani
nebude jejich podani zamysleno; nebo

(i) two (2) years after the relevant
regulatory authorities are notified by Sponsor
or CRO of discontinuation of the development
of any of the Sponsor s Study Drug(s).

(i) dva (2) roky po oznameni
zadavatele nebo CRO prislusSnym regulacnim
organdm, Zze Kklinicky vyvoj kteréhokoli
hodnoceného(ych) pripravku({) Zadavatele byl
ukoncen.

In no event, including without limitation
expiration of the retention periods above, shall

V zadném pripad€, mimo jiné vcetné vyprseni
vySe zminénych Ihdt pro uchovavani, neznici
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either Institution or Investigator destroy any
Study Records without the prior written consent
of Sponsor.

zdravotnické zafizeni ani zkousejici l1ékar zadné
zdznamy z  klinického hodnoceni  bez
predchoziho pisemného souhlasu zadavatele.

6. Compensation. Sponsor, through CRO,
shall provide financial support for the Study in
accordance with this Section and the provisions
set forth in the Budget.

6. Odména. Zadavatel prostrednictvim
CRO poskytne finan¢ni podporu pro klinické
hodnoceni v souladu s timto bodem a
ustanovenimi uvedenymi v rozpoctu.

(@ The Budget indicates the maximum
amount that will be paid for the conduct of the
Study. The estimated value of financial
payment under this Agreement shall be
approximately CZK 385 692. Unless the parties
otherwise consent in writing, all compensation
and payments according to this Agreement
shall be made directly to Institution.

(@) RozpoCet stanovi maximalni castku,
ktera bude vyplacena za provadéni klinického
hodnoceni. Odhadovana hodnota financni
Uhrady podle této smlouvy bude priblizné 385
692 K. Pokud se strany pisemné nedohodnou
jinak, vSechny odmény a platby, dle této
smlouvy, budou poukazany primo
zdravotnickému zarizeni.

(b) When data is reviewed during a
scheduled visit of the Institution by CRO,
Investigator shall have all reasonably available
data obtained through the preceding day
complete and ready for evaluation. CRO
reserves the right to withhold payment for data
not received by CRO within ten (10) business
days after the Site visit, except in circumstances
where data is delayed or not received through
no fault of Institution or Investigator, or in
situations beyond the Institution and
Investigator’s control.

(b)  KdyZ bude CRO v pribéhu planované
navstévy zdravotnického zafizeni kontrolovat
data, zkousejici Iékar bude mit k dispozici
veskera rozumné dostupna data, ziskana v
pribéhu predchoziho dne, ktera budou Uplna a
pripravend k vyhodnoceni. CRO si vyhrazuje
pravo zadrzet platbu za data, ktera CRO
neobdrzi do deseti (10) pracovnich dni po
navstévé centra, s vyjimkou pripadd, kdy dojde
ke zpozdéni predani nebo nepredani dat bez
zavinéni  zdravotnického  zafizeni  nebo
zkousejiciho Iékare nebo situaci mimo kontrolu
zdravotnického zarizeni a zkousSejiciho lékare.

(c) No deductions for taxes of any kind shall
be made from any payments paid hereunder.
Payment of all applicable taxes shall be the sole
responsibility of the payee hereunder.

(c) Z plateb vyplacenych podle této
smlouvy nebudou strhavany Zadné dané.
Platba veSkerych prislusnych dani bude
vyhradni odpovédnosti prijemce platby podle
této smlouvy.

(d) Institution acknowledges and agrees
that the Sponsor or CRO will conclude with the
Investigator a separate contract that will deal
with the financial compensation of the
Investigator, Study Staff including the
Delegated Pathologist for their conduct of the
Study. The financial compensation for the
authorized radiologist and pharmacist will be
included in their separate contract.

(d)  Zdravotnické zafizeni bere na védomi a
souhlasi, ze zadavatel a CRO uzavie se
zkouSejicim lékarem samostatnou smlouvu,
ktera bude resit financni odménu zkousejiciho
lékare, tymu klinického hodnoceni, vcetné
poveéreného  patologa. Odména pro
povéreného radiologa a Iékarnika bude
zahrnuta v jejich separatni smlouve.
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(e) Institution and Investigator each hereby
acknowledge that any compensation paid by
Sponsor or CRO to Institution according to this
Agreement:

(e)  Zdravotnické zafizeni a zkousejici lékar
timto potvrzuji, ze jakakoli odména vyplacena
zadavatelem nebo CRO zdravotnickému
zarizeni dle této smlouvy:

explicit or implicit agreement by Institution or
Investigator to recommend or provide
favorable status for any of Sponsor’s products
or to influence Institution’s or Investigator’s
formulary, prescribing or dispensing decisions;
and

0 constitutes fair market value for | (i) predstavuje spravedlivou trzni

services performed hereunder; hodnotu sluzeb provadénych podle této
smlouvy;

(i) is not given in exchange for any | (ii) neni vyplacena na oplatku za

jakoukoli pfimou ¢i nepfimou dohodu ze strany
zdravotnického zafizeni nebo zkousejiciho
lékafe o doporucovani nebo poskytovani
souhlasného stanoviska k jakymkoli pfipravk@im
zadavatele nebo o ovliviovani seznamu
predepisovanych  pripravkl, predepisovani
nebo vydavani 1ékli ze strany zdravotnického
zarizeni nebo zkousejiciho Iékare; a

(iii) does not take into account the
volume or value of any referrals generated by
Institution or Investigator.

(iii) nezohledriuje  objem  nebo
hodnotu doporuceni vytvorenych
zdravotnickym zafizenim nebo zkouSejicim
|ékarem.

) For all services required under the
Protocol for which Sponsor has agreed to
provide compensation, Sponsor, through CRO,
will be the sole source of compensation. No part
of the Study shall be conducted with funding
from any third parties, including without
limitation, any government or government
agency funding, without the prior written
consent of Sponsor with the exception of third
party payors. Neither Institution nor
Investigator will seek reimbursement from any
government healthcare program or third party
payor for amounts paid by or on behalf of
Sponsor, or for any materials that were
provided by or on behalf of Sponsor at no cost
to Institution or Investigator (such as the
Sponsor ‘s Study Drug).

) U vSech sluzeb  vyzadovanych
protokolem, u nichZz zadavatel souhlasil s
poskytnutim finan¢ni odmény, bude zadavatel
prostfednictvim CRO vyhradnim zdrojem této
odmény. Zadna cast klinického hodnoceni
nebude financovana z prostiedkl jakékoli treti
strany, a to mimo jiné vcetné financnich
prostredkd od vlady nebo viladniho Uradu, bez
predchoziho pisemného souhlasu zadavatele, s
vyjimkou tretich stran, které jsou platci.
Zdravotnické zafizeni ani zkouSejici |ékar
nebudou usilovat o finan¢ni nahradu ze statnich
zdravotnickych programd nebo od platc
tretich stran za Castky vyplacené zadavatelem
nebo jeho jménem ani za materidl, ktery
zdravotnické zafizeni nebo zkousejici |ékar
ziskali od zadavatele nebo jeho jménem bez

procedures must have been performed in full
compliance with the Protocol and this
Agreement, and the data submitted must be

Uplaty (napriklad hodnoceny  pripravek
Zadavatele).
(90  To be eligible for payment, all Protocol | (g)  Podminkou zp(sobilosti k platbé je, ze

musi byt provedeny vsSechny postupy podle
protokolu zcela v souladu s protokolem a touto
smlouvou a Ze poskytnutd data musi byt Uplna
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complete and correct. For data to be complete
and correct, each subject must have signed an
EC-approved Informed Consent, a Subject
Authorization, if separate from the Informed
Consent, and all procedures designated in the
Protocol must have been carried out on a “best
efforts” basis, with all omissions satisfactorily
explained.

a spravna. Aby byla data Uplna a spravna, musi
mit kazdy pacient podepsany dokument
informovaného souhlasu schvaleny etickou
komisi (EK), povoleni pacienta, pokud je tento
dokument samostatny a neni soucasti
informovaného souhlasu, a vsSechny uUkony
uvedené v protokolu musi byt provedeny ,s
maximalnim Gsilim® a vSechna vynechani
jakychkoli Ukonl musi byt uspokojivé
vysvétlena.

(h)  Institution and Investigator understand
that CRO will report the compensation paid
under this Agreement to Sponsor, and Sponsor
will report such payments to the extent
Sponsor, in its sole opinion, believes that it is
required to do so by applicable laws,
regulations or industry practice codes.

(h)  Zdravotnické zafizeni a zkousejici |ékar
jsou srozumeéni s tim, ze CRO nahlasi zadavateli
odmény vyplacené podle této smlouvy, a
zadavatel bude tyto platby hlasit v rozsahu,
vnémz se podle svého vyhradniho nazoru
domniva, ze je ktomu povinen podle
prislusnych zakonl, predpisG nebo kodexd
oborové praxe.

7. Inspections and Audits.

7. Inspekce a audity.

(€)) Sponsor and CRO (and any duly
authorized agents of either of them) shall have
the right, upon reasonable notice and at
mutually agreeable times, to inspect the Site
and Study Records of Investigator, Institution,
any sub-investigator and any employee, agent
or contractor of any of them.

(a) Zadavatel a CRO (a vSichni radné
povéreni zastupci kteréhokoli z nich) budou mit
pravo po dostatetné predem oznameném
upozornéni a ve vzajemné ujednanych
terminech provést kontrolu centra a zaznamd z
klinického hodnoceni u zkousejiciho 1ékare,
zdravotnického zarizeni, jakéhokoli
spoluzkousejiciho a veskerych zaméstnancd,
zastupci ¢i dodavatell kteréhokoli z nich.

(b) Government  agencies or  other
appropriate regulatory authorities (whether
local or foreign), including but not limited to the
State Institute for Drug Control (“SUKL"), as
well as the EC, shall have the right to inspect,
at any time, the Site and Study Records of
Investigator, Institution, any sub-investigator
and any employee, agent or contractor of any
of them. Institution and/or Investigator shall
promptly (in advance, when practicable) notify
Sponsor of any audit or inspection by a
regulatory authority or EC related to the Study,

(b)  VIddni drfady nebo jiné prislusné
regulacni organy (at' uz mistni ¢ zahranicni),
mimo jiné vCetné Statniho Ustavu pro kontrolu
léciv (dale jen ,SUKL") a EK, budou mit pravo
kdykoli provést kontrolu centra a zaznami z
klinického hodnoceni u zkousejiciho 1ékare,
zdravotnického zarizeni, jakéhokoli
spoluzkousejiciho a u veskerych zaméstnancd,
zastupcl ¢i dodavateld kteréhokoli z nich.
Zdravotnické zafizeni anebo zkousejici |ékar
budou neprodlené (predem, pokud to bude
mozné) informovat zadavatele o jakémkoli
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and when practicable, will permit Sponsor or its
designee to be present at such audit or
inspection. Upon CRO's or Sponsor’s request,
Institution and Investigator shall provide CRO
and/or Sponsor copies of any information
directly related to the Study requested by,
provided to or received by any local and/or
foreign regulatory agency.

auditu nebo kontrole ze strany regulacniho
organu nebo EK souvisejici s klinickym
hodnocenim, a pokud to bude mozné, umozni
zadavateli nebo jim povérené osobé zUcastnit
se takového auditu ¢i kontroly. Na Zadost CRO
nebo zadavatele preda zdravotnické zafizeni a
zkousejici lékaf CRO anebo zadavateli kopie
veskerych informaci pfimo souvisejicich s
klinickym hodnocenim, které vyzZaduje jakykoli
mistni anebo zahranini regulacni Urad,
pripadné které takovému organu byly
poskytnuty nebo od néj pfijaty.

(c) Information obtained from inspections
by or on behalf of Sponsor may be shared
among Sponsor and CRO and their respective
affiliates, business partners and
representatives.

(c)  Informace ziskané z kontrol ze strany
zadavatele nebo jeho jménem mohou byt
sdileny mezi zadavatelem a CRO a jejich
prislusnymi pridruzenymi subjekty, obchodnimi
partnery a zastupci.

(d) If any such inspection discloses any
non-compliance with this Agreement, Sponsor
and/or CRO is entitled to secure compliance or
discontinue shipments of the Sponsor s Study
Drug(s) and any other drug(s)/medication
provided for the Study and terminate
Institution’s and Investigator’s participation in
the Study.

(d)  Pokud takova kontrola zjisti jakékoli
nedodrzeni této smlouvy, zadavatel anebo CRO
jsou opravnéni zajistit jeji dodrzovani nebo
ukoncit dodavani hodnoceného(ych)
pripravku(ll) Zadavatele a jakéhokoli jiného
pripravku(ti)/IéCiva poskytovaného pro Ucely
tohoto klinického hodnoceni a ukoncit Ucast
zdravotnického zafizeni a zkousejiciho lékare na
tomto klinickém hodnoceni.

8. Debarment Certification. Institution and
Investigator hereby certify that neither of them,
nor any of their employees, agents, sub-
investigators, contractors, or any other person
or entity used in any capacity in connection with
the Study (a) has been debarred or otherwise
excluded or disqualified, or, to the best of its or
their knowledge, is under consideration for
debarment, exclusion, or disqualification, under
Article 306 of the Federal Food, Drug, and
Cosmetic Act, 21 U.S.C. § 335(a), or any
comparable law or regulation applicable outside
the United States, (b) is otherwise disqualified
or suspended from performing a clinical
research study, (c) is excluded, debarred,

8. OsvédcCeni o nevydani zakazu Cinnosti.
Zdravotnické zarizeni a zkousejici Iékar timto
potvrzuji, Ze ani oni, ani Zadny zjejich
zaméstnancl, zastupcl, spoluzkousejicich,
dodavatell, ani jakakoli jind osoba ¢i subjekt,
ktefi jsou v jakémkoli rozsahu a souvislosti
zapojeni do klinického hodnoceni (a) nemaji
zakazanou ¢innost ani nejsou jinym zptisobem
vylouceni ¢i nezplsobili a ani (podle svého
nejlepsiho védomi) se u nich nezvazuje zakaz
c¢innosti, vylouceni ¢i nezplsobilost v souladu s
¢lankem 306 federalniho zakona o potravinach,
lécich a kosmetice, ustanoveni 21 C. F. R. §
335(a) nebo jiného srovnatelného zakona Ci
predpisu platného mimo Uzemi Spojenych
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procurement or hon-procurement programs (as
that term is defined in 42 U.S.C. 1320a-7b(f)),
or from similar programs in countries outside
the United States, (d) has been convicted of a
criminal offense related to the provision of
healthcare items or services, or () is otherwise
subject to any restrictions or sanctions by the
FDA or any other government agency or
relevant health authority. If Institution and
Investigator receives notice of or otherwise
becomes aware of any such actual or proposed
debarment,  disqualification,  suspension,
exclusion, conviction, restriction, or sanction or
any investigation that could lead to such an
action against any person participating in the
conduct of the Study, Institution and
Investigator shall notify CRO in writing within
two (2) business days.

DUvérné
suspended, or rendered otherwise ineligible to | statd, (b) nejsou  jinym  zplsobem
participate in healthcare programs or in | nezplsobilymi k  provadéni  klinického

hodnoceni a jejich cinnost neni pozastavena,
(c) nejsou vylouceni, nemaji zakaz cinnosti,
nebyla jim pozastavena cinnost nebo nejsou
jinym zplisobem ucinéni nezplsobilymi k Gcasti
ve zdravotnickych programech nebo na
federdlnich ndkupech ¢ jinych zakazkach
(podle definice tohoto pojmu v ustanoveni
1320a-7b(f) 42 C. F. R.) nebo jinych
programech v zemich mimo Uzemi Spojenych
statl, (d) nebyli usvédceni z kriminalniho ¢inu
v souvislosti s nakupem zdravotnickych
prostredkd nebo zajisténim zdravotnich sluzeb,
pfipadné (e) nebyli jinym zpdsobem omezeni Ci
postihovani ze strany amerického Ufadu pro
kontrolu potravin a Ié¢iv (FDA) nebo jiného
vladniho Uradu ¢i prislusného zdravotniho
Uradu. Pokud zdravotnické zafizeni a zkousSejici
lékaF obdrzi oznameni ¢i se jinym zplisobem
dozvédi o jakémkoli takovém existujicim di
navrhovaném zakazu cinnosti, nezplsobilosti,
pozastaveni cinnosti, vylouceni, usvédceni,
omezeni Ci postihu nebo jakémkoli Setfeni,
které by mohlo vést k takovému opatreni vici
jakékoli osobé podilejici se na provadéni
klinického hodnoceni, zdravotnické zafizeni a
zkousSejici lékar upozorni CRO pisemné do dvou
(2) pracovnich dni.

9. Data  Integrity. Institution and
Investigator certify that any data supplied to
CRO or Sponsor will be accurate. Institution and

Investigator  further  acknowledge that
fabrication, falsification or alteration by
Institution, Investigator or any of their

respective employees, agents, or contractors of
any subject data or other information provided
by Institution or Investigator pursuant to this
Agreement may result in criminal and/or
administrative actions against Institution and
Investigator. Such a conviction could also lead
to debarment proceedings. Institution and

9. Celistvost dat. Zdravotnické zarizeni a
zkousSejici |ékar potvrzuiji, ze veSkera data, ktera
predaji CRO nebo zadavateli, budou presna.
Zdravotnické zarizeni a zkousejici lékar dale
berou na védomi, Ze falSovani, padélani nebo
pozménovani ze strany zdravotnického zafizeni,
zkouSejiciho lékare nebo kteréhokoli z jejich
jednotlivych  zaméstnancl,  zastupcl i
dodavatell jakychkoli udajli o pacientovi nebo
jinych informaci, které zdravotnické zafizeni
nebo zkousejici |ékar poskytuje v souladu s
touto smlouvou, mize vést k Fizeni pro
poruseni zakona anebo k administrativnim
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Investigator will immediately notify Sponsor
and CRO if such criminal or administrative
actions are brought against them.

krokdm v0c¢i  zdravotnickému  zafizeni a
zkousejicimu Iékafi. Usvédceni mlze dale vést
k zahdjeni fizeni o zdkazu dcinnosti.
Zdravotnické zafizeni a zkousejici lékar budou
neprodlené informovat zadavatele a CRO,
pokud proti nim bude zahdjeno fizeni pro
poruseni zakona nebo administrativni kroky.

10. Confidentiality and Non-Use.

10. Diveérnost a zavazek nepouzivani.

(@  All information provided to Institution
and Investigator by CRO, Sponsor, or any
representative of either of them (including,
without limitation, the terms of this Agreement,
the Protocol, Investigator's Brochure, any
technical information, procedure, method,
compound or formulation) (excluding patient
records) and the Sponsor s Study Drug shall be
deemed the sole property and confidential
information of Sponsor or its designee
(“Confidential Information”). During the term of
this Agreement and for a period of ten (10)
years after completion of the Study at all sites,
Institution and Investigator shall not disclose to
any third party or use such information for any
purpose other than the conduct of the Study.

(@)  VSechny informace, které zdravotnické
zafizeni a zkousSejici |ékar ziskaji od CRO,
zadavatele  nebo  jakéhokoli  zastupce
kteréhokoli z nich (mimo jiné vCetné podminek
této smlouvy, protokolu, brozury pro
zkousejiciho, jakychkoli technickych informaci,
postupli, metod, latek nebo slozeni) (s
vyjimkou zdznam{ pacientl), a hodnoceny
pripravek Zadavatele budou povazovany za
vyhradni vlastnictvi a d@vérné informace
zadavatele nebo jim povérené osoby (dale jen
,divérné informace"). Béhem trvani této
smlouvy a v obdobi deseti (10) let po ukonceni
klinického hodnoceni na vSech pracovistich
neprozradi zdravotnické zarfizeni a zkousejici
lékar tyto informace Zadné treti strané ani je
nepouziji k jinému Ucelu, nez je provadéni
tohoto klinického hodnoceni.

or Investigator, written permission to use or
disclose;

(b)  The confidentiality obligations of this | (b) Zavazek dOvérnosti v tomto bodu se

Section shall not apply to information that: nevztahuje na informace v nasleduijicich
pripadech:

(i) Sponsor or CRO gives Institution | (i) zadavatel nebo CRO poskytnou

zdravotnickému zafizeni nebo zkousejicimu
lékafi pisemny souhlas s pouzitim nebo
poskytnutim informaci;

(i) is required by law or regulation
to be disclosed to the EC, the subject, the SUKL
or other regulatory agencies;

(i) poskytnuti informaci EK,
pacientovi, Statnimu Uradu pro kontrolu léCiv
(SUKL) nebo jinym regulacnim organiim
vyzaduje zakon nebo predpis;
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(iii) is or becomes public knowledge
through no act or omission of Institution or
Investigator;

(iii) informace jsou verejné znamé
nebo se stanou verejné znamymi, ne vsak v
dlsledku konani ¢i nekonani zdravotnického
zarizeni nebo zkousejiciho |ékare;

(iv) was in the possession of
Institution and/or Investigator, as evidenced by
written records prior to receipt or disclosure by
Sponsor or CRO;

(iv) informace byly ve vlastnictvi
zdravotnického zafizeni anebo zkousejiciho
lékafe, coz je mozné dokazat pisemnymi
zaznamy pred prijetim nebo predanim ze strany
zadavatele nebo CRO;

(V) was disclosed to Institution or
Investigator by a third party who was not
bound by any confidentiality restriction and did
not so bind Institution or Investigator; or

(v) informace ziskalo zdravotnické
zarizeni nebo zkousejici 1ékar od treti strany,
ktera nebyla vazana zadnym zavazkem
dlvérnosti a ani k ni nezavazala zdravotnické
zarizeni nebo zkousejiciho Iékare; nebo

(vi) was independently developed by
employees of Institution or Investigator who
had no access to, or knowledge of Confidential
Information.

(vi) informace nezavisle vyvinuli
zaméstnanci zdravotnického zarizeni nebo
zkousejici  |ékaf, ktefi neméli pristup k

dlvérnym informacim ani je neznali.

(c) To the extent any use or disclosure of
the foregoing information is desired,
Investigator and/or Institution shall promptly
notify Sponsor or CRO in writing and shall not
use or disclose any Confidential Information
until Sponsor or CRO gives written consent.

()  V rozsahu, ve kterém je pouziti nebo
zpristupnéni  vySe  uvedenych informaci
pozadovano, bude zkouSejici Iékaf anebo

zdravotnické zafizeni neprodlené pisemné
informovat zadavatele nebo CRO, priemz
nepouzije ani nezpfistupni zadné dGvérné
informace, dokud neziska pisemny souhlas
zadavatele nebo CRO.

(d)  Nothing in this Agreement shall be
construed to restrict Investigator and/or
Institution from disclosing the Confidential
Information as required by law or court order
or other governmental order or request,
provided in each case Investigator and/or
Institution shall timely inform CRO and Sponsor
and Investigator and/or Institution shall use all
reasonable efforts to limit the disclosure and
maintain the confidentiality of such Confidential
Information to the extent reasonably possible.

(d)  Nic v této smlouvé nebude vykladano
jako omezeni zkousejiciho Iékare anebo
zdravotnického zafizeni pfi zpristupfiovani
dlvérnych informaci, které jsou vyZadovany
zakonem nebo na zakladé soudniho prikazu ci
jiného vladniho prikazu nebo Zadosti, pokud v
kazdém takovém pripadé zkousejici Iékar anebo
zdravotnické zarizeni budou vcas informovat
CRO a zadavatele a zkousejici Iékar anebo
zdravotnické zafizeni vynalozi veskeré rozumné
mozné Usili, aby pfimérené omezili rozsah
zpristupnénych (dajli a zachovali dlvérnost
téchto dlvérnych informaci.

(e) Investigator and Institution shall be
responsible for ensuring that their respective
employees, agents, and contractors are

(e)  Zkousejici Iékar a zdravotnické zarizeni
budou odpovidat za to, ze jejich jednotlivi
zaméstnanci, zastupci a dodavatelé budou
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obligated to these same terms of confidentiality
and non-use.

vazani stejnymi ustanovenimi o dvérnosti a
nepouzivani informaci.

) The terms of confidentiality and non-
use set forth herein shall supersede any prior
terms of confidentiality and non-use agreed to
by the parties in connection with the Study,
provided however the Investigator
authorization provided in the confidentiality
agreement shall continue in full force and
effect.

10} Ustanoveni o ddvérnosti a nepouzivani
informaci, ktera jsou uvedena v tomto clanku,
budou mit prednost pred jakymikoli dfivéjSimi
ustanovenimi o ddvérnosti a nepouzivani
informaci, na nichz se strany v souvislosti s
klinickym hodnocenim dohodly, nicméné za
predpokladu, Zze opravnéni zkousejiciho Iékare
poskytnuté v dohodé o dlvérnosti zlstane
v plném rozsahu v platnosti a ucinnosti.

11. A. Data and Publications.

11.  A. Udaje a publikace.

€)) If the Study is being conducted as part
of a multi-center clinical trial, the first
publication of the results of the Study shall be
in the form of a multi-center publication
authored by investigators in this Study.
However, if a multi-center publication is not
submitted within eighteen (18) months
following completion or termination of the
Study at all sites, Institution and Investigator
may publish Institution’s Study results in
accordance with this Section.

(a)  Pokud je provadéné klinické hodnoceni
soucasti multicentrického klinického hodnoceni,
prvni publikace vysledk( klinického hodnoceni
bude mit formu multicentrické publikace,
jejimiz autory budou zkousejici Iékafi v tomto
klinickém hodnoceni. Pokud vSak multicentricka
publikace nebude predloZzena béhem osmnacti
(18) mésicd od dokonceni nebo ukonceni
klinického hodnoceni ve vSech centrech,
zdravotnické zarizeni a zkousejici I€kaf smi
publikovat vysledky zdravotnického zarizeni
v klinickém hodnoceni v souladu s touto ¢asti.

(b) Investigator and Institution will provide
Sponsor with a copy of any proposed
publication or presentation for review and
comment at least forty-five (45) days prior to
such  presentation or submission for
publication. At the expiration of such forty (45)
day period, Investigator and Institution may
proceed with the presentation or submission for
publication unless Sponsor has notified
Investigator and Institution in writing that such
proposed publication and/or presentation
discloses Confidential Information. Investigator
and Institution hereby agree to make any
changes or deletions prior to publication
necessary to prevent disclosure of Confidential
Information. Further, upon the request of
Sponsor, Investigator and Institution will delay
publication or presentation an additional ninety
(90) days to permit Sponsor to take necessary

(b)  Zkousejici lékar a zdravotnické zarizeni
poskytnou zadavateli ke kontrole a
okomentovani  kopii jakékoli navrhované
publikace nebo prezentace nejméné Ctyricet
pét (45) dni pred takovou prezentaci nebo
odeslanim k publikaci. Po uplynuti tohoto
Ctyficetipétidenniho  (45) obdobi mulze
zkousejici |ékaf a zdravotnické zafizeni
pokratovat s prezentaci nebo odeslanim k
publikaci, pokud zadavatel zkousejicimu Iékafri
a zdravotnickému zarizeni pisemné nesdélil, ze
tato navrzena publikace anebo prezentace
prozrazuje ddvérné informace. Zkousejici Iékar
a zdravotnické zafizeni timto souhlasi, ze pred
zverejnénim provedou veskeré nezbytné zmény
nebo odstranéni Udajd, aby zabranil prozrazeni
d@vérnych informaci. Dale na Zadost zadavatele
zkousejici 1ékar a zdravotnické zarizeni odlozi
publikaci nebo prezentaci o dalSich devadesat
(90) dni, aby umoznili zadavateli provést
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actions to protect its intellectual
interests.

property

nezbytnd opatfeni na ochranu jeho zajmd
v oblasti dusevniho vlastnictvi.

(c) Institution and Investigator will keep
the proposed publication confidential during
the review periods described herein and will
give due consideration to all comments
provided by Sponsor.

(c)  Béhem obdobi kontroly popsanych v
tomto dokumentu uchovaji zdravotnické
zarizeni a zkousejici I1ékar navrhované publikace
v tajnosti a nalezité zvazi vSechny pripominky
zadavatele.

(d) Sponsor shall have the unrestricted
right to use, including the right to publish, any
data and information from the Study without
the consent of Investigator or Institution,
subject to any applicable laws and regulations,
it being understood that subject confidentiality
will be maintained. Institution and Investigator
will not use data generated during the Study or
results of the Study for any purpose other than
care of a subject or for internal research
purposes. Internal research purposes means
internal, non-commercial research activities
that are not funded by a third party (other than
a government agency).

(d)  Zadavatel bude mit neomezené pravo
pouzivat, v€etné prava na publikovani, jakékoli
Udaje a informace z klinického hodnoceni, a to
bez souhlasu zkousSejiciho Iékafre nebo
zdravotnického zafizeni, v souladu se vSemi
platnymi zakony a predpisy, pfiéemz se rozumi,
Ze bude zachovana dOvérnost informaci o
pacientech. Zdravotnické zafizeni a zkousSejici
|ékaF nepouziji data ziskana béhem klinického
hodnoceni ani vysledky klinického hodnoceni
k Zadnému jinému Ucelu nez k péci o pacienta
nebo pro interni vyzkumné ucely. Internimi
vyzkumnymi Ucely se mysli interni nekomercni
vyzkumné aktivity, které nejsou financovany
treti stranou (jinou neZ vladnim uUradem).

(e) Investigator and Institution, without
any additional compensation, will assist
Sponsor in obtaining reprints of any

Investigator publication(s) resulting from the
Study.

(e)  Zkousejici Iékar a zdravotnické zarizeni
budou bez jakékoli dodate¢né Uhrady pomahat
zadavateli pfi ziskani vytisk veSkerych
publikaci zkousejiciho I€kare vzniklych z tohoto
klinického hodnoceni.

B. Data Protection.

B. Ochrana udaijd.

Prior to and during the Study, CRO and/or
Sponsor will request, collect and retain personal
information of Investigator and other Study
staff ("Data Subjects”), which may include their
name, contact details and other personally

identifiable information, such as work
experience and professional qualifications,
publications, resumes, and educational
background. In addition, this personal

information may be transferred to to countries
throughout the world (e.g., the United
Kingdom, United States and Japan), including
the following parties: (i) CRO’s affiliates; (ii) the
Sponsor, its affiliates and licensing partners;
(iii) business partners assisting the Sponsor, its

Pred zahajenim klinického hodnoceni a v jeho
prdbéhu budou CRO anebo zadavatel
pozadovat, shromazd'ovat a uchovavat osobni
Udaje zkousejiciho Iékare a dalSich clenl tymu
klinického hodnoceni (dale jen ,subjekty se
zpracovatelnymi (daji*), kam mohou patfit
jejich jméno, kontaktni Udaje a jiné osobné
identifikovatelné  Udaje, napf. pracovni
zkuSenosti a odborné kvalifikace, publikace,
Zivotopisy a Udaje o vzdélani. Dale je mozné
prevadét tyto osobni Udaje do zemi po celém
svété (napf. Velka Britanie, Spojené staty
americké a Japonsko) na tyto strany véetné: (i)
pridruzené subjekty CRO; (ii) zadavatel, jeho
pridruZzené subjekty a partnefi s licenci; (iii)
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affiliates and licensing partners; (iv) regulatory
agencies and other health authorities; (v)
Institutional Review Boards and Ethics
Committees and (vi) study monitors and
auditors.

obchodni partnefi spolupracuijici se
zadavatelem, jeho pridruzenymi subjekty a
partnery s licenci; (iv) regulacni organy a jiné
zdravotni Gfady; (v) institucionalni revizni
komise a etické komise a (vi) monitofi a auditofi
klinického hodnoceni.

The Data Subject’s personal information may
be retained, processed and transferred by CRO
and these other parties for research purposes
at the direction of Sponsor, including, but not
limited to, the following: (i) assessment of the
suitability of the Data Subjects for the Study
and/or other clinical studies; (ii) management,
monitoring, inspection and audit of the Study;
(iii) analysis, review and verification of the
Study results; (iv) safety reporting and
pharmacovigilance relating to the Study; (v)
preparation and submission of regulatory
filings, financial disclosures, correspondence
and communications to regulatory agencies
relating to the Study; (vi) preparation and

submission of regulatory filings,
correspondence and communications to
regulatory agencies relating to other

medications used in other clinical studies that
may contain the same chemical compound
present in the Study medication; (vii)
inspections and investigations by regulatory
authorities relating to the Study; (viii) self-
inspection and internal audit within the CRO
and its affiliates and within Sponsor, its
affiliates and licensing partners; (ix) archiving
and audit of Study records; (x) publication on
www.clinicaltrials.gov and  websites and
databases that serve a comparable purpose;
(xi) compliance with legal and regulatory
requirements and (xii) (in the case of the
Investigator only) storage in databases to
facilitate the selection of investigators and
Institutions for future clinical trials.

Osobni Udaje subjektll se zpracovatelnymi
Gdaji mohou CRO a tyto ostatni strany
uchovavat, zpracovavat a prenaset pro Ucely
vyzkumu podle pokynl zadavatele, mimo jiné
véetné nasleduijicich situaci: (i)

posouzeni zpUsobilosti subjektl se
zpracovatelnymi udaji k provadéni tohoto
klinického hodnoceni anebo jinych klinickych
studii; (ii) fizeni, monitorovani, kontrola a
audity klinického hodnoceni; (iii) analyzovani,
kontrola a ovéfovani vysledkd klinického
hodnoceni; (iv) zpravy o bezpecnosti a
farmakovigilance v souvislosti s klinickym
hodnocenim; (v) priprava a predlozeni
regulacnich dokumentd, majetkovych pfiznani,
korespondence a komunikace tykajici se
klinického hodnoceni regulacnim organtim; (vi)
pfiprava a predloZeni regulacnich dokumentd,
korespondence a komunikace tykajici se jinych
léCiv pouzitych v jinych klinickych studiich, jez
mohou  obsahovat stejnou  chemickou
slouceninu, ktera je obsazena i v hodnoceném
pripravku, regulacnim organdim; (vii) kontroly a
Setfeni tykajici se klinického hodnoceni ze
strany regulacnich organd; (viii) vlastni kontroly
a interni audity v ramci CRO a jejich
pridruZzenych subjektd a u zadavatele, jeho
pridruzenych subjektl a partner( s licenci; (ix)
archivace a audity zaznamd z klinického
hodnoceni; (x) publikovani na strankach
www.clinicaltrials.gov i strankach a v
databazich, které slouzi srovnatelnému Ucelu;
(xi) dodrzovani zakonnych a regulacnich
pozadavkl a (xii) (pouze v pfipadé zkousejiciho
Iékare) uchovavani v databazich pro potreby
usnadnéni vybéru zkousejicich Iékardl a
zdravotnickych zafizeni za Ucelem dodrzeni
zakonnych a regulacnich pozadavkd na klinicka
hodnoceni provadéna v budoucnu.
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The Sponsor shall be the data controller for
such personal data to the extent that the
personal data is transferred to the Sponsor or
processed for Study purposes by CRO on the
Sponsor’s behalf, otherwise if CRO deals with
any personal data under this Agreement for
CRO’s own purposes or otherwise in the
manner of a data controller, CRO shall be the
data controller of such personal data to the
extent of such dealings. CRO will process all
"personal data", as defined in the Regulation
(EU) 2016/679 of the European Parliament and
of the Council dated 27 April 2016 on the
protection of individuals with regard to the
processing of personal data and on the free
movement of such data and repealing Directive
95/46 |/ EC (General Regulation on the
protection of personal data)("Data Protection
Legislation"), of Data Subjects for study-related
purposes and all such processing within the
European Economic Area will be carried out in
accordance with the Data Protection
Legislation, and otherwise (whether within or
outside the European Economic Area) in
accordance with all applicable laws and
regulations relating to data protection and data
privacy.

Zadavatel bude spravcem osobnich Udajd, a to
v rozsahu osobnich udajd prenasenych na
zadavatele nebo zpracovavanych pro Ucely
klinického hodnoceni ze strany CRO jménem
zadavatele. V ostatnich pripadech, kdy CRO
naklada s osobnimi Udaji podle této smlouvy
pro vlastni ucely CRO nebo jiné ucely jakozto
spravce Udajd, bude CRO spravcem udajd pro
osobni Udaje v rozsahu, v jakém s nimi naklada.
CRO bude zpracovavat vSechny ,,0sobni Udaje",
definované v narizeni evropského parlamentu a
Rady (EU) 2016/679 ze dne 27. dubna 2016 o
ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Udajii a o volném
pohybu téchto Udajd a o zruSeni smérnice
95/46/ES (obecné narizeni o ochrané osobnich
Udajd) (dale jen ,zakon o ochrané udaji")
subjektl se zpracovatelnymi Udaji pro Ucely
klinického hodnoceni, pricemz veskeré takové
zpracovani v ramci Evropského ekonomického
prostoru bude provadéno v souladu se
zakonem o ochrané (dajl, pfipadné (at’ uz v
ramci Evropského ekonomického prostoru,
nebo mimo né&j) v souladu se vSemi platnymi
zakony a predpisy tykajicimi se osobnich udajd
a ochrany udajd.

Institution hereby gives their consent, and
Investigator agrees to obtain any necessary
consents from other Study staff, for the
collection, use, processing and transfer of
personal data for the above purposes.

Zdravotnické zafizeni  timto udéluje své
svoleni, Ze Zkousejici lékar ziska nezbytna
svoleni ostatnich clend tymu klinického
hodnoceni se shromazd'ovanim, pouzivanim,
zpracovanim a prenosem osobnich Udajl pro
vySe uvedené Ucely.

12. Inventions.

12.  Vyndlezy.

(@) It is expressly agreed that no party
transfers by operation of this Agreement to any
of the other parties any right in or license to
any patents, copyrights, or other proprietary
right owned as of the commencement date of
the Agreement or arising outside of the
research conducted under this Agreement.

(@  Smluvni strany se vyslovné dohodly, ze
na zakladé této smlouvy zadna ze stran
neprenese na jakoukoli jinou stranu pravo nebo
licenci vOci jakymkoli patentlm, autorskym
pravtim ¢i jinym vlastnickym pravlim, ktera jsou
v jejich vlastnictvi k datu vzniku ucinnosti této
smlouvy nebo vzniknou béhem vyzkumu
provadéného podle této smlouvy.

(b) Institution and Investigator each
acknowledge that the idea for the Study was

(b)  Zdravotnické zafizeni a zkousejici lékar
potvrzuji, ze myslenka klinického hodnoceni
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conceived and developed by Sponsor or an
affiliate of Sponsor and that CRO or Sponsor
approached Institution and/or Investigator to
perform the Study. Investigator and/or
Institution will fully and promptly disclose in
writing to Sponsor any inventions and
developments discovered by Institution or
Investigator, any sub-investigator or any of
their respective employees, agents, or
contractors in the conduct of the Study or as a
result of using data from the Study (collectively
“Developments”). Sponsor shall have sole
ownership and rights in any Developments that
relate to the Sponsor’s Study Drug, including
but not limited to, new uses, processes,
derivatives, formulations, or therapeutic
combinations, or markers of Sponsor’s Study
Drug efficacy or safety or uses thereof or which
utilize Confidential Information. Institution and
Investigator shall fully cooperate with Sponsor
to vest rights therein in Sponsor and to obtain
patents or other legal protections thereon.

vznikla a byla rozvinuta zadavatelem nebo
pridruzenym subjektem zadavatele a ze CRO
nebo zadavatel se obrdtili na zdravotnické
zarizeni anebo na zkousejiciho |ékare, aby
klinické hodnoceni proved|. Zkousejici lékar
anebo zdravotnické zafizeni v Uplnosti a
neprodlené pisemné seznami zadavatele s
veskerymi vyndlezy a vyvinutymi produkty,
které objevilo zdravotnické zafizeni nebo
zkousSejici  1ékar, jakykoli  spoluzkousejici,
pripadné kdokoli z jejich  pfisluSnych
zaméstnancll, zastupcl ¢ dodavateld pfi
provadéni klinického hodnoceni nebo v
disledku pouzivani Udaji z klinického
hodnoceni (souhrnné ,vyvinuté produkty").
Zadavatel bude vyhradnim drzitelem vlastnictvi
a prav vici veskerym vyvinutym produktim,
které souviseji s hodnocenym pripravkem
Zadavatele, mimo jiné vCetné novych vyuziti,
zpracovani, derivatli, lékovych forem nebo
léCebnych kombinaci, pfipadné ukazateld
ucinnosti nebo bezpecCnosti hodnoceného
pripravku Zadavatele, pfip. pouziti téchto
ukazateld nebo ukazatell, které vyuzivaji
dlvérné informace. Zdravotnické zafizeni a
zkousejici Iékaf budou plné spolupracovat se
zadavatelem na prevodu prav zadavateli a
ziskani patentd nebo jiné jejich zakonné
ochrany.

writing, press statements by Investigator or
Institution or any of their respective employees,
agents, or contractors regarding the Study or
the Sponsor’s  Study Drug(s) before the
statements are released.

13.  Publicity. 13. Publicita.
(@) CRO and Sponsor must approve, in| (a) CRO a zadavatel musi pisemné schvalit

tiskova prohlaseni zkousejiciho Iékare a/nebo
zdravotnického zarizeni nebo kteréhokoli z jeho
zaméstnanctli, zastupcl ¢i dodavateld ohledné
klinického  hodnoceni  hodnoceného(ych)
pripravku(ll) Zadavatele, nez budou tato
prohlaseni vydana.

(b) During and after the Study, Investigator
and Institution may receive inquiries from
reporters or financial analysts. Investigator and
Institution will confer with Sponsor’s Medical
Affairs Department or the CRO representative
assigned to Investigator and Institution before
responding to any such inquiry.

(b)  Béhem klinického hodnoceni a po ném
mohou zkousejici l1ékar a zdravotnické zafizeni
dostavat dotazy od oznamujicich osob nebo
finanCnich  analytikl. ZkouSejici 1ékaf a
zdravotnické zarizeni se pred zodpovézenim
jakéhokoli takového dotazu poradi s oddélenim
zadavatele pro |ékarské zaleZitosti nebo se
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zastupcem  CRO,  pridélenym  tomuto
zkousejicimu lékafi a zdravotnickému zafizeni.

(c) Neither Institution nor Investigator shall
use the name of CRO, Sponsor, or any of their
respective employees, agents, or contractors in
any advertising or sales promotional material or
in any publication without the prior written
consent of CRO or Sponsor, as the case may
be. However, in order for Institution to satisfy
its reporting obligations, it may identify Sponsor
as the Study sponsor and the amount of
funding received. CRO and Sponsor shall not
use the name of Investigator, Institution or any
of their respective employees, agents, or
contractors in any sales promotional material or
publication without prior written consent of
Investigator or Institution, as the case may be.
Notwithstanding the forgoing, Sponsor or CRO
may use the name of Institution and
Investigator, without their consent, in clinical
trial registries and websites, regulatory
submissions and communications, and in
scientific papers and presentations where the
names of all participating sites and/or
investigators are mentioned in accordance with
the relevant journal, society or other applicable
publication policies or conditions.

(c)  Ani zdravotnické zafizeni, ani zkousSejici
|ékaf nebudou pouzivat nazev ¢i jméno CRO,
zadavatele ani zadného z jejich jednotlivych
zaméstnancll, zastupcl ¢ dodavateld v
jakychkoli reklamnich Ci prodejnich
propagacnich materidlech nebo v jakékoli
publikaci bez predchoziho pisemného souhlasu
CRO nebo zadavatele, podle situace. Aby vsak
zdravotnické zafizeni splnilo svou ohlasovaci
povinnost, miZe identifikovat zadavatele jako
zadavatele studie a sdélit ¢astku pfijatou na
financovani. CRO ani zadavatel nebudou
pouzivat jméno zkousejiciho Iékare, nazev
zdravotnického zafizeni ani jméno zadného z
jejich jednotlivych zaméstnancd, zastupcl i
dodavateldl v jakychkoli reklamnich i
prodejnich propagacnich materidlech nebo
publikacich bez predchoziho pisemného
souhlasu zkousejiciho |ékare nebo
zdravotnického zafizeni, podle situace. Bez
ohledu na vyse uvedené, zadavatel nebo CRO
mohou pouzivat nazev zdravotnického zarizeni
a jméno zkousejiciho Iékare bez jejich souhlasu
vregistrech a na webovych strankach
klinickych hodnoceni, v regulacnich navrzich a
sdélenich a ve védeckych prednaskach a
prezentacich, v nichz jsou zminéna jména
vSech zUcastnénych center anebo zkousejicich,
vsouladu s prislusSnymi  zasadami  nebo
podminkami publikace v relevantnich
Casopisech, sdruzenich a podobné.

insurance of liability for damages for the
Investigator and the Sponsor in accordance

with § 52, par. 3, letter f) Act on
Pharmaceuticals. This policy duly covers, to the
extent required by that legislation,

compensable death of subject or compensation
of the subject in case of injury resulting from

14. Insurance and  Subject  Injury | 14.  Pojisténi a ndhrada Ujmy pacient@im.
Reimbursement.
(@) Sponsor will provide clinical trial | (a)  Zadavatel zajisti pro zkouSejiciho lékare

a zadavatele pojisténi klinického hodnoceni,
které bude pokryvat odpovédnost za Skody
v souladu s paragrafem 52, odst. 3, pismenem
f) zakona o lécivech. Toto pojisténi Ffadné
pokryva nahradu Skody, v rozsahu
pozadovaném zakony, v pfipadé umrti pacient
podléhajicim kompenzacim nebo nahradu
Skody pacientim v pfipadé Gjmy na zdravi
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and sustained in course of performance of the
Study.

zplsobené v dlsledku studie a utrpéné v
pribéhu jejiho provadeéni.

(b) Institution represents and warrants that
it has and will maintain appropriate insurance,
in accordance with § 45 par. 2 Itr. n) of the
Health Services Act, with respect to liability it
may have while providing medical care. This
insurance coverage is in correlation with the
applicable laws and does not include liability
insurance with respect to conducting a Study.
According to § 45 par. 2 Itr. n) of the Health
Services Act, this insurance coverage must be
valid for the entire length of the Institution’s
provision of medical care.

(b)  Zdravotnické zafizeni prohlasuje a
zaruCuje, Ze ma a bude udrzovat prislusné
pojisténi v souladu s paragrafem 45, odst. 2,
pismenem n) zakona o zdravotnich sluzbach,
s ohledem na odpovédnost, kterou mlze mit pfi
poskytovani lékarské péce. Toto pojistné kryti
odpovida pfislusnym zakondm a nezahrnuje
pojisténi odpovédnosti v souvislosti
s provadénim klinického hodnoceni. Podle
paragrafu 45, odst. 2, pismena n) zakona o
zdravotnich sluzbach musi pojistka pokryvat
celou délku poskytovani zdravotni péce
zdravotnickym zafizenim.

(c) Sponsor, through CRO, shall reimburse
Institution for the following additional costs:

(c)  Zadavatel prostfednictvim CRO uhradi
zdravotnickému zafizeni nasledujici dodatecné
naklady:

(i) all reasonable and customary
costs incurred by Institution and associated
with the diagnosis of an adverse event involving

(i) vSechny pfiméfené a obvyklé
naklady vzniklé zdravotnickému zafizeni
v souvislosti s diagnostikou nezadouci pfihody

costs incurred for treatment of a health injury
to the subject if Sponsor determines, after
consulting with Investigator and/or Institution,
that the adverse event was reasonably related
to administration of the Sponsor’'s Study

the Sponsor’s Study Drug(s) or a Protocol | tykajici se hodnoceného(ych) pFipravku()

procedure; and Zadavatele nebo nékterého postupu
pouzivaného v protokolu; a

(i) all reasonable and customary | (ii) vS8echny pfiméfené a obvyklé

naklady vzniklé pfi l1é€bé poskozeni zdravi
subjektu hodnoceni, pokud zadavatel po
poradé se zkouSejicim I|ékafem anebo
zdravotnickym  zafizenim ur€i, Ze tato
nezadouci pfihoda méla rozumnou souvislost s

Investigator warrant and represent that they will
not bill subject’s insurer or third party payer for
any costs paid by Sponsor for treatment of an
health injury as described above;

Drug(s) or a Protocol procedure; provided, | podanim  hodnoceného(ych)  pfipravku(d)

however, that: Zadavatele nebo  nékterym  postupem
pouzivanym v protokolu; nicméné za
predpokladu, Ze:

(2) Institution and | (1) zdravotnické zafizeni a

zkousSejici lékar zaruCuji a prohlasuji, ze
nebudou fakturovat pojistovné subjektu ani
Zadnému platci pfedstavovanému tfeti stranou
zadné naklady za lé¢bu poskozeni zdravi podle
popisu vyse, které jsou hrazeny zadavatelem;
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adverse event is connected to the negligence
or misconduct by Institution, Investigator, any
sub-investigator, or any agent of either of them;

DUvérné
2) such costs are not| (2) takové naklady nebyly jiz
already covered by a third party; pokryty tfeti stranou;
3) could be proven that the | (3) Ize prokazat, ze

nezadouci pfihoda souvisi s nedbalosti nebo
pochybenim zdravotnického zarizeni,
zkouSejiciho I€kare, jakéhokoli
spoluzkousejiciho, nebo jakéhokoli zastupce
kteréhokoli z nich;

(4) the adverse event is not
attributable to any underlying illness, whether
previously diagnosed or not; and

(4) nezadouci pfihodu nelze
pficist zadnému zakladnimu onemocnéni, at' jiz
dfive diagnostikovanému i nikoli; a

(5) the Sponsor’'s Study
Drug(s) has been delivered and administered in
compliance with the Protocol and the Protocol
procedure was administered in accordance
with the Protocol.

(5) hodnoceny(é€)
pfipravek(y) Zadavatele byl podavan v souladu
s protokolem, pfipadné postup podle protokolu
byl proveden v souladu s protokolem.

Sponsor shall have the option of paying the
additional costs directly to the provider of the

Zadavatel bude moci zaplatit dodatecné
naklady prfimo poskytovateli sluzby, pokud

Effective Date and shall continue in full force
and effect for the full duration of the Study
unless earlier terminated in accordance with
the provisions of this Section.

service if such services are not provided at | takové sluzby nejsou  poskytnuty ve
Institution. zdravotnickém zarizeni.

15.  Indemnification. There will be a | 15. Odskodnéni. Samostatny Slib o
separate Letter of Indemnification (“Letter") | odSkodnéni (,slib™) bude podepsan
signed by Sponsor. zadavatelem.

16.  Study Term and Termination. 16. Doba trvani a ukonceni klinického

hodnoceni.
(@)  This Agreement shall commence on the | (a)  Tato smlouva nabyva Ucinnosti k datu

Ucinnosti a zlstane pIné platnd a Gc¢inna v
pribéhu celého trvani klinického hodnoceni,
pokud nebude predCasné vypovézena Vv
souladu s ustanovenimi v tomto ¢lanku.

(b) Sponsor and CRO reserve the right to
terminate the participation of Institution and
Investigator or any subject in the Study or the
Study itself at any time and for any or no
reason. If Investigator or Institution’s
participation in the Study or the Study itself is
terminated, Investigator will cease enrolling
subjects, cease treatment with the Sponsor s
Study Drug(s) and any other

(b)  Zadavatel a CRO si vyhrazuji pravo
ukoncit ucast zdravotnického zafizeni a
zkousejiciho 1ékare nebo jakéhokoli subjektu v
klinickém hodnoceni, pfipadné ukoncit samotné
klinické hodnoceni, a to kdykoli a z jakéhokoli
dlvodu ¢ bez udani dbvodu. Pokud bude
ukonCena Ucast zkousejiciho lékare nebo
zdravotnického zafizeni v klinickém hodnoceni
nebo klinické hodnoceni samo, zkousejici lékar
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drug(s)/medications provided for the Study to
the extent medically permissible, and return or
dispose of such products in accordance with
instructions provided by CRO, and regulatory
requirements. The product’s destruction or
return transfer will be paid by the Sponsor/CRO
according to Exhibit A of this Agreement.

ukon¢i zafazovani pacientl, ukonci 1écbu
hodnocenym(i) pfipravkem(y) Zadavatele a
jakym(i)koli jinym(i) lékem(ky)/1éCivy,
poskytnutymi pro klinické hodnoceni v mife, v
niz je to z lékarského hlediska pripustné, a vrati
takové pripravky nebo je zlikviduje v souladu
s pokyny CRO a regula¢nimi pozadavky. Zniceni
nebo vraceni téchto pfipravk{ uhradi Sponzor /
CRO dle Prilohy A této smlouvy.

(c) Investigator and/or Institution may
terminate this Agreement upon thirty (30) days
prior written notice if:

(c)  Zkousejici lékar anebo zdravotnické
zarizeni mohou vypovédét tuto smlouvu ve
Ihateé tficeti (30) dnd po predchozim pisemném
oznameni, pokud:

(i) the Investigator is unable to
continue the Study and a replacement
acceptable to Sponsor and Institution is not
identified;

(i) zkouSejici 1ékaf neni schopen
pokracovat v tomto klinickém hodnoceni a neni
za néj urcena nahrada prijatelna pro zadavatele
a zdravotnické zarizeni;

(ii) CRO materially breaches the
Agreement and such breach is not cured within
thirty (30) days of receipt of written notice
thereof;

(ii) CRO zavaznym zplsobem porusi
tuto smlouvu a ve Ihité tficeti (30) dni od
obdrzeni pisemného oznameni této skutecnosti
nedojde k napravé tohoto poruseni;

(iii) the Investigator determines
continuation of the Study will compromise the
safety of the Study subjects and such
determination is based on reasonable medical
judgment; or

(iii) zkousejici  lékar  zjisti, Ze
pokracovani  klinického hodnoceni narusi
bezpecnost studijnich subjektd v klinickém
hodnoceni, a toto zjisténi je zaloZzeno na
rozumném lékarském Usudku; nebo

(iv) the approval for the Study is
withdrawn by the applicable government or
health authority or EC.

(iv) prislusné vladni nebo zdravotni
Urady nebo EK odvolaly schvaleni klinického
hodnoceni.

(d) In the event of termination, payments
will be made for all services required by the
Protocol that have been performed up to the
effective date of termination and any
reasonable, documented non-cancelable costs
which were incurred by Institution or
Investigator in connection with the Study as
required under the Protocol and contemplated
in the Budget. If the payments exceed the
amount owed for services performed under the
Protocol, Institution shall promptly return the
excess balance to CRO on the base of CRO s
request.

(d) V pripadé ukonceni budou uhrazeny
platby za vSechny sluzby vyzadované podle
protokolu, které byly provedeny do data
Gcinnosti ukonceni, a za veskeré primérené,
zdokumentované, nezrusitelné naklady, které
vznikly  zdravotnickému  zafizeni  nebo
zkousSejicimu |ékari v souvislosti s klinickym
hodnocenim na zakladé pozadavk{ v protokolu
a ustanoveni v rozpoctu. Pokud platby
presahnou Castku, ktera ma byt splatnd za
sluzby provedené podle protokolu, zdravotnické
zarizeni, na Zadost CRO, bez prodleni vrati
preplatek CRO.
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(e) Neither CRO nor Sponsor shall be
responsible to the Institution and Investigator
for any lost profits, lost opportunities, or other
consequential damages.

DUvérné
(¢) Ani CRO, ani zadavatel nebudou
odpovidat  zdravotnickému  zafizeni  ani

zkousejicimu 1ékafi za jakékoli uslé zisky, uslé
prilezitosti nebo jiné nasledné Skody.

17.  Survival. The obligations under Sections
5 7,8,9, 10, 11, 12, 13, 14, 15, 20, 22, and
24 shall survive the expiration, termination, or
cancellation of this Agreement.

17.  Pretrvani platnosti. Zavazky uvedené v
bodech 5, 7, 8, 9, 10, 11, 12, 13, 14, 15, 20, 22
a 24 budou platné i po vyprseni platnosti,
ukonceni ¢i zruseni této smlouvy.

Investigator or Institution to a third party shall
require the prior written consent of CRO and
Sponsor; and

18.  Assignment. 18.  Postoupeni.
(@)  Any assignment of this Agreement or | (a)  Jakékoli postoupeni této smlouvy nebo
any rights or obligations hereunder by | jakychkoli prav Ci zavazk( podle této smlouvy

ze strany  zkouSejicho  lékafe  nebo
zdravotnického zafizeni na treti stranu bude
vyzadovat predchozi pisemny souhlas CRO a
zadavatele; a

(b)  Any assignment by CRO to any third
party other than Sponsor or its affiliate shall
require the prior written consent of Sponsor,
but shall not require the approval of Institution

or Investigator. However, the Institution and the
Investigator will be informed of the assignment
without delay.

(b)  Jakékoli postoupeni ze strany CRO na
treti stranu jinou neZz zadavatele nebo jeho
pridruzeny subjekt bude vyzadovat predchozi
pisemny souhlas zadavatele, ale nebude pfitom
nutny souhlas zdravotnického zarizeni nebo
zkouSejiciho |ékare. Zdravotnické zarizeni a
zkousejici Iékaf vSak budou o postoupeni
neprodlené informovani.

(c) Investigator, Institution and CRO
hereby acknowledge that Sponsor may assign
to itself or a third party responsibility for any or
all of Sponsor's or CRO’s rights and obligations
hereunder by written notice to Investigator,
Institution and CRO.

(c)  Zkousejici Iékar, zdravotnické zarizeni a
CRO timto potvrzuji, Ze zadavatel mize sam na
sebe nebo na treti stranu prevést odpovédnost
za jakakoli nebo veSkera prava a zavazky
zadavatele nebo CRO podle této smlouvy na
zakladé pisemného oznameni zdravotnickému
zarizeni, zkousejicimu Iékari a CRO.

19.  Independent Contractor. In conducting
the Study, Investigator and Institution will each
be acting as an independent contractor with
respect to CRO and Sponsor, and not as an
agent, partner, or employee of CRO or Sponsor.
Neither Investigator, Institution, nor any of
their respective employees, agents, or
contractors, shall have any authority to make
agreements with third parties that are binding
on CRO or Sponsor.

19.  Nezavisly dodavatel. Pfi provadéni
klinického hodnoceni budou zkousejici 1ékar a
zdravotnické zafizeni kazdy samostatné jednat
jako nezavisly smluvni dodavatel vic¢i CRO a
zadavateli, a ne jako zastupce, partner Ci
zaméstnanec CRO nebo zadavatele. Ani
zkousejici 1ékar, ani zdravotnické zarizeni, ani
jejich  jednotlivi zaméstnanci, zastupci i
dodavatelé nebudou opravnéni uzavirat dohody
se tretimi stranami, které by byly zavazujici pro
CRO nebo zadavatele.
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20.  Entire Agreement; Amendments. This
Agreement represents the entire understanding
between the parties, and supersedes all other
agreements, express or implied, between the
parties concerning the subject matter hereof.
This Agreement may not be amended or
modified in any manner except by a written
document signed by authorized representatives
of the parties.

20.  Celd smlouva; dodatky. Tato smlouva
predstavuje Uplné ujednani smluvnich stran
a nahrazuje vsSechny dalsi dohody, at' jiz
vyslovné ¢i dovozené, mezi smluvnimi stranami
ohledné predmétu této smlouvy. Tuto smlouvu
neni dovoleno nijak upravovat ¢i pozménovat,
S vyjimkou pisemného dokumentu
podepsaného opravnénymi zastupci smluvnich
stran.

21. Notices. All notices, demands, requests,
or other communications which may be or are
required to be given, served, or sent by any
party to any other party pursuant to this
Agreement (collectively, “Notices”) shall be in
writing and shall be mailed by first-class,
registered or certified mail, return receipt
requested, postage pre-paid, or hand-delivered
(including delivery by courier) or electronic
transmission, addressed as follows:

21.  Oznameni. Veskera oznameni,
pozadavky, zadosti nebo jina sdéleni, jejichz
predani, doruCeni nebo odeslani jednou
smluvni stranou druhé strané m{ze byt nebo je
vyzadovano podle této smlouvy (souhrnné
»0znameni'), budou v pisemné podobé a budou
zasilana expresni postou, doporucenou postou
s dorucenkou s predplacenym postovnym nebo
dorucovana osobné (vCetné doruceni kuryrem),
pripadné  elektronickym  pfenosem  na
nasledujici adresy:

CRO Original:
Pharmaceutical Research Associates,

s.r.o., Jankovcova 1569/2c,
Praha 7, 170 00, Czech Republic

Sponsor Original::

Takeda Pharmaceutical, inc.
40 Landsdowne Street
Cambridge, MA 02139

USA

Institution Original:

Fakultni nemocnice Kralovské
Vinohrady, Srobarova 1150/50, 100
34 Praha 10, Czech Republic

Investigator Original:

MUDr. Petr Pavlicek

Fakultni nemocnice Kralovské
Vinohrady,

Interni hematologicka klinika
Srobérova 1150/50, 100 34

Original pro CRO :

Pharmaceutical Research Associates,
s.r.o., Jankovcova 1569/2c,

Praha 7, 170 00, Ceska republika

Original pro Zadavatele:
Takeda Pharmaceutical, inc.
40 Landsdowne Street
Cambridge, MA 02139

USA

Original pro Zdravotnické Zarizeni:
Fakultni nemocnice Kralovské Vinohrady,
Srobérova 1150/50, 100 34 Praha 10,
Ceska republika

Original pro Zkousejiciho Iékare:

MUDr. Petr Pavlicek

Fakultni nemocnice Kralovské Vinohrady,
Interni hematologicka klinika

Srobérova 1150/50, 100 34
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Praha 10, Czech Republic

22.  Governing Law. This Agreement shall be
interpreted in accordance with Czech law
including, but not limited to, the Act and the
Decree, and without regard to its conflicts of
laws rules.

Praha 10, Ceska republika

22.  Rozhodné pravo. Tato smlouva bude
vykladana v souladu s ¢eskymi zakony, mimo
jiné vcéetné vySe zminéného zakona a vyhlasky
a bez ohledu na konflikty se zakonnymi
predpisy.

23.  Counterparts. This Agreement is
executed in three (3) counterparts, of which the
Institution, Investigator and CRO shall each
receive one. Each counterpart when executed
and delivered will be an original and all of the
counterparts shall constitute one and the same
Agreement.

23.  Stejnopisy. Tato smlouva byla
vyhotovena ve tfech (3) stejnopisech, z nichz
zdravotnické zarizeni, zkousejici lékar a CRO
obdrzi po jednom. Kazdy stejnopis bude po
podepsani a doru€eni povazovan za original a
vS§echny stejnopisy budou predstavovat jednu a
tutéz smlouvu.

24.  Compliance with Anti-Corruption Laws.
In conducting the Study for Sponsor,
Institution, Investigator and their respective
employees, agents, and contractors (i) shall not
offer to make, make, promise, authorize or
accept any payment or give anything of value,
including but not /limited to bribes, either
directly or indirectly to any public official,
regulatory authority or anyone else for the
purpose of influencing, inducing or rewarding
any act, omission or decision in order to secure
an improper advantage, or obtain or retain
business and (ii) shall comply with all applicable
anti-corruption and anti-bribery laws and
regulations. Institution or Investigator shall
notify CRO and Sponsor immediately upon
becoming aware of any breach of Institution’s
or Investigator’s obligations under this Section.

24.  Dodrzovani protikorupcnich zakond. PFi
provadeéni klinického hodnoceni pro zadavatele
zdravotnické zafizeni, zkousejici Iékar a jejich
prislusni zaméstnanci, zastupci a dodavatelé (i)
nebudou nabizet Uplatu, provadét, slibovat,
autorizovat ¢i prijimat jakoukoli platbu ani
nepredaji nic hodnotného, mimo jiné vcetne
uplatkd, at’ uZ primych ¢ neprimych,
jakémukoli verejnému Grednikovi, regulac¢nimu
organu nebo komukoli jinému s cilem ovlivnit,
vyvolat nebo odménit néjaké konani, nekonani
nebo rozhodnuti za Ucelem zajiSténi nezakonné
vyhody nebo ziskani ¢i zachovani podnikani a
(i) budou dodrzovat veSkeré platné
protikorupéni a protitplatkarské zakony a
predpisy. Zdravotnické zarizeni nebo zkousejici
lékaf budou informovat CRO a zadavatele
neprodlené poté, co si uvédomi jakékoli
poruseni zavazkd podle tohoto bodu ze strany
zdravotnického zafizeni nebo zkousejiciho
|ékare.
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25. Discrepancies. In the case of any
discrepancy between the Czech and the English
versions of the Agreement, the Czech version
shall prevail.

25.  Rozpory. V pripadé jakéhokoli rozporu
mezi Ceskou a anglickou verzi této smlouvy
bude mit prednost Ceska verze.

26. Publication in accordance with Act no.
340/2015 Coll.  on Contract Register.

26.  Zverejnéni podle zakona ¢. 340/2015
Sb. o registru smluv. Zdravotnické zafizeni,

Institution, Sponsor and CRO hereby
acknowledge that details of this Agreement are
required to be published pursuant to Act no.

340/2015 Sb., on the official register:
https://smlouvy.gov.cz/ ("Agreements
Register”).

zadavatel a CRO timto uzndvaji povinnost
zverejnit podrobnosti této smlouvy podle
zakona €. 340/2015 Sb., v oficidlnim registru:
https://smlouvy.gov.cz/ (dale jen ,registr
smluv").
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The Parties agree that no business secrets or
personal information shall be disclosed or made
public as part of such publication. For the
purposes of this Agreement, such business
secrets include but are not limited to: payment
information attached as Exhibit A, the minimum
enrollment goal, expected number of Study
subjects enrolled and the expected duration of
the Study. As a result, the Parties have agreed
a version of this Agreement for publication,
which has been approved by the Sponsor, and
in which all business secrets and personal
information have been redacted. (“Agreed
Form™). The Parties agree that the Institution
shall effect the publication of the Agreed Form
on the Agreements Register within 5 working
days of the Date of Final Signature of this
Agreement. About the time of Agreement

publication in the  contract register the
Institution will inform CRO / Sponsor by
designating the following email address:
a

Should the

Institution fail to publish the Agreed Form of
this Agreement within 5 working days from the
Date Of Final Signature, the Sponsor or the
CRO may publish the Agreed Form. This
Agreement shall not come into effect until the
Agreed Form has been published in accordance
with this clause (“Effective Date”). In any
event, CRO reserve the right not to provide
Study Drug until this Agreement is published in
accordance with this clause.

Smluvni strany se dohodly, Ze v rdmci tohoto
zverejnéni nebudou prozrazena ani zverejnéna
Zadna obchodni tajemstvi ani osobni Gdaje. Pro
UCely této smlouvy mezi takova obchodni
tajemstvi patfi mimo jiné: informace o platbach
pripojené jako Piloha A, minimalni cilovy pocet
zarazenych  pacientl, ocekavany pocet
zarazenych pacientl v klinickém hodnoceni a
oCekavana délka klinického hodnoceni. V
dlisledku vySe uvedeného si smluvni strany
dohodly verzi této smlouvy urcenou ke
zverejnéni, ktera byla schvalena Sponzorem, a
ze které byla vypusténa vsechna obchodni
tajemstvi a osobni informace. (dale jen
»Schvalend forma"“). Smluvni strany souhlasi s

tim, Ze zdravotnické zarizeni zverejni
schvalenou formu v registru smluv
do 5 pracovnich dni od data posledniho

podpisu této smlouvy. O zverejnéni v registru

smluv bude zdravotnické zafizeni CRO /
zadavatele inffomovat  oznamenim na
nasledujici e-mailové adresy:
a

Pokud

zdravotnické zarizeni
formu této smlouvy do 5 pracovnich dni od data

nezverejni schvalenou

posledniho podpisu, zadavatel nebo CRO
mohou schvalenou formu zverejnit. Tato
smlouva nevstoupi v Ucinnost, dokud nebude
zverejnéna schvalena forma v souladu s timto
ustanovenim (dale jen ,datum U(cinnosti*). V
kazdém pripadé si CRO vyhrazuje pravo
nedodat hodnoceny pripravek, dokud nebude
tato smlouva zverejnéna v souladu s timto
ustanovenim.

In the event that there is a challenge to the
validity of the Agreed Form, once it has been
published, the Parties shall notify each other as
soon as reasonably practicable upon becoming
aware of such challenge and shall work
together to agree a revised version of the
Agreed Form for publication.

Pokud dojde po zverejnéni schvalené formy ke
zpochybnéni jeji platnosti, smluvni strany se o
tom budou vzajemné informovat co nejdrive to
bude z praktického hlediska mozné, jakmile
takové  zpochybnéni  zjist, a  budou
spolupracovat na dohodnuti revidované verze
schvalené formy pro zverejnéni.
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In no event shall the Institution publish this
Agreement in any form other than the Agreed
Form, unless agreed in advance in writing with

CRO and Sponsor.

Zdravotnické zafizeni v Zzadném prfipadé tuto
smlouvu nezverejni jinak nez jako schvalenou
formu, pokud to nebude predem pisemné
dohodnuto s CRO a zadavatelem.

[Remainder of this page intentionally left
blank.]

[Zbytek této stranky je zamerné ponechan
prazany.]
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IN WITNESS WHEREOF, the parties have | NA DUKAZ CEHOZ smluvni strany uzaviely tuto
executed this Agreement and it shall be | smlouvu, kterd bude Ucinnd k datu ucinnosti
effective as of the Effective Date set forth | uvedenému vyse.

above.

Pharmaceutical Research Associates CZ, s.r.o
By / Podepsal(a):

Name / Jméno: |

Title / Funkce: authorized representative based on Power of Attorney/
povéreny zastupce na zakladé plné moci

Date / Datum:

Fakultni nemocnice Kralovské Vinohrady

By / Podepsal(a):

Name / Jméno: Doc. MUDr. Robert Grill, Ph.D., MHA
Title / Funkce: Director/ Reditel

Date / Datum:

Zkousejici lékar

By / Podepsal(a):

Name / Jméno: MUDr. Petr Pavlicek
Title / Funkce: Investigator/ Zkousejici Iékar

Date / Datum:
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NAME/ADDRESS OF SITE: / NAZEV/ADRESA CENTRA:
INSTITUTION
ADDRESS OF TRIAL CENTER - where study will be provided

Fakultni nemocnice Kralovské Vinohrady, Interni hematologicka klinika, Srobarova
1150/50, 100 34 Praha 10, Czech Republic

EXHIBIT A-1 / PRILOHA A-1
BUDGET / ROZPOCET
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