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CLINICAL TRIAL RESEARCH SMLOUVA O PROVEDENI
AGREEMENT VYZKUMNEHO KLINICKEHO
HODNOCENI
This  Clinical  Trial = Research Tato smlouva o provedeni

Agreement(“Agreement”) is dated as of
defined in Section 11.1 of this Agreement
(“Effective Date”) by and among CSL
Behring GmbH having its principal place of
business atEmil-von-Behring-Str. 76, 35041,
Marburg, Germany (“Sponsor”), and
Fakultni nemocniceMotol having its
principal place of business address at V Uvalu
84, 150 06 Praha 5, Czech Republic (“Service
Provider”); collectively referred to as “the
parties.”

vyzkumného klinického hodnoceni(dale jen
,smlouva®) vstoupi v ucinnost, jak je
definovano v ¢lanku 11.1 v této smlouvé (dale
jen ,,datum ucinnosti*), a je uzavirana mezi
spole¢nosti CSL. Behring GmbH se sidlem
na adrese Emil-von-Behring-Str. 76, 35041
Marburg, Némecko (déle jen ,,zadavatel®) a
Fakultni nemocnici Motol se sidlem na adrese
V Uvalu 84, 150 06 Praha 5, Ceska republika
(dale jen ,, poskytovatel sluzeb®); dale
spole¢n¢ oznacovani jako ,,smluvni strany.*

The parties desire to conduct a clinical trial
(the “Study”) to gather information regarding
the performance of CSLI112(the “Study
Drug”) according to the clinical protocol
number CSL112 3001, entitled, “A phase 3,
Multicenter,  Double-blind, = Randomized,
Placebo-controlled, Parallel-group study to
Investigate the Efficacy and Safety of CSL112
in  Subjects with  Acute  Coronary
Syndrome”(“the Protocol”) provided under
separate cover, and intentionally omitted
asAppendix 1 as modified from time to time.
The Study is of mutual interest and benefit to
the parties because it furthers instructional and
research objectives and may benefit patient
care.

Smluvni strany si pteji provést klinické
hodnoceni  (ddle jen ,studie”), aby
shromazdily informace o U¢incich CSL112
(dadle jen ,hodnoceny 1ék*) v souladu
s klinickym protokolem ¢islo CSL112 3001
nazvaném ,,Multicentrickd, dvojité¢ zaslepena,
randomizovana, placebem kontrolovana studie
faze 3 s paralelnimi skupinami k prozkoumani
ucinnosti a bezpecnosti pripravku CSL112 u
subjektl ] akutnim korondrnim
syndromem®“(dale jen ,,protokol®), ktery je
poskytnut jako samostatny dokument, ktery je
z této smlouvy zamérné vynechan v ramci
piilohy ¢. 1, aktery miZze byt ptipadné
upraven. Studie je ve spolecném zajmu
smluvnich stran avjejich oboustranny
prospéch, protoZze podporuje cile vzdélavani
a vyzkumu a mizZe pfinést prospéch pii péci
0 pacienty.

Therefore, the parties agree as follows:

Z tohoto divodu se smluvni strany dohodly
nasledovné:

1.0 Service Provider

1.0 Poskytovatel sluzeb

Service Provider shall be responsible

Poskytovatel sluzeb nese odpovédnost
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for the conduct and direct supervision of all
employees (including Investigators (as
defined in Section 2.1)), agents, and
contractors  participating in the Study
(collectively “Research Personnel”),
including ensuring Research Personnel’s
compliance with the terms and conditions of
this Agreement. Service Provider shall, and
shall ensure that all Research Personnel (a)
perform the Study at the Service Provider
according to the Protocol and this Agreement;
(b) are qualified by training and experience to
participate in pharmaceutical clinical research;
and (c) comply with all applicable Czech laws
and regulations relating to the conduct of the
Study. Service Provider shall ensure the
Study is conducted in accordance with good
clinical practices (“GCPs”) as applicable to
drug studies including, without limitation the
requirements for obtaining prior written
informed consent (“Informed Consent”) in
accordance with the requirements of the State
Institute for Drug Control (SUKL) and
applicable ethics committees, the ICH
Harmonized Tripartite Guideline, Guideline
for Good Clinical Practice, Step 5
(CPMP/ICH/135/95) and the relevant Ethics
Committee (“EC”) reviewing the Study, in a
form reasonably acceptable to Sponsor; and
the requirements for obtaining prior written
authorization to use and disclose health
information for research in accordance with
the health information privacy standards
promulgated under all applicable laws.
Service Providershall only conduct the Study
at facilities which have been found adequate
by Sponsor and in accordance with applicable
regulatory requirements. Service Provider
shall ensure such facilities remain adequate
during the term of the Study.

za jednani vSech zaméstnanci (vCetné
zkousejicich (definovanych v ¢lanku 2.1)),
zprostifedkovateli a dodavatelli ucastnicich
se studie (spole¢n¢ dale jen ,,personal
vyzkumu®) aza pifimy dohled nad nimi,
véetn¢ zajisténi dodrzovani podminek této
smlouvy persondlem vyzkumu. Poskytovatel
sluzeb bude a zajisti, Ze veSkery personal
vyzkumu bude (a) studii provadét u
poskytovatele sluzeb v souladu s protokolem
atouto smlouvou, (b) je na zakladé¢ svého
vzdélani a zkuSenosti kvalifikovan k Gcasti
na farmaceutickém a klinickém vyzkumu a (c)
bude dodrzovat veskeré platné Ceské pravni
predpisy vztahujici se k provadéni studie.
Poskytovatel sluzeb zajisti, aby byla studie
provadéna v souladu se zasadami spravné
klinick¢ praxe (dale jen ,,GCP*), které
se 1ékovych studii tykaji, mimo jiné vcetné
pozadavki  na zajiSténi predchazejiciho
pisemného informovaného souhlasu (dale jen
ninformovany souhlas®) v souladu
s pozadavky Statniho ustavu pro kontrolu
1é¢iv (SUKL) a piislusnych etickych komisi,
harmonizovaného tripartitniho pokynu
Mezinarodni konference o harmonizaci kroku
¢. 5 (CPMP/ICH/135/95) pokynu pro
spravnou klinickou praci a pfislusné etické
komise (dale jen ,,EK*) kontrolujici studii, a
to pro zadavatele piimérené piijatelnym
zpisobem, a s pozadavky na zajiSténi
piedchézejiciho pisemného svoleni s pouzitim
a zvefejnénim zdravotnich Udaji pro ucely
vyzkumu v souladu se standardy ochrany
osobnich udajii stanovenymi vSemi platnymi
pravnimi piedpisy. Poskytovatel sluzeb bude
studii provadét pouze v zatfizenich, kterd byla
zadavatelem shledana jako dostacujici a v
souhladu s platnymi regulacnimi pozadavky.
Poskytovatel sluzeb zajisti, aby takova
zafizeni byla dostacujici po dobu studie..

Service Provider acknowledges that Sponsor

shall enter into a separate agreement with the

Poskytovatel sluzeb bere navédomi, ze
zadavatel uzavie samostatnou smlouvu
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Principal Investigator and may enter into
separate  agreements  with the  Sub-
Investigators (as defined below) in the
conduct of the Study under which they will
receive and keep payments from the Sponsor
or Sponsor representative. Payments will be
made by Sponsor or Sponsor representative
separately to Service Provider, Principal
Investigator and sub-Investigators based on
the budgets set forth in the separate
agreements.

s hlavnim zkouSejicim asmi pii provadeéni
studie uzavrit samostatné smlouvy
se spoluzkousejicimi  (definovanymi niZze),
na zakladé nichz obdrzi a ponechaji si platby
od zadavatele nebo jeho zastupce. Platby
budou zadavatelem nebo jeho zéastupcem
poskytnuty na zaklad¢ rozpocti stanovenych
v samostatnych ~ smlouvach, ato zvlast
poskytovateli sluzeb, hlavnimu zkousejicimu
a spoluzkousejicim.

The Study is expected to be conducted from

approximatel
D o

Kardiologick4 klinika 2. LF UK a FN Motol.

Predpoklada se, ze studie bude probihat

fiblizné \Y terminu od
—na Kardiologické

klinice 2. LF UK a FN Motol.

It is expected that the Service Provider | Ocekava se, Ze Poskytovatel sluzeb zatadi
Institution ~ will  enroll  approximately | pfiblizné *
2. 0 Investigators 2. 0 Zkousejici

2.1

Investigators. Service Provider
designates ﬁ (the “Principal
Investigator”) to act as Principal Investigator
for this Study. Subject to Sponsor’s prior
approval, Service Provider may appoint
collaborating physicians (“Sub-
Investigators” and collectively with the
Principal Investigator, “Investigator” or
“Investigators™) to participate in the Study.
All Sub-Investigators shall work under the
supervision of Principal Investigator. Service
Provider verifies that each Investigator is
qualified by training and experience in
pharmaceutical clinical research and has
expertise in the field of clinical research
relating to the Study. Service Provider has
provided Sponsor with (a) a copy of each
Investigator’s current curriculum vitae; (b) a
copy of the Investigator’s current medical
license; (c) a description of each
Investigator’s experience relevant to the

2.1 Zkousejici. Poskytovatel sluzeb
povetuje i (dale jen ,,hlavni
zkouSejici“) k vykonu funkce hlavniho
zkouSejictho pro tuto studii. Na zdkladé
zadavatelova predchazejiciho souhlasu smi
poskytovatel sluzeb jmenovat spolupracujici
I¢kate (dale jen ,spoluzkouSejici“ a spolu
s hlavnim zkousSejicim, dale jen ,,zkouSejici*),
kteti se budou ucastnit studie. VSichni
spoluzkousejici budou pracovat pod dohledem
hlavniho zkouSejiciho. Poskytovatel sluzeb

potvrzuje, ze kazdy ze zkouSejicich je
kvalifikovan na zdkladé svého vzdélani
a zkuSenosti s farmaceutickym a klinickym
vyzkumem aje  odbornikem v oboru

klinického vyzkumu souvisejiciho se studii.
Poskytovatel sluzeb zadavateli poskytl (a)
kopii zivotopisu kazdého ze zkousejicich, (b)
kopii aktudlni licence zkousejiciho k vykonu
1ékatské praxe, (c) popis zkuSenosti tykajicich
se studie u kazdého ze zkousSejicich, vcetné
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Study, including the dates, location, extent
and type of that experience; and (d) a financial
disclosure statement completed and signed by
each Investigator. Service Provider represents
and certifies that the foregoing information is
correct and complete and that each
Investigator is licensed to practice medicine in
the jurisdiction where the Service Provider is
located. Service Provider is responsible to
Sponsor for compliance of all Investigators
and Research Personnel with the terms of this
Agreement. Service Provider will provide to
each Investigator a copy of the Protocol and
all other information furnished by the Sponsor
to the Service Provider. Service Provider will

dat, mist, rozsahu a druhu takovych zkuSenosti
a (d) finan¢ni pfiznani vyplnéné a podepsané
kazdym ze zkouSejicich. Poskytovatel sluzeb
prohlasuje apotvrzuje, ze vySe uvedené
informace jsou spravné a uplné a ze kazdy ze
zkousSejicich  disponuje licenci  k vykonu
l¢katské praxe v jurisdikci, v niZ poskytovatel
sluzeb sidli. Poskytovatel sluzeb nese vici
zadavateli  odpovédnost za  dodrzovani
podminek této smlouvy ze strany vSech
zkousejicich a personalu vyzkumu.
Poskytovatel sluzeb poskytne kazdému
z pracovnikli  vyzkumu kopii  protokolu
a veskeré informace predané poskytovateli
sluzeb zadavatelem. Poskytovatel sluzeb

ensure that the Investigators are fully | zajisti, aby zkouSejici byli plné informovani
informed about the Study Drug, the Protocol | o hodnoceném 1éku, protokolu a podminkach
and the terms of this Agreement, as applicable | t¢to  smlouvy,  kter¢  setykaji  jimi
to the activities that they perform. vykonévanych ¢innosti.

2.2 Replacement of  Principal 2.2 Nahrazeni hlavniho
Investigator. In the event the Principal | zkouSejiciho. Jestlize hlavni zkouSejici

Investigator becomes either unwilling or
unable to perform the duties required by this
Agreement, Service Provider shall notify
Sponsor in writing within ten (10) days, and
Service Provider and Principal Investigator

will  cooperate, in good faith and
expeditiously, to find a replacement
investigator acceptable to Sponsor. In the

event an acceptable substitute is not found,
this Agreement may be terminated by Sponsor
in accordance with Section 11 of this
Agreement. Service Provider’s cooperation in
finding an acceptable replacement investigator
does not modify or alter its obligation to
perform its obligations and duties pursuant to
this Agreement. In the event of continuation,
the substitute principal investigator shall sign
documentation  provided by  Sponsor
acknowledging his or her new duties as
Principal Investigator.

prestane byt ochoten nebo schopen vykonavat
své povinnosti pozadované podle této
smlouvy, poskytovatel sluzeb bude do deseti
(10) dni informovat zadavatele a poskytovatel
sluzeb a hlavni zkousejici budou v dobré viie
spolupracovat na urychleném nalezeni
nahradniho zkousejiciho, ktery bude pro
zadavatele pfijatelny. Jestlize nebude nalezena
ptijatelna ndhrada, CRO a zadavatel smi tuto
smlouvu ukonéit v souladu s ¢lankem_11 této
smlouvy. Spolupraci poskytovatele sluzeb pfi
nalezeni pfijatelného ndhradniho zkousejiciho
nedochazi k Gpravé ani zméné jeho zavazku
vykondvat povinnosti aukoly dle této
smlouvy. V pfipadé pokraCovani zastupujici
hlavni zkouSejici podepiSe dokumentaci
poskytnutou  zadavatelem, ¢imz vezme
na védomi své nové povinnosti v postaveni
hlavniho zkousejiciho.

2.3 Conflict of Interest. Service

2.3 Stiet _zdjmu. Poskytovatel
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Provider represents and warrants that each
Investigator has not and shall not, during the
enrollment period of the Study, enter into any
contractual agreement or relationship that
would conflict with the obligations to perform
the Study or comply with the terms of this
Agreement. Service Provider shall ensure that
if Research Personnel are members of a
committee that sets formularies or develops
clinical guidelines, such Research Personnel
shall disclose to the committee the existence
and nature of Research Personnel’s
relationship with Sponsor. Such obligation
shall remain in effect for the term of this
Agreement and for a period of two (2) years
after termination.

sluzeb prohlasuje a zarucuje, Ze zadny ze
zkousejicich v prubéhu zatazovaciho obdobi
studie nevstoupil ani nevstoupi do zadného
smluvniho ujednani ¢i vztahu, ktery by byl
v rozporu se zavazkem vykonavat studii nebo
dodrzovat podminky této smlouvy. V pftipade,
ze jsou Clenové persondlu vyzkumu cleny
komise, kterd sestavuje formulédie a vytvaii
klinické piirucky, poskytovatel sluzeb zajisti,
aby taci Clenové personalu vyzkumu
informovali komisi o existenci a povaze svého
vztahu se zadavatelem. Tento zavazek zlstava
v platnosti po dobu trvani této smlouvy a po
dobu dal$ich dvou (2) let po jejim skonceni.

2.4 Personal Data Consent. Both
prior to and during the course of the Study,
Investigators may be called upon to provide
personal data to Sponsor or Sponsor
representative. This personal data may fall
within the scope of the laws and regulations
relating to the protection of personal data.
This personal data may include, as applicable,
names, contact information, work experience
and professional qualifications, publications,
curriculum vitae, educational background,
information related to potential conflicts of
interest and payments made under this
Agreement. This personal data may be used
for the following purposes: (a) the conduct of
the Study; (b) verification by Agencies (as
defined in Section 4), the Sponsor and

24 Souhlas v souvislosti
s osobnimi _udaji. Pfed konanim studie
i1vjejim pribéhu mohou byt zkousejici

vyzvani, aby zadavateli nebo jeho zastupci
poskytli osobni udaje. Na tyto osobni tdaje
se mohou vztahovat zdkony a pravni predpisy
tykajici se ochrany osobnich udaji. Tyto
osobni udaje mohou dle situace zahrnovat
jména, kontaktni udaje, pracovni zkuSenosti
a odborné kvalifikace, publikace, zivotopis,
dosazené vzdélani, informace v souvislosti
s pfipadnym  stfetem z4jmu  a platbami
provedenymi v rdmci této smlouvy. Tyto
osobni udaje smi byt vyuzity k nasledujicim
ucelim: (a) provadéni studie, (b) ovéfeni
ze strany ufadi (dle definice v ¢lanku 4),
zadavatele ajeho zastupce, (c) dodrzovani

Sponsor representative; (¢) compliance with | zdkonnych aregulacnich pozadavki, (d)
legal and regulatory requirements; (d) | zvetejnéni na internetové adrese
publication on www.clinicaltrials.gov, | www.clinicaltrials.gov,

www.sukl.cz/modules/evaluation and | www.sukl.cz/modules/evaluation a
http://clinicaltrialregister.eu/ and other | http://clinicaltrialregister.eu/ ana  jinych
websites and databases that serve a | internetovych strdnkdch a v databazich, které

comparable purpose; (e) storage in databases
to facilitate the selection of investigators for
future clinical trials; and (f) anti-corruption

compliance.

maji  srovnatelné ucely, (e) ukladani
v databazich za ucelem vybéru zkousejicich
pro budouci klinickd hodnoceni a (f)
dodrzovani protikorup¢nich zasad.
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Sponsor or Sponsor representative
may transmit this personal data to
jurisdictions where that information will be
processed and which may or may not have
laws that seek to preserve the privacy of such
personal data. Nevertheless, whenever such
personal data is transferred, it will be
processed in accordance with all applicable
and effective laws. The Service Provider shall
obtain written consents from the Investigators
for the processing and use of their personal
data by Sponsor for the purposes as specified
in this section and provide such consents to

Zadavatel nebo jeho zastupce smi
osobni udaje ptrenaset do jurisdikci, v nichz
budou informace zpracovany a které mohou,
ale nemusi mit zdkony, jejichz ucelem je
zachovat diivérnou povahu takovych osobnich
udaji. Kdykoliv vSak dojde k ptfenosu
takovych osobnich udaji, budou tyto
zpracovany v souladu se vSemi platnymi a
ucinnymi zakony. Poskytovatel sluzeb zajisti
od zkousejicich pisemny souhlas
se zpracovanim a pouzitim jejich osobnich
udaji  zadavatelem za ucely uvedenymi
v tomto ¢lanku a na vyzadani takovy souhlas

Sponsor or Sponsor representative upon | predlozi zadavateli nebo jeho zastupci.
request.
3.0 Ethics Committee 3.0  Eticka komise

3.1 EC Approval. The Study shall
not commence until the Sponsor or Sponsor
representative has obtained in writing EC
approval of the terms and conditions of the
Study, including the Informed Consent and
related instructions for performing the Study;
the Protocol; and the participation of Service
Provider and any Research Personnel in the
Study. All modifications to the Protocol shall
be made by the Sponsor and shall not be
implemented by any Investigator until receipt
of any necessary regulatory approvals,
including SUKL or EC approvals.
Modifications to the Informed Consent shall
be agreed upon by the Sponsor and the
Principal Investigator, and shall not be
implemented by any Investigator until receipt
of EC written approval. Service Provider
agrees that any conditions of approval
imposed by the EC shall be adhered to.

3.1 EK. Studie nebude
zahajena, dokud =zadavatel nebo zastupce
zadavatele neziskd pisemny souhlas EK
se vSeobecnymi podminkami studie, vcetné
informovaného  souhlasu  a souvisejicich
instrukci  k provadéni studie, protokolu
aucasti poskytovatele sluzeb a jakéhokoli
personalu vyzkumu ve studii. Veskeré tpravy
protokolu budou provadény zadavatelem
anebudou ziddnym zpracovniki vyzkumu
zavadény do okamziku obdrzeni veskerych
nezbytnych souhlast SUKLu nebo EK.
Upravy informovaného souhlasu podléhaji
dohod¢ zadavatele ahlavniho zkouSejiciho
a nebudou zadnym ze zkouSejicich zavadény
do okamziku obdrzeni pisemného souhlasu
EK. Poskytovatel sluzeb souhlasi, Ze budou
dodrzovany jakékoliv podminky souhlasu
ulozené EK.

Souhlas

3.2  Withdrawal of EC Approval.
Principal Investigator and/or Sponsor/Sponsor
representative (depending on which party
received the information from the EC) shall

3.2 Odvolani souhlasu EK. V
ptipadé, ze EK odvola nebo pozméni svij
souhlas se studii, hlavni zkouSejici nebo
zadavatel/zastupce zadavatele (zélezi, kterad
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notify the other parties promptly in
accordance with applicable law if the EC
withdraws or alters its approval of the Study.

strana obdrzi tuto informaci od etické komise)
bude ostatni smluvni strany vcas informovat
v souladu s platnymi zakony..

3.3 Correspondence  with EC.
Service Providers hall send Sponsor a copy of
all applicable correspondence with the EC,
including any correspondence relating to
continuing review.

3.3  Korespondence s EK.
Poskytovatel sluzeb zaSle zadavateli kopie
veskeré ptipadné korespondence s EK, véetné
jakékoliv korespondence v souvislosti
s pokracujicim posuzovanim.

4.0 Privacy of Personal Health | 4.0 Duavérnost osobnich zdravotnich
Information udaju
Service Provider shall ensure that all Poskytovatel  sluzeb  zajisti, aby

Research Personnel conduct the Study in
accordance with all applicable and effective
Czech and European laws and regulations
governing the confidentiality and privacy of
personal health information (“PHI”). Service
Provider shall ensure that Investigators obtain
from each Study subject at the time of
enrollment, a signed consent for the
confidential  disclosure, processing and
transfer of Study subject’s PHI in a form
reasonably acceptable to Sponsor (which form
shall be submitted to Sponsor for prior review
and approval, such approval not to be
unreasonably withheld), and shall give timely
notice to Sponsor of any failure to do so.
Such consent shall, in addition to such other
provisions as required by law, provide that
Sponsor be permitted to use and disclose the
Study subject’s PHI as stated in the Informed
Consent. Any subsequent modification to the
consent used in the Study must be reasonably
acceptable to Sponsor. All original signed
consents shall be retained by Service Provider
and be available for inspection by Sponsor,
Sponsor representative and the FDA or any
other governmental or regulatory authorities
(each an  “Agency” or collectively
“Agencies”). Service Provider shall submit a
copy of the signed consent to any health care

provider from whom any Investigator requests

vSechen personal vyzkumu provadél studii
vsouladu sevSemi platnymi a ucinnymi
Ceskymi a evropskymi pravnimi ptedpisy,
kterymi se fidi divérnost a ochrana osobnich
zdravotnich  udajo  (dale jen ,,0ZU%).
Poskytovatel sluzeb zajisti, aby zkousejici od
kazdého ze subjekti  studie v okamziku
zafazeni ziskali podepsany souhlas se
zachazenim s osobnimi 1udaji, zpracovanim
aprenosem OZU subjektt studie ve forms,
ktera je pro zadavatele v pfiméfené miie
pfijatelnd (a bude zadavateli piedem
piedlozena k posouzeni a schvéleni, pficemz
takové  schvaleni nebude bezdivodné
odpirano), a v ptipad¢ netspéchu pii ziskani
souhlasu na tuto skutecnost zadavatele vcas
upozorni. V  takovém souhlasu bude
zadavateli, kromé&  jinych  ustanoveni
vyzadovanych zédkonem, umoznéno vyuzivat
aposkytovat OZU subjektd studie, ato
zpusobem  stanovenym v informovaném
souhlasu. Jakékoliv nasledné upravy souhlasu
pouzité¢ho ve studii musi byt pro zadavatele
v pfiméfené  mife  piijatelné.  VSechny
origindlni podepsané souhlasy si ponecha
poskytovatel sluzeb, u néhoz budou
k dispozici pro pfipad inspekce ze strany
zadavatele, jeho zastupce a ufadu FDA nebo
jakéhokoliv jiného statniho nebo regula¢niho
ufadu (samostatné dale jen ,urad“ nebo
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PHI about a research Study subject. Service
Provider will obtain such authorizations or
consents as may be required under applicable
and effective Czech and European laws and
regulations to permit the Sponsor, Sponsor
representative, and Agencies to exercise the
rights set forth in this Agreement.

spole¢né jen ,urady*). Poskytovatel sluzeb
piedlozi  kopii  podepsaného  souhlasu
kterémukoliv poskytovateli zdravotni péce, od
néhoz si zkousejici vyzada OZU kteréhokoliv
ze subjektl vyzkumné studie. Poskytovatel
sluzeb ziska takova povoleni ¢i souhlasy,
které mohou byt vyZzadovany ceskymi ¢i
evropskymi platnymi a G¢innymi pravnimi
predpisy, které zadavateli, jeho zastupcim a
ufadim umozni vykon prav stanovenych
v této smlouvé.

5.0 Sponsor Materials and Equipment 5.0  Materiala vybaveni od zadavatele
5.1 Sponsor Materials. Sponsor or 5.1 Material zadavatele. Zadavatel
Sponsor representative shall provide all Study | nebo jeho zastupce bezplatné poskytne

Drugs and certain reagents or other materials
as provided for in the Protocol (collectively,
“Materials”) to the Service Provider at no
charge. The Sponsor will ensure their supply
to the pharmacy of the Service Provider (FN
Motol, nemocniéni 1ékarna, V Uvalu 84, 150
06 Praha, Czech Republic) where the
pharmacist will accept and examine them that
is the pharmacist will check if the package is
not damaged and if special transport
requirements were complied with in case that
such requirements exist; at the same time the
package must be labeled with names of the
responsible pharmacists) and confirm the
receipt. The Principal Investigator or study
staff member acting on his behalf will then
collect the materials and the Principal
Investigator will be responsible for it. The
Sponsor is obligated to notify the responsible
pharmacist about the coming package to
pharmacy via email or phone within 2
(two)working days prior the delivery. The
Service Provider and Research Personnel shall
at all times hold, store, handle, and transport
the Materials in compliance with all
applicable and effective laws and legal
regulations. Service Provider shall keep the

Materials in a locked, secured area at all

poskytovateli sluzeb veskeré hodnocené I€ky
aurCitd cinidla nebo jiné materidly, jak
stanovi  protokol (spolecné¢ dale jen
materialy*‘). Zadavatel zajisti jejich dodavku
do l¢karny poskytovatele sluzeb (FN Motol,
nemocniéni 1ékarna, V Uvalu 84, 150 06
Praha, Ceska republika), kde je lékarnik
pfevezme a zkontroluje, - tzn. jejsou-li
poskozeny, v piipad¢ zvlastnich pozadavkl na
transport, byly - li tyto dodrZeny; soucasné
zasilka musi byt oznaCena  jmény
odpovédnych lékarniki) a piijem zasilky
potvrdi; nasledné¢ si na Zadanku hlavni
zkousejici nebo jim povéfeny c¢len personélu
vyzkumu materidl vyzvedne a hlavni
zkouSejici za né& bude plné¢ odpovédny.
Zadavatel je povinen oznamit do 2 (dvou)
pracovnich dnli pfed dodanim, kdy bude
zésilka do 1€karny pfedana, a to bud’ e-mailem
nebo telefonicky povéfenému 1ékarnikovi.
Poskytovatel sluzeb a personal vyzkumu
budou materidly vzdy udrzovat, skladovat,
s témito nakladat a tyto pfepravovat v souladu
se véemi platnymi a G¢innymi pravnimi
predpisy. Poskytovatel sluzeb bude materialy
vzdy uchovavat v uzamcéeném
a zabezpe€eném misté¢ a bude udrzovat presné
zdznamy  obsahujici 0daje o nakladéni
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times, and shall maintain accurate records
showing the disposition and return of the
Materials, including recording the dates and
amounts of Materials (a) received; (b)
dispensed or administered, including the
Study subjects to whom the Materials were
dispensed or administered; (c) disposed of,
damaged, or lost; and (d) returned to Sponsor,
as directed, (“Inventory Data”). The
Materials provided by or on behalf of Sponsor
to Service Provider and/or Investigators in
connection with this Agreement or the Study
shall be and remain the exclusive property of
Sponsor. Service Provider and Investigators
shall use the Materials only to conduct the
Study and for no other purpose. Upon
termination or completion of the Study,
termination or expiration of this Agreement,

s materidly a jejich vraceni, véetn¢ zdznamul
o datech a mnoZstvich materialt (a) pfijatych,
(b) vydanych ¢i podanych, véetné subjektl
studie, jimz byl material vydan ¢i podan, (c)
zlikvidovanych, poskozenych nebo ztracenych
a (d) vracenych zadavateli dle pokyna (dale
jen ,informace o stavu zasob*). Materidly
poskytnuté  poskytovateli sluzeb a/nebo
zkousSejicim zadavatelem nebo jeho jménem
v souvislosti s touto smlouvou nebo studii
budou a zlistanou ve vyhradnim vlastnictvi
zadavatele. Poskytovatel sluzeb a zkousejici
budou materidly pouzivat pouze a vylucné
k provadéni studie. Po ukonceni ¢i dokonceni
studie, ukonCeni ¢i vyprSeni platnosti této
smlouvy nebo nazdkladé zadavatelova
pozadavku budou vesSkeré materidly dle
zadavatelova vyhradniho uvédzeni ana jeho

or upon request by Sponsor, all Materials shall | ndklady tomuto vraceny, ptipadné
be returned to Sponsor as directed, or | zlikvidovany.

destroyed at Sponsor’s sole option and

expense.

52 Sponsor _Equipment. The | 5.2. Vybaveni  zadavatele. = Zadavatel
Sponsor will not provide any equipment to the | neposkytne  poskytovateli  sluzeb zadné
Service Provider for use in the Study except | vybaveni pro pouziti vtomto klinickém
consumables, in particular e.g. infusion bags | hodnoceni vyjma spotfebniho materidlu,
(thereafter “consumables”). Service Provider | zejména napi. infuzni vaky (dale jen

commits to:

a) follow all manuals and instruction for use
and care of consumables

b) to use consumables only for CSL112 Study
purposes

¢) to return unused consumables to Sponsor.

,spotfebni material®). Poskytovatel sluzeb se
zavazuje

a) fidit se veSkerymi navody a pokyny
k pouziti a péc¢i o spotiebni material;

b) vyuzivat spotiebni material pouze pro ucely
studie CSL112;

c) nevyuzity spotiebni material  vratit
zadavateli.
6.0 Reports and Study Conduct 6.0  HlaSeni a provadéni studie
6.1 Study Data and Source 6.1 Udaje  ostudii a zdrojové
Records. Service Provider shall submit to | zaznamy. Poskytovatel sluzeb zadavateli
Sponsor complete and accurate case report | predlozi  kompletni a spravné  zaznamy

forms and any other records, reports, and data

that may be required to be delivered to

subjektii hodnoceni a jakékoliv dalsi zaznamy,
hlaSeni audaje, jejichz dodani zadavateli
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Sponsor pursuant to the Protocol (collectively
“Study Data”) in accordance with the
schedules set forth therein. All other
information and data collected or created
pursuant to or prepared in connection with the
Protocol other than Study Data, including
medical records, x-rays, biopsy reports,
ultrasound photographs or other diagnostic
images, and all other primary data sources
underlying data recorded on the case report
forms (collectively “Source Records”) shall
remain at and be the property of the Service
Provider and shall be available for inspection
in accordance with Section 7.0. In addition,
Service Provider agrees to provide any
additional data, access or assistance
reasonably requested by Sponsor in
connection with the approval or clearance of
the Study Drug.

muze byt v souladu s protokolem vyzadovano
(spolecné dale jen ,,idaje o studii*) v souladu
s harmonogramy uvedenymi v protokolu.
Vyjma udaji o studii zistanou veskeré dalsi
informace a udaje shroméazdéné ¢i vytvoiené
na zakladé  protokolu nebo  pfipravené
v souvislosti  snim, vcéetné¢ lékarskych
zdznamu, rentgenovych snimkl, zprav
z biopsie, ultrazvukovych fotografii nebo
jinych diagnostickych snimki a veskeré dalsi
zdroje primarnich dat uvedené v zaznamech
subjekti  hodnoceni (spolecn¢ dale jen
»Zzdrojoveé zaznamy*) v majetku
poskytovatele sluzeb a budou k dispozici pro
pfipad inspekce v souladu s ¢lankem 7.0.
Poskytovatel sluzeb dale souhlasi s tim, Ze
poskytne jakékoliv dodatecné idaje a pristup
¢1 asistenci v pfiméfené mife pozadovanou
zadavatelem v souvislosti se schvalenim nebo
povolenim hodnoceného 1€ku.

6.2  Adverse Events. Service
Provider shall notify Sponsor of all adverse
events. If the adverse event is serious or
unexpected, or requires action by Sponsor to
prevent an unreasonable risk of substantial
harm to the public health, then notice shall be
given immediately (but in no event later than
twenty-four (24) hours after learning of such
event) by telephone, facsimile or email to
Sponsor and, to the extent required by
applicable FDA regulations and EC policy.
Any notices made by telephone shall be
confirmed in writing within two (2) days of
the initial notification. Service Provider shall
provide Sponsor with all associated
documentation (e.g., lab reports, death
summary, operative reports, etc.) for each
adverse event.

6.2  Nezadouci ptihody.
Poskytovatel  sluzeb  bude  zadavatele
informovat o vSech nezadoucich ptihodach.
Je-li nezddouci piihoda zavaznd nebo
neocekavania, nebo  jestlize  vyzaduje
zadavatellv zdsah za ucelem prevence
nepiimétené¢ho  rizika vyznamné Ujmy
na zdravi vefejnosti, musi byt zadavatel
bezodkladné (vZzdy vSak nejpozdéji do dvaceti
Ctyt (24) hodin po zjisténi takové piihody)
informovan  telefonicky, = faxem  nebo
elektronickou  posStou, ato v rozsahu
vyzadovaném platnymi natizenimi ufadu FDA
a smérnici ES. Jakékoliv telefonicka ozndmeni
budou pisemné potvrzena do dvou (2) dnii od
prvotniho oznameni. Poskytovatel sluzeb
poskytne zadavateli veskerou souvisejici
dokumentaci (napft. laboratorni zpravy, imrtni
zpravy, operacni zdznamy atd.) pro kazdou
jednotlivou nezadouci piihodu.

6.3 Protocol Deviations. In the

event of any deviation from the Protocol,

6.3 Odchylky od protokolu. V
ptipad¢ jakychkoliv odchylek od protokolu
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Investigators shall record such deviation on a
protocol deviation log (e.g., late or missed
visits, tests not performed) and, in the event of
a major deviation (e.g., enrollment of a Study
subject not meeting all enrollment criteria),
Service Provider shall notify Sponsor and EC
as soon as possible, but in no event later than
five (5) working days after the deviation
occurs. Deviation from the Protocol arising
out of medical necessity for Study subject
safety shall not be deemed a failure to adhere
to the Protocol or a breach of this Agreement
provided that the Investigators shall, within
twenty-four (24) hours, notify the Sponsor of
any such deviations and confirm in writing the
reason for such deviation within a reasonable
time thereafter.

budou zkousejici takové odchylky
zaznamenavat do zaznamu odchylek od
protokolu (napf. opozdéné ¢i neuskute¢néné
navstévy, neprovedend vysSetieni) a v ptipade
vyznamnych  odchylek (napf. zafazeni
subjektu studie, ktery nesplituje vSechna
kritéria pro zafazeni) bude poskytovatel
sluzeb co nejdiive, nejpozdéji vsak do péti (5)
pracovnich  dntt  povzniku  odchylky
informovat zadavatele a EK. Odchylka od
protokolu, ktera je =z lékafského hlediska
nezbytnd pro bezpeCnost subjektu studie,
nebude povazovana za nedodrZeni protokolu
ani poruseni této smlouvy za piedpokladu, ze
zkousejici zadavatele o jakychkoliv takovych
odchylkdch do dvaceti c¢tyt (24) hodin
informuje avpfiméfené lhat€¢ nasledné
pisemné potvrdi diivod takové odchylky.

6.4  Study Subject Withdrawal. In
the event a Study subject does not report for a
scheduled follow-up visit, Service Provider
shall contact the Study subject within ten (10)
days after the date of the scheduled wvisit
regarding the failure to keep the appointment.
If a Study subject withdraws from the Study,
Service Provider shall use reasonable
measures to follow up with the Study subject
in person or by telephone (if possible),
otherwise by certified mail, to determine the
reason for the discontinuance and complete
the termination form.

6.4  Odstoupeni subjektu studie. V
pripadé, Ze sesubjekt studie nedostavi
k planované kontrolni navstéveé, poskytovatel
sluzeb bude subjekt studie do deseti (10) dna
podatu plénované névstévy kontaktovat
ve véci nedodrzeni terminu navstévy. Jestlize
subjekt studie ze studie odstoupi, poskytovatel
sluzeb pouzije piimétenych opatfeni pro
nasledné kontaktovani subjektu studie osobné
nebo telefonicky (je-li to mozné), v ostatnich
piipadech doporu¢enou postou, a to za ucelem
zjisténi  divodu  preruseni  a vyplnéni
formulare pii ukonceni ucasti.

7.0 Data Storage and Access

7.0 Uchovavani dat a pristup k datiim

7.1 Collection and Storage of Data.
With respect to the Study subject’s medical
files, the parties agree to exercise measures to
hold in confidence the identity of Study
subjects in accordance with applicable laws.
In addition to any collection, security and
storage provisions imposed under applicable
laws, Service Provider shall ensure the

prompt, complete, and accurate reporting and

7.1 Sbér _auchovévani dat. V
souvislosti se zdravotnimi zdznamy subjekta
studie se strany dohodly uplatnit opatfeni,
ktera maji v souladu s platnymi zakony
zachovat totoznost subjektl studie
v divérnosti. Krom€ ustanoveni o sbéru,
zabezpeCeni auchovavani dat uloZenych
platnymi zakony zajisti poskytovatel sluzeb
okamzité, uplné a presné hlaseni a oznaCovani
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labeling of the Study Data, Source Records,
and Inventory Data and shall cooperate with
Sponsor and Sponsor representative in
promptly resolving any data inquiries.
Service Provider shall, and shall ensure that
all Research Personnel maintain and store the
Study Data, Source Records and Inventory
Data in a secure manner with physical and
electronic access restrictions, and
environmental controls appropriate to the
applicable data type and in accordance with
applicable industry standards. Service
Provider shall, and shall ensure Research
Personnel will protect the Study Data, Source
Records and Inventory Data  from
unauthorized use, access, duplication,
disclosure, loss or damage. Service Provider
shall maintain all Study Data, Source Records
and Inventory Data for the longer of fifteen
(15) years or applicable legal requirements.
Service Provider shall not, and shall ensure
that Research Personnel do not destroy any
Study Data, Source Records or Inventory Data
without Sponsor’s prior written permission.
Service Provider agrees to ensure that the
Research Personnel maintains all versions of
the Protocol in Service Provider’s Study files.

udaji o studii, z4dznami
a informaci o stavu a bude
se zadavatelem a jeho zastupcem
spolupracovat  pifi  okamzitém  feSeni
jakychkoliv  dotazi v souvislosti s daty.
Poskytovatel sluzeb bude udaje o studii,
zdrojové zaznamy a informace o stavu zasob
udrzovat a uchovavat bezpetnym zplsobem
zahrnujicim fyzické 1 elektronické omezeni
piistupu  a mechanizmy  environmentalni
kontroly, které odpovidaji pfislusnému druhu
dat a v souladu s normami platnymi pro dané
odvétvi, a zajisti, aby taktéz cinil i personal
vyzkumu. Poskytovatel sluzeb bude udaje
ostudii, zdrojové zdznamy a informace
o stavu zdsob chranit ptfed neopravnénym
pouzivanim, piistupem, kopirovanim,
zptistupnénim, ztratou nebo poskozenim
a zajisti, aby taktéz Cinil i personal vyzkumu.
Poskytovatel sluzeb bude udaje o studii,
zdrojové zaznamy a informace o stavu zasob
uchovavat po dobu patnacti (15) let nebo
v souladu se zdkonnymi pozadavky podle
toho, které¢ zobdobi je delsi. Poskytovatel
sluzeb jakékoliv udaje o studii, zdrojové
zdznamy nebo informace o stavu zéasob
nezni¢i bez zadavatelova predchazejiciho
pisemného svoleni a zajisti, aby tak neucinil
ani personal vyzkumu. Poskytovatel sluzeb
souhlasi, Ze persondl vyzkumu wuchova
vSechny verze protokolu v ramci dokumentace
poskytovatele sluzeb, kterd se tyka studie.

zdrojovych
zasob

7.2 Monitoring. Service Provider
shall allow the Sponsor and Sponsor

representative reasonable access to Service
Provider and Research Personnel’s, as
applicable, facilities and/or records to permit
monitoring of the Study and reviewing,
inspection and copying of Study Data, Source
Records, Inventory Data, and signed Informed
Consents and PHI consents, to the extent
allowed by applicable law. Such access shall

be strictly limited to the facilities involved in

7.2 Monitoring. Poskytovatel
sluzeb umozni zadavateli ajeho zastupci
pfiméfeny ptistup do zafizeni a/nebo
k zaznamiim poskytovatele sluzeb a personalu
vyzkumu, dle potieby, a dovoli tak provedeni
monitoringu studie a posouzeni, inspekci
a kopirovani udaji o studii, zdrojovych
zaznamu, informaci o stavu zasob
apodepsanych  informovanych  souhlasii
asouhlasi  sposkytnutim  OZU, ato
v rozsahu, ktery je pfislusSnym zdkonem
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the performance of the Study and shall be
scheduled in advance at mutually agreed upon
times while the visit must not restrict normal
operation of the Service Provider. Service
Provider shall provide reasonable access to

povolen. Takovy pfistup bude pfisn¢ omezen
na zafizeni zapojend do provadéni studie
abude predem planovan  ve vzdjemné
dohodnutych terminech s tim, Ze navstéva
nesmi omezit bézny provoz poskytovatele

relevant Research Personnel and Research | sluzeb.  Poskytovatel sluzeb  poskytne
Personnel shall reasonably assist in addressing | pfiméteny pfistup k pfislusSnému persondlu
data queries. vyzkumu apersonal vyzkumu poskytne
pfiméfenou asistenci pii feSeni dotazl

tykajicich se dat.
7.3  Agency Audits. Service 7.3  Utedni audity. Poskytovatel

Provider and Principal Investigator shall
notify Sponsor immediately by telephone,
facsimile, or email (with a follow-up by mail)
upon, but not later than twenty-four (24) hours
after, learning that an Agency inspection is
scheduled to take place, or, if there is no prior
notice by an Agency, that an inspection has
commenced. Service Provider shall make all
reasonable efforts to coordinate any
scheduling of Agency inspections to permit
Sponsor and Sponsor representative to attend
such inspections.  Service Provider shall
provide Sponsor with copies of all Study

Data, Source Records, and any other
materials, correspondence and documents
which such party receives, obtains, or

generates pursuant to any such inspection or
in  connection with any  inquiries,
communications or correspondence from any
Agency. Service Provider shall make, and
shall ensure that Research Personnel make
reasonable efforts to segregate, and not
disclose, any Study Data, Inventions (as
defined in Section 9.0), Source Records and
other = materials,  correspondence  and
documents that are not required to be
disclosed during such an inspection, including
financial data and pricing information. If an
Agency issues an official communication after
the conclusion of an inspection which indicate
any violations noted during inspections or

investigations, , Service Providershall send a

sluzeb a hlavni zkousSejici budou zadavatele
thned informovat telefonicky, faxem nebo
elektronickou postou (s naslednym
potvrzenim poStou), nejpozdéji vSak do
dvaceti ¢tyf (24) hodin po zjisténi, ze byla
naplanovana uiedni inspekce; v piipadé, ze
nedoslo k predbéznému ozndmeni ze strany
ufadu, bude zadavatel informovan, Zze
inspekce jiz byla zahdjena. Poskytovatel
sluzeb vyvine veskeré pfimefené usili za
ucelem koordinace planovani jakychkoliv
ufednich inspekci, aumozni tak zadavateli
a jeho zastupci ucast pfi takovych inspekcich.
Poskytovatel sluzeb poskytne zadavateli kopie
veskerych udajt o studii, zdrojovych zdznamu
a jakychkoliv dalSich materiald,
korespondence a dokumentt, které takova
strana obdrzi, ziskd ¢i vytvoii na zakladé
jakékoliv takové inspekce ¢i ve spojitosti
s jakymikoliv pozadavky, komunikaci nebo
korespondenci od  kteréhokoliv  turadu.
Poskytovatel sluzeb vyvine pfimétené usili a
zajisti, aby personal vyzkumu ucinil taktéz,
aby oddélil a znepftistupnil jakékoliv udaje
o studii, vynalezech (definovanych v ¢lanku
9.0), zdrojovych  zdznamech a jinych
materiadlech, korespondenci a dokumentech,
vcetné financnich udajii a informaci o cenach,
jejichz  poskytnuti neni v pribé¢hu dané
inspekce pozadovano. Jestlize tufad po
provedeni inspekce vyda oficidlni oznameni
naznacujici, ze pii inspekci nebo vysetiovani
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copy of such document promptly to Sponsor,
and obtain Sponsor’s approval of the draft
response to such document before it is sent to
the applicable Agency.

bylo zjisténo poruSeni ptedpist, poskytovatel
sluzeb ihned odeSle kopii takového
dokumentu zadavateli a pred odeslanim
odpovédi na takovy dokument doty¢nému
ufadu ziskd zadavateliv souhlas s jejim
navrhm.

7.4 Sponsor Audits.  Audits or
inspections may be performed during or after
completion of the Study by Sponsor or
Sponsor representative. Any such audits by
Sponsor or Sponsor representative shall be at
mutually agreeable times, during regular
business hours. In the event that Sponsor
requests to perform such an audit and/or
inspection, Service Provider shall fully
cooperate with such inspection, allow
reasonable access to the facilities, records and
systems relevant to the Study and if necessary
provide other information as requested but the
audit must not restrict the normal operation of
the Service Provider. Service Provider shall
also make available necessary Research
Personnel as needed. Service Provider agrees
to address any findings which result from
such audit.

7.4  Audity zadavatele. Zadavatel
nebo jeho zastupce je opravnén v prubéhu
studie nebo po jejim dokonCeni provadét
audity nebo inspekce. V ptipadé€, ze zadavatel
pozada o provedeni takového auditu a/nebo
inspekce a bude oboustrann¢ dohodnut termin
auditu béhem standardni pracovni doby.
Poskytovatel sluzeb bude pii takové inspekci
plné€ spolupracovat, umozni pfiméefeny piistup
do zafizeni akzidznamim a systémim
tykajicim  se studie a v pfipadé¢ potieby
poskytne dal$i pozadované informace, avSak
audit nesmi  omezit bézny  provoz
poskytovatele sluzeb. Poskytovatel sluzeb
dale =zajisti, aby byl kdispozici pottebny
personal vyzkumu. Poskytovatel sluzeb
souhlasi s tim, Ze bude fesit jakdkoliv zjiSténi
vyplyvajici z takového auditu.

8.0 Publications and Public Disclosure 8.0 Publikace a zverejiiovani informaci

8.1 Publication _and Disclosure. 8.1 Publikace a zvefejnéni.
Service Providershall have the right to | Poskytovatel sluzeb bude mit pravo
publish, present or otherwise publicly disclose | publikovat, prezentovat nebo  jinak
the results of and disseminate information | zvetfejiiovat vysledky c¢innosti provadénych
pertaining to the activities conducted under | na zdkladé  této  smlouvy  a v souladu

this Agreement and in accordance with the
requirements of this Section 8.0. Service
Provider shall include the register and
clinicaltrials.gov, and, as required by law, the
www.sukl.cz/modules/evaluation and
http://clinicaltrialregister.eu/ identifier in the
abstract of any publication. Service Provider
agrees to submit any proposed publication,
presentation or other public disclosure to

Sponsor for review at least thirty (30) days

s pozadavky tohoto c¢lanku_8.0 a rozSifovat
snimi souvisejici informace. Poskytovatel
sluzeb zahrne do souhrnu jakékoliv publikace
identifika¢ni znaky uvadéné v registru ana
internetovych  adresach  clinicaltrials.gov,
www.sukl.cz/modules/evaluation a
http://clinicaltrialregister.eu/ Poskytovatel
sluzeb souhlasi, Zze predlozi jakékoliv
navrzené¢ publikace, prezentace nebo jiné
zvefejnéni informaci zadavateli k posouzeni,
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prior to submitting such proposed publication,
presentation or other public disclosure to a
publisher or other third party. Within thirty
(30) days of its receipt, Sponsor shall advise
Service Provider and/or Principal Investigator,
as the case may be, in writing of any
information contained therein which is
Confidential Information (as defined in
Section 10.1) (other than Study Data) or
which may impair Sponsor’s ability to obtain
patent protection. Sponsor shall have the right
to require Service Provider and/or Principal
Investigator, as applicable, to remove
specifically identified Confidential
Information (other than Study Data) and to
delay the proposed publication, presentation
or other public disclosure for an additional
ninety (90) days to enable Sponsor to seek

ato nejméné tiicet (30) dni pred odeslanim
takové navrhované publikace, prezentace nebo
jiného zvefejnéni informaci vydavateli nebo
jiné tfeti stran¢. Zadavatel bude do tficeti (30)
dnli od jejich obdrZeni pisemné informovat
poskytovatele  sluzeb a/nebo  hlavniho
zkousejiciho, podle toho, jak to dany ptipad
vyzaduje, o jakychkoliv informacich, které
jsou v publikaci obsazené a predstavuji
daveérné informace (definované v ¢lanku 10.1)
(krom¢ udajti studie), nebo by mohly
zadavatele omezit v moznosti  zajiSténi
patentové ochrany. Zadavatel bude mit pravo
pozadovat, aby poskytovatel sluzeb a/nebo dle
situace hlavni zkouSejici odstranil specificky
oznacen¢ duvérné informace (kromé udaji
studie) apozdrzel navrhovanou publikaci,
prezentaci nebo jiné zvefejnéni informaci

patent protection. o dalSich devadesadt (90) dnid, aby tak
zadavateli umoznil  zajiSténi  patentové

ochrany.
8.2  Multi-Center Publications. If 8.2  Multicentrické publikace. V

the Study is a multi-center Study, Service
Provider agrees that they shall not, without the
Sponsor’s prior written consent,
independently publish, publicly disclose,
present or discuss any results of or
information pertaining to the activities
conducted under this Agreement until such a
multi-center publication is released; provided,
however, that if a multi-center publication is
not released within eighteen (18) months after
completion of the Study at all research sites,
Service Provider shall have the right to
publish the results of and information
pertaining to the activities conducted under
this Agreement in accordance with the
provisions of Section 8.1.

pfipadé¢ multicentrické studie poskytovatel
sluzeb souhlasi, Ze sebez =zadavatelova
ptedchéazejiciho pisemného souhlasu zdrzi
nezavislé publikace, zvefejnéni informaci,
prezentace nebo diskuse o jakychkoliv
vysledcich ¢innosti provadénych na zaklade
této smlouvy nebo snimi souvisejicich
informaci do okamziku, kdy dojde k vydani
takové multicentrické publikace. Pokud vsak
k vydani dané multicentrické publikace
nedojde  do  osmnicti  (18) mésici
po dokonceni studie ve vSech vyzkumnych
centrech, poskytovatel sluzeb bude mit pravo

zvetejnit  vysledky cinnosti provadénych
na zékladé této smlouvy nebo s nimi
souvisejici informace v souladu

s ustanovenimi ¢lanku 8.1.

8.3 Media Contacts. Service
Provider shall not, and shall ensure that

Research Personnel do not, engage in

8.3  Kontakty s médii. Poskytovatel
sluzeb nebude poskytovat bez zadavatelova
ptedchézejiciho pisemného souhlasu jakékoliv
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interviews or other contacts with the media,
including but not limited to newspapers, radio,
television and the Internet, related to this
Agreement, including without limitation, the
Study, the Study Drug, Inventions (as defined
in Section 9.0), or Study Data without the
prior written consent of the Sponsor. This
provision does not prohibit disclosure of
Study Data in accordance with Sections 8.1 or
8.2. Furthermore, no party shall use the name
or identifying marks of another party without
prior written consent of the party whose name
or identifying mark is proposed to be used.

rozhovory ani nebude mit jiné kontakty
s médii, mimo jiné v¢etné, ale nikoliv pouze, s
novinami, rozhlasem, televiznim vysilanim
a internetem v souvislosti s touto smlouvou,
coz se mimo jiné tyka i studie, hodnocené¢ho
1éku, vynalezli (definovanych v ¢lanku_9.0)
nebo udaju o studii a zajisti, aby taktéz Cinil
ipersondl  vyzkumu. Toto  ustanoveni
nezakazuje  zpfistupnéni 0daji o studii
vsouladu s¢lankem 8.1 nebo 8.2. Zadna
ze smluvnich stran nebude dale pouzivat
nazev nebo identifikacni znaky jiné smluvni
strany bez pfedchazejiciho  pisemného
souhlasu smluvni strany, jejiz ndzev nebo
identifika¢ni znaky navrhuje pouZit.

8.4 Release of Information.
Sponsor may use, refer to, and disseminate
reprints of scientific, medical, and other

8.4  Svoleni se zvetejnénim
informaci. Zadavatel smi vyuzivat, zminovat

arozSifovat pretisky veédeckych, lékaiskych

published articles relating to the Study, which | a jinych zvefejnénych ¢lankti  tykajicich
disclose the name of Investigators and/or | se studie, vnichz je uvedeno jméno
Service Provider. zkouSejictho a/nebo néazev poskytovatele
sluzeb.

9.0 Intellectual Property 9.0  DusSevni vlastnictvi

9.1 Pre-existing Intellectual 9.1 Jiz existujici duSevni
Property. Ownership of inventions, | vlastnictvi. Vlastnictvi vyndlezi, technologii,
technologies, know-how, ideas, processes, | know-how, néapadl, postupli, technik,
techniques, algorithms, programs, discoveries, | algoritmi, programl,, objevl, vylepseni,
improvements, devices, pharmaceuticals, | zafizeni, 1é¢iv, biologickych ptipravkd,
biologics, products, concepts, designs, | produktli, konceptli, designii, prototypu,
prototypes, samples, models, technical | vzorki, modeldi, technickych informaci,
information, materials, drawings, | materiald, vykrest, specifikaci a jinych

specifications and other works of authorship
existing as of the Effective Date hereof, and
all patents, copyrights, trade secret rights and
other intellectual property rights therein
(collectively,  “Pre-existing Intellectual
Property”), are not affected by this
Agreement, and neither party shall have any
claims to or rights in any Pre-existing
Intellectual Property of the other party.

autorskych d¢€l existujicich k datu ucinnosti
této smlouvy a veskerych patentli, autorskych

prav, prav  vsouvislosti s obchodnim
tajemstvim  ajinych prav  k dusevnimu
vlastnictvi  uvedenych  vtéto  smlouvé

(spolecné dale jen ,jiz existujici duSevni
vlastnictvi) neni touto smlouvou ovlivnéno
a z4dna ze smluvnich stran nebude mit zZadny
narok ani pravo na jakékoliv jiz existujici
duSevni vlastnictvi druhé smluvni strany.
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9.2 Ownership. Sponsor shall own
all right, title and interest in and to (a) any
inventions, technologies, know-how,
processes, techniques, algorithms, discoveries,
improvements, biologics, pharmaceuticals,
products, concepts, designs, prototypes,
samples, models, technical information,
materials, drawings, and specifications that
are conceived, first reduced to practice or
created pursuant to this Agreement or
otherwise related to Confidential Information
(as defined in Section 10.1), whether by

Sponsor, Service Provider, or Research
Personnel, individually or jointly
(“Inventions”) and (b) Study Data. Service

Provider shall, and shall cause Research
Personnel to, promptly and fully disclose all
Inventions to Sponsor in writing. Service
Provider, on behalf of itself and Research
Personnel, hereby assigns (i) all of its
intellectual property and proprietary right, title
and interest in and to the Inventions and Study
Data to Sponsor; and (ii) all rights of action
and claims for damages and benefits arising
due to past and present infringement of said
rights. Service Provider shall cooperate and
assist Sponsor to execute and shall cause
Research Personnel to execute all documents
reasonably necessary for Sponsor to secure,
perfect, effectuate and preserve Sponsor’s
ownership rights in and to the Inventions and
Study Data.

9.2
vlastnikem

Zadavatel bude
tituld  a podili
v souvislosti jakymikoliv  vynélezy,
technologiemi, know-how, postupy,
technikami, algoritmy, objevy, vylepSenimi,
biologickymi pfipravky, léCivy, produkty,
koncepty, designy, prototypy, vzorky, modely,
technickymi informacemi, materidly, vykresy
a specifikacemi, k jejichz formulovani,
prvnimu uvedeni do praxe nebo vytvoreni
dojde na zadklad¢ této smlouvy ¢i jinak

Vlastnictvi.
vSech prav,

s (a)

v souvislosti s divérnymi  informacemi
(definovanymi v ¢lanku 10.1), a to jednotlivé
¢i spole¢né ze strany zadavatele,

poskytovatele sluzeb nebo personalu vyzkumu
(dale jen ,vynalezy“), a(b) udaji o studii.
Poskytovatel  sluzeb  bude  zadavatele
bezodkladn¢ auplné v pisemné podobé
informovat o vSech vynalezech a zajisti, aby
taktéz ¢inil 1 personal vyzkumu. Poskytovatel
sluzeb jménem svym ajménem personalu
vyzkumu timto zadavateli postupuje (i)
veSkeré své duSevni vlastnictvi a majetkova
prava, tituly a podily v souvislosti s vynalezy
audaji o studii a (ii) veSkera prava na podani
zaloby ¢i uplatnéni néaroku na odskodné
a nahrady plynouci z minulych a soucasnych
poruseni takovych prav. Poskytovatel sluzeb
bude se zadavatelem spolupracovat a poskytne
mu asistenci pfi vystavovani veskerych
dokumentti, které jsou pro zadavatele
v pfiméfené mife nezbytné k zabezpeceni,

zdokonalovani, vykonu a zachovani
zadavatelovych vlastnickych prav
v souvislosti s vynalezy audaji o studii,

a zajisti, aby taktéz Cinil persondl vyzkumu.

9.3  Use of Study Data. Subject to
the other provisions of this Agreement,
Service Provider shall have the right to use

93  Pouziti udaji o studii. Pfi
dodrZeni ostatnich ustanoveni této smlouvy
bude mit poskytovatel sluzeb pravo pouzit

such Study Data for its own internal non- | takové udaje ostudii pro Uucely svého
commercial research, teaching and Study | interntho nekomeréniho vyzkumu, vyuky
subject  treatment purposes, and for | alécby  subjekti  studie, v publikacich

Version:  Czech Republic_CTRA_Institution_FN Motol, PI _/
Verze: Ceskd republika smlouva o provedeni vyzkumného klinického

hodnoceni_zdravotnické zatizeni FN Motol PI

Czech Republic CTRA Institution FN Motol, PI

on 28 Nov 2018.

. Translated into Czech




Page 18 of 51/ Strana 18 z 51

Companion #C. spoletnika

publications,  presentations and  public
disclosures in accordance with Section 8.0.

a prezentacich apfi zvefejnéni informaci

v souladu s ¢lankem 8.0.

9.4  No Rights in the Study Drug.
Neither the Service Provider nor the
Investigators, including their employees or
agents, shall acquire any rights of any kind
whatsoever with respect to the Study Drug or
any related Confidential Information as a
result of performance under this Agreement or

9.4  Zadna prava na hodnoceny Iék.
Poskytovatel sluzeb ani zkousSejici, vcetné
jejich zaméstnancl nebo zastupcil, nenabyvaji
zadnych prav jakéhokoliv druhu s ohledem
na hodnoceny 1€k nebo souvisejici daveérné
informace, které jsou vysledkem plnéni této
smlouvy nebo jiné G&innosti. Zadna z prav

otherwise. = No rights granted herein shall | udélenych  touto  smlouvou neomezuji
restrict Sponsor in the use, manufacture or | zadavatele v pouziti, vyrobé ani prodeji
sales of Study Drug. hodnoceného 1éku.
10.0 Confidential Information 10.0 Divérné informace

10.1 Definition. “Confidential 10.1 Definice. ,,Duveérné
Information™ shall be the confidential and | informace jsou zadavatelovy davérné

proprietary information of Sponsor, and shall
mean (a) the terms and conditions of this
Agreement; (b) all information disclosed by or
on behalf of the Sponsor to Service Provideror
Research  Personnel, including without
limitation, technical information relating to
the Study Drug, and all Pre-Existing
Intellectual Property of Sponsor; (c) the
Protocol, Inventory Data, information
pertaining to the status of the Study,
communications to and from any Agency,
information relating to the Study Drug’s
regulatory status and correspondence to or
from any clinical events committee or data
safety monitoring board; and (d) Study Data
and Inventions.  Confidential Information
shall not include information that can be
shown by documentation: (i) to have been
public knowledge prior to or after Sponsor’s
disclosure, other than through acts or
omissions attributable to Service Provider or
Research Personnel; (ii) to have been in the
possession of Service Provider or Research
Personnel from sources other than Sponsor
that did not have an obligation of

confidentiality to Sponsor prior to Sponsor’s

a chranéné obchodni informace a piedstavuji
(a) podminky této smlouvy, (b) veskeré
informace poskytnuté personalu vyzkumu
poskytovatele sluzeb zadavatelem nebo jeho
jménem, mimo jiné vcetné¢ technickych
informaci souvisejicich s hodnocenym 1ékem
aveskerého jiz existujictho zadavatelova
dusevniho vlastnictvi, (c) protokol, informace
o stavu zdsob, informace tykajici se stavu
studie, korespondenci s jakymkoliv ufadem,
informace souvisejici se stavem schvalovaciho
procesu hodnocené¢ho léku a korespondenci
s jakymikoliv  klinickymi komisemi nebo
vybory pro monitorovani bezpec¢nosti dat a (d)
udaje o studii a vynalezy. Divérné informace
nezahrnuji informace, u nichz lze na zaklad¢
dokumentace prokazat, ze: (i) byly vefejné
znamé pred nebo po zvefejnéni zadavatelem,
a to jinak nez jednénim ¢i opomenutim, které
lze pficitat poskytovateli sluzeb nebo
personalu vyzkumu, (ii) byly ve vlastnictvi
poskytovatele  sluzeb nebo  personalu
vyzkumu, ktefi je ziskali z jiného zdroje nez
od zadavatele, ptfi¢emz tento zdroj nebyl pred
zvefejnénim zadavatelem vic¢i tomuto vazan
povinnosti ml¢enlivosti, nebo (iii) byly pied
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disclosure; or (iii) to have been independently
developed by Service Provider or Research
Personnel prior to Sponsor’s disclosure and
without use of or reference to Sponsor’s
Confidential Information.

zvefejnénim zadavatelem nezavisle vyvinuty
poskytovatelem sluzeb nebo persondlem
vyzkumu bez pouziti ¢ odkazovani
na zadavatelovy divérné informace.

10.2  Use of Confidential
Information. Service Provider shall not, and
shall require Research Personnel not to, use
the Confidential Information for any purpose
other than the performance of the Study or
disclose the Confidential Information to any
third party, except as permitted by this Section
10.0 or as authorized in writing by Sponsor.
To protect Confidential Information, Service
Provider and Investigators agree to (a) limit
dissemination of Confidential Information to
only those personnel having a “need to
know”; (b) advise all personnel who receive
Confidential Information of the confidential
nature of such information; (c) have
appropriate  agreements with  Research
Personnel sufficient to enable them to comply
with the confidentiality and nondisclosure
obligations contained herein; and (d) use
reasonable  measures to  protect the
Confidential Information from disclosure.
Nothing herein shall limit the rights of Service
Provider to disclose Study Data as permitted
by Section 8.0 or to use Study Data as
permitted by Section 9.3.

10.2  Pouziti divérnych informaci.
Poskytovatel ~ sluzeb  sezdrzi  pouziti
divérnych informaci k jakémukoliv jinému
ucelu nez k provadéni studie nebo poskytnuti
divérnych informaci jakékoliv tfeti strané
vyjma pfipadi umoznénych clankem_10.0
nebo pisemné schvalenych zadavatelem
a bude pozadovat, aby taktéz ¢inil i personal
vyzkumu. Za ucelem ochrany davérnych
informaci se poskytovatel sluzeb a zkouSejici
zavazuji (a) omezit rozSifovani davérnych
informaci pouze na takové pracovniky, ktefi je
potiebuji, (b) informovat v§echny pracovniky,
ktefi duvérné informace obdrzi, o davérné
povaze takovych informaci, (c¢) uzavfit s
persondlem vyzkumu smlouvy, které jim
v dostatecné  mife  umozni  dodrzovat
povinnosti mlcenlivosti a utajeni uvedené
vtéto smlouveé, a(d) vyuzit pfiméfenych
opatieni na ochranu divérnych informaci pred
zvefejnénim. Zadné z ustanoveni této smlouvy
nepiedstavuje omezeni prav poskytovatele
sluzeb na zvefejnéni udaji o studii, jak je
dovoleno v ¢lanku_8.0, nebo vyuziti tdaji
o studii, jak je dovoleno v ¢lanku 9.3.

10.3  Confidentiality of Unpublished
Data. In recognition of Sponsor’s legitimate
business interest in keeping Study Data and
Source Records that are not published or
publicly disclosed (“Unpublished Data”) in
accordance with Section 8.0 from being made
available to its competitors, Service Provider
shall, and shall require Research Personnel (a)
to keep all Unpublished Data confidential; and
(b) not to disclose any Study Data or Source
Records to any third party in greater detail

than the same may be disclosed in any

10.3  Davérnost nezvetejnénych
udajii. S ohledem na zadavateliiv opravnény
obchodni zijem, aby si zachoval a
nezpfistupnil udaje o studii a zdrojové
zadznamy, které jesté¢ nebyly publikovany nebo
zvetejnény (dale jen ,,nezverejnéné udaje) v

souladu s c¢lankem__8.0, zadavatelovym
konkurentim, bude poskytovatel sluzeb (a)
zachovavat mlcenlivost 0 vSech

nezvetejnénych udajich a (b) zdrzi se
poskytovani podrobnosti jakychkoliv udaji o
studii nebo zdrojovych zdznaml kterékoliv
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publications, presentations disclosures

permitted by Section 8.1.

or

treti stran¢ v mife vétsi, nez tomu u stejnych
udaji muze byt v pfipadé jakychkoliv
publikaci, prezentaci nebo  zvefejnéni
informaci dovolenych v ¢lanku 8.1, a bude
pozadovat, aby taktéz <Cinil 1 personal
vyzkumu.

10.4 Compelled Disclosure. In the
event that Service Provider receives notice of
a third party seeking to compel disclosure of
any Confidential Information in accordance
with the law, including Act No 106/1999
Coll.,, on Free Access to Information, as
amended and any other applicable law or
regulation, they shall provide Sponsor with
prompt notice so that Sponsor may assist
Service Provider in seeking, or Sponsor may
seek a protective order or other appropriate
remedy. In the event that such protective
order or other remedy is not obtained, Service
Provider shall furnish only that portion of the
Confidential Information which it is advised
by its counsel, in consultation with Sponsor, is
legally required to be disclosed, and shall
exercise its best efforts to obtain reliable
assurance the Confidential Information will be
afforded that confidential treatment. To
comply with reporting requirements, Service
provider may disclose without Sponsor’s prior
written approval, the following information:
the existence of this Agreement, Sponsor’s
name, the total grant amount, the Study title
and description as listed on
www.clinicaltrials.gov, www.clinicaltrials.cu
or www.sukl.cz.,

Service Provider certifies and warrants, and
Sponsor acknowledges that Service Provider
is a legal entity referred to in Section 2
paragraph (1) point c¢ of Act no.340/2015
(“Law on the Register of Treaties”).
According to the Law of the Register of
Treaties, contracts concluded with the Service

Provider are subject to publication in the

10.4 Povinné_zvetejnéni. V piipade,
ze poskytovatel sluzeb obdrzi oznameni tieti
strany s zadosti o zvefejnéni jakychkoliv
davérnych informaci na zakladé¢ zakona,
zejména pak zdkona ¢. 106/1999 Sb., o
svobodném pfistupu k informacim, ve znéni
pozdéjsich predpisii a dalSich platnych zadkonta
a nafizeni, bude =zadavatele bezodkladné
informovat tak, aby tento mohl poskytovateli
sluzeb pomoci, pfipadn¢ sadm usilovat
ovydani ochranného ptikazu nebo o jiny
vhodny opravny prostfedek. V ptipadé, ze
nebude dosazeno vydani ochranného soudniho
ptikazu nebo jiného opravného prostredku,
poskytovatel sluzeb poskytne pouze takovou
¢ast duvérnych informaci, o které mu jeho
pravni zastupce po konzultaci se zadavatelem
sdéli, ze kjejimu predani existuje pravni
povinnost, avyvine maximalni usili, aby
ziskal spolehlivou zaruku, zZe s ddvérnymi
informacemi bude naklddano pfiisluSnym
zpusobem zachovavajicim jejich davérnou
povahu. V souladu pozadavky na hlaSeni,
poskytovatel sluzeb miize zvefejnit bez
pfedchoziho pisemného souhlasu nésledujici
informace: existenci této smlouvy, nazev
zadavatele, celkovou cCastku, nazev studie a
popis, ktery je uveden na
www.clinicaltrials.gov, www.clinicaltrials.eu
nebo www.sukl.cz

Poskytovatel sluzeb potvrzuje a zarucuje, ze je
pravnickou osobou ve smyslu oddilu 2, odst.
1, bodu ¢ zakona ¢. 340/2015 (,,Zakon o
registru smluv) a zadavatel tuto skutecnost
bere na védomi. Z tohoto divodu jsou
smlouvy uzaviené s poskytovatelem sluzeb
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register of contracts, a public administration
information system administered by the
Minister of the Interior of the Czech Republic.

The parties agree that Service Provider shall
publish this Agreement and any appendices or
amendments hereto, in the register of
contracts to the extent such publication is
required by law, and shall submit the
Agreement and any appendices or
amendments to Sponsor for Sponsor’s
redaction or exclusion therefrom any
information in this Agreement or any
amendment that is not required to be
disclosed, or is restricted from disclosure
under Act 106/1999 Coll. “On Free Access to
Information,” including, but not limited to:
trade secrets, certain personal data, classified
information (such as the Protocol study
budget, study subject information (e.g. the
number of study subjects), the duration of the
study; personal information, information
protected by intellectual property rights)). The
publication of this Agreement and/or any
amendments hereto, shall be performed by the
Service Provider later than thirty (30) days
after the conclusion of the Agreement or
amendment. The Service Providershall notify
the Sponsor immediately upon the completion
of such registration to
SIS S o such
other e-mail address as provided by Sponsor.

pfedmétem publikovani v registru smluv, coz
je vetfejny administratni informacni systém
spravovany  ministerstvem  vnitra  Ceské
republiky.

Smluvni strany souhlasi s tim, Ze poskytovatel
sluzeb bude publikovat tuto smlouvu a
jakékoliv ptilohy nebo dodatky k ni v registru
smluv v rozsahu, v jakém je takové
publikovani pozadovéno zdkonem, s revizi
nebo vynétim jakychkoliv informaci v této
smlouvé nebo v jakémkoliv dodatku, u
kterych se zvefejnéni nepozaduje, nebo pokud
nemohou byt zvefejnény podle zakona
106/1999 Sb. o svobodném pfistupu k
informacim, tj. v€etné: obchodniho tajemstvi,
urcitych osobnich udajl, utajenych informaci
(napt. rozpocet dle protokolu hodnoceni,
informace o subjektech hodnoceni (napf.
pocet subjektii hodnoceni), délky hodnoceni,
osobnich informaci, informaci chranénych
pravem na duSevni vlastnictvi).), informaci
chranénych pravy dusevniho vlastnictvi.
Poskytovatel sluzeb provede publikaci této
smlouvy a/nebo jejich dodatkti nejpozdéji
tiicet (30) dni po uzavieni smlouvy nebo
jejiho dodatku. Poskytovatel sluzeb bude
okamzit¢ po dokonceni takové registrace
informovat zadavatele e-mailem na adresu:
CESENTTANIAARAENRSEMY  nebo

bude

jinou e-mailovou adresu, ktera

poskytnuta zadavatelem.

10.5 Confidentiality and  Study
Data. Service Provider agrees that Sponsor
shall be permitted to collect, use and process
information, data and other materials related
to the Study using third party services for
statistical purposes and data interpretation.

10.5 Duvérnost audaje o studii.
Poskytovatel sluzeb souhlasi, aby zadavatel
sm¢l shromazd’ovat, pouzivat a zpracovavat
informace, udaje a dal$i materidly souvisejici
se studii s pouzitim sluzeb tfetich stran pro
statistické icely a pro ucely interpretace dat.

11.0 Term, Suspension and Termination

11.0  Platnost, pieruseni a ukondeni

11.1 Term.

The wvalidity of this

11.1 Platnost. Tato smlouva nabyva
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Agreement is in accordance with the Act
340/2015 Coll., on Contract Registry, as
amended. This Agreement will be effective at
the date this Agreement 1is published
(“Effective Date®), however, this Agreement
cannot be published until Sponsor approves
the publishing version of this Agreement.

Service Provider will notify Sponsor
immediately upon publication of the
Agreement. This Agreement will enter into

force as of the Effective Date and shall
continue in effect until completion of all
obligations herein, unless earlier terminated
pursuant to this Section 11.0.

ucinnosti v souladu se zakonem 340/2015 Sb.
O registru smluv v platném znéni. Tato
smlouva bude uUCinnd od data zvefejnéni
(,,datum ucinnosti®), avSak smlouva nebude
zvetejnéna dokud Zadavatel neschvali verzi
smlouvy ke zvefejnéni . Poskytovatel sluzeb
informuje zadavatele okamzit¢ o datu, kdy
byla smlouva zvefejnéna.

Tato smlouva vejde v ucinnost ke dni
ucinnosti a bude ucinnd az do splnéni vsech
smluvnich zavazkl, pokud nebude ukoncena
diive v souladu s ¢lankem 11.0.

11.2  Suspension by Service
Provider. Service Provider may suspend the
Study immediately, if in the reasonable
opinion of the Principal Investigator, the
Study Data support suspension of the Study
due to health or safety concerns. In the event
of any such suspension, Service Provider shall
promptly notify Sponsor by telephone or
email, and, within five (5) days after such
suspension, shall provide Sponsor with a

11.2  PteruSeni studie
poskytovatelem sluzeb. Poskytovatel sluzeb
smi studii okamzit¢ prerusit v ptipadé, ze
udaje o studii dle divodného nazoru hlavniho
zkouSejictho preruseni studie podporuji
s ohledem na obavy o zdravi a bezpecnost. V
ptipadé jakéhokoliv takového pteruseni bude
poskytovatel sluzeb bezodkladné informovat
zadavatele telefonicky nebo elektronickou
postou a do péti (5) dnii po takovém preruSeni

detailed written explanation for Service | poskytne zadavateli podrobné pisemné

Provider’s suspension of the Study, including | vysvétleni  pferuSeni  studie  ze strany

any associated documentation in support | poskytovatele sluzeb, vcetné¢ jakékoliv

thereof. souvisejici  dokumentace, ktera takové
rozhodnuti podporuje.

11.3 Termination by Service 11.3  Ukonceni smlouvy

Provider.  Service Provider may terminate
this Agreement for material breach via a
written notice if such breach done by the
Sponsor remains uncured for a period of thirty
(30) days after written notice, in accordance
with Section 17.

poskytovatelem sluzeb. Poskytovatel sluzeb
smi tuto smlouvu vypovédét pisemnou
vypovedi z ditvodu jejiho zdvazného poruseni
zadavatelem v ptipadé, ze takové poruseni bez
napravy trva po dobu tficeti (30) dnt
po pisemném oznameni, v souladu s ¢lankem
17.

11.4 Termination and Suspension
by Sponsor. Sponsor may terminate or

suspend this Agreement, with or without

11.4 Ukonceni a pieruSeni smlouvy
zadavatelem. Zadavatel smi tuto smlouvu
kdykoliv ukoncit, z divodnych pfi¢in nebo
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cause at any time, effective immediately upon
written notice.

bez uvedenych pfic¢in na zédkladé pisemného
oznameni.

11.5 Effect of Termination. Upon
receipt of a notice of termination, Service
Provider shall immediately stop enrolling
subjects in the Study and, to the extent
medically advisable, shall cease conducting
procedures on Study subjects already
participating in the Study. Service Provider
shall continue to perform any follow-up
required per the Protocol and provide the
Study Data required by the Protocol for those
subjects who were enrolled in the Study prior
to the receipt of the notice of termination,
unless instructed otherwise by Sponsor in
writing. The terms of this Agreement shall
continue to apply with respect to all such
follow-up and data collection.
Notwithstanding anything to the contrary in
this Section 11.5, Sponsor, Service Provider
agree that any termination requested
hereunder shall not commence until such date

11.5 Utinek ukonceni. Po pfijeti
oznameni o ukonceni poskytovatel sluzeb
thned ukon¢i zatazovéani subjekti do studie
a vrozsahu z lékarského hlediska vhodném
zastavi provadeéni postupli u subjekt studie,
kteti seji jiz ucastni. Poskytovatel sluzeb
bude pokracovat v provadéni jakéhokoliv
kontrolniho sledovani vyzadovaného
protokolem a v poskytovani Udaji o studii
vyzadovanych protokolem u téch subjekti,
kteti byli do studie zafazeni pted piijetim
oznameni o ukonceni, pokud neobdrzi od
zadavatele pisemné jiné pokyny. Podminky
této smlouvy zlstanou v platnosti ve vztahu k
tomuto kontrolnimu sledovani a sbéru dat.
Bez ohledu na kterékoliv z ustanoveni tohoto
¢lanku 11.5, které muze hovofit odli$né,
zadavatel a poskytovatel sluzeb souhlasi, ze
jakékoliv ukonceni pozadované dle této
smlouvy bude provedeno az v okamziku, kdy

as Study subjects in the Study can be | bude mozné prevést subjekty Ucastnici
transitioned out of the Study without adverse | se studie mimo ni, aniz by to nané
medical effect to such Study subjects. | z Iékafského hlediska mélo nezddouci Ucinek.
Service Providershall comply with Sponsor’s | Poskytovatel sluzeb se bude fidit
instructions  regarding the return of | zadavatelovymi pokyny v souvislosti
Confidential ~ Information and  Sponsor | s vracenim divérnych informaci
Materials and Sponsor Equipment to Sponsor. | a zadavatelovych materiali a vybaveni
zadavateli.
11.6 Payments After Early 11.6  Platby po pred¢asném

Termination. In the event of termination of
this Agreement prior to completion of the
Study, Service Provider shall make all
reasonable efforts to minimize further costs.
Sponsor or Sponsor representative shall
reimburse  Service Provider for any work
performed prior to termination and all
required follow-up, all in accordance with
Appendix 2 (“Payment Terms”) and
Appendix 3 (“Budget”). Sponsor agrees to

reimburse Service Provider for work properly

ukonceni. V pfipad¢ ukonceni této smlouvy
pied dokonCenim studie vyvine poskytovatel
sluzeb veskeré pfiméfené Usili za ucelem
minimalizovani dalSich nékladd. Zadavatel
nebo jeho zastupce uhradi poskytovateli
sluzeb jakoukoliv praci odvedenou pied
ukoncenim smlouvy a v pribéhu kontrolniho
sledovani, a to v souladu s ptilohou €. 2 (dale
jen ,platebni podminky*) a pfilohou ¢&.3
(dale jen ,,rozpocet”). Zadavatel se zavazuje
uhradit poskytovateli sluzeb fadné¢ odvedenou
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performed, expenses incurred and non-
cancellable expenses prior to the date of
termination and in accordance with the
Payment Terms and Budget. Sponsor shall not
be responsible for any lost profits or lost

praci, vzniklé nédklady a nezruSitelné vydaje
do data ukonceni smlouvy, ato v souladu
s platebnimi podminkami a rozpoctem.
Zadavatel nenese odpovédnost za jakykoliv
usly zisk nebo nevyuzité piilezitosti. Jestlize

opportunities. If any payments exceed the | kterdkoliv platba piekroci dluznou c¢astku za
amount owed for work performed under the | praci odvedenou na zakladé protokolu,
Protocol, Service Provider agrees to return | poskytovatel sluzeb se zavazuje  vratit
the excess balance to Sponsor. preplatek zadavateli.

11.7 Survival. In addition to any 11.7 Platnost ustanoveni
provisions that by termination of this | poukonceni smlouvy. Kromé jakychkoliv

Agreement, Sections 2.3 (Conflict of Interest),
4.0 (Privacy of Personal Health Information),
6.1 (Study Data and Source Records), 6.2
(Adverse Events), 7.0 (Data Storage and
Access), 8.0 (Publications and Public
Disclosure), 9.0 (Intellectual Property), 10.0
(Confidential Information), 11.5 (Effect of
Termination), 11.7 (Survival), 12.0
(Debarment and Licensure), 14.0
(Indemnification), 15.0 (Insurance), 18.0
(Independent  Contractors), 19.0 (Force
Majeure), 20.0 (Financial Disclosure), 22.0

(Alternative  Dispute  Resolution), 23.0
(Severability), 24.0 (Assignment), 25.0
(Choice of Law), and 26.0 (Entire

Agreement) shall continue to be effective after
the termination or expiration of this
Agreement for any reason.

ustanoveni, které po ukonceni této smlouvy
zistavaji 0¢inné na zdkladé své povahy,
zistanou  po ukonleni  této smlouvy
z jakéhokoli diivodu ucinné i ¢lanky 2.3 (stiet
z4jmi), 4.0 (ochrana osobnich zdravotnich
udajii), 6.1 (Gdaje ostudii azdrojové
zdznamy), 6.2 (nezddouci ptihody), 7.0
(uchovavani dat apfistup kdatim, 8.0
(publikace a zvefejiiovani informaci), 9.0
(dusevni  vlastnictvi),  10.0  (davérné
informace), 11.5 (ucinek ukonceni), 11.7
(platnost ustanoveni po ukonceni smlouvy),
12.0 (zékaz c¢innosti a udélovani licenci), 14.0
(odSkodnéni), 15.0 (pojiSténi), 18.0 (nezavisli
dodavatelé), 19.0 (vys$si moc), 20.0 (finanéni
pfiznani), 22.0 (alternativni zplsoby feSeni
spor1)23.0  (salvatorni  klauzule), 24.0
(postoupeni), 25.0 (volba prava) a 26.0 (celé
znéni smlouvy).

12.0 Debarment and Licensure

12.0 Zakaz ¢innosti a udélovani licenci

12.1 Debarment. Service Provider
certifies and covenants, on behalf of itself and
Research Personnel, that neither the Service
Provider nor any Research Personnel: (a) has
been found by any Agency to have violated
any statutes, rules, or regulations concerning
the conduct of clinical investigations; (b) has
received an Agency warning letter or other
regulatory document; (c) is the subject of a
debarment action or is debarred under

12.1 Zakaz cinnosti. Poskytovatel
sluzeb jménem svym ajménem pracovnikll
vyzkumu potvrzuje azavazuje se, Ze
poskytovatel sluzeb ani kdokoli z personalu
vyzkumu: (a) nebyl zadnym ufadem shledan
subjektem, ktery by porusoval jakékoliv
zékony, pravidla nebo pravni ptedpisy tykajici
se provadéni klinického vyzkumu, (b)
neobdrzel Ufedni varovny dopis ¢i jiny
dokument regulacniho ufadu, (c) neni
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applicable laws; (d) is the subject of a
disqualification proceeding or has been
disqualified as a clinical investigator under
applicable laws; (e) has been terminated from
any investigation or research project by a
sponsor for clinical or medical misconduct; or
(f) is currently or has been the subject of a
disciplinary proceeding..

subjektem procesu zakazu Cinnosti a nebyla
mu zakéazéana ¢innost podle platnych zakoni ,
(d) neni subjektem ftizeni o zbaveni
zpusobilosti  k vykonu funkce klinického
zkousejiciho podle platnych zdkont (e) nebyl
zadavatelem  vylou¢en z  jakéhokoliv
vyzkumného projektu z diivodu klinického
nebo Iékaiského profesniho pochybeni ani (f)
v souCasné dobé neni a nebyl subjektem
disciplinarniho fizeni..

12.2  Licensure.  Service Provider
additionally certifies that (a) Service Provider
and Research Personnel have, and shall
maintain throughout the term of the Study, all
necessary licenses, permits and authorizations
to conduct the Study; (b) Service Providerand
EC have not been disqualified by the SUKL,;
(c) each Investigator has not been and is not
currently a party to any litigation, arbitration
or mediation involving the practice of
medicine; and (d) all electronic records and
the associated systems shall be created,
modified, maintained, archived, retrieved,
accessed, and transmitted in accordance with
applicable law regulations.

12.2  Ud¢lovani licenci.
Poskytovatel sluzeb dale potvrzuje, ze (a)
poskytovatel sluzeb a personal vyzkumu jsou
a po dobu trvani studie ziistanou drziteli vSech
nezbytnych licenci, povoleni a opravnéni
k provadéni studie, (b) SUKL neprohlésil
poskytovatele sluzeb ani EK za nezputsobilé
(c) zaddny ze zkouSejicich nebyl ani
v soucasnosti neni stranou jakéhokoliv sporu,
arbitraze nebo smiru, ktery se tykd vykonu
1¢katské praxe, a(d) vSechny elektronické

zdznamy  asouvisejici  systémy  budou
vytvareny, upravovany, udrzovény,
archivovany, obnovovany a pfendSeny

v souladu s platnymi pravnimi predpisy.

12.3  Service Provider Obligation.
Service Provider shall notify Sponsor in
writing within five (5) days of any change to
the foregoing certifications or covenants.

12.3  Zévazek poskytovatele sluzeb.
Poskytovatel sluzeb bude zadavatele do péti
(5) dn pisemné informovat o jakychkoliv
zménach ve vySe uvedenych osvédcenich
nebo prohlasenich.

13.0 Payment

13.0 Platba

13.1 General. In full consideration
for performance of the Study and for the
services of the Service Provider, Research
Personnel, all support personnel and for all
resources provided by the same for the Study,
Sponsor or Sponsor representative shall pay
the amounts set forth in Payment Terms and
Budget to Service Provider in accordance with

the payment schedule set forth therein. The

13.1 Obecné ustanoveni. Zadavatel
nebo jeho zéastupce v souladu s rozpisem
plateb stanovenym v této smlouveé uhradi
poskytovateli  sluzeb  ¢astky  stanovené
v platebnich podminkach a rozpoctu, a to jako
plnou ¢astku odmény za provedeni studie, za
sluzby  poskytovatele sluzeb, personalu
vyzkumu a veSkerého pomocného personédlu
a za vSechny zdroje témito poskytnuté v ramci
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parties hereto represent and warrant the
payments provided under this Agreement
shall be consistent with fair market value in
arm’s length transactions, and have not been
determined in any manner with regard to, or
have been given in exchange for, any implicit
or explicit agreement to provide favorable
procurement decisions with regard to
Sponsor’s products, or to the value or volume
of any business generated between the parties.
The compensation provided hereunder is
directly related to the costs of carrying out the
Study.

studie. Strany této smlouvy prohlasuji
azaruCuji, ze vySe plateb provedenych
na zékladé této smlouvy bude odpovidat
redlné trzni hodnoté, aze =za zadnych
okolnosti nebyla stanovena v souvislosti ani
provedena vyménou za jakoukoliv
naznatenou nebo  vyslovnhou  dohodu,
na jejimz zakladé by byla piijimana ptizniva
rozhodnuti o zadavéani zakdzek v souvislosti
se zadavatelovymi produkty nebo hodnotou ¢i
objemem jakychkoliv obchodnich aktivit
generovanych mezi smluvnimi stranami.
Kompenzace poskytovand na zakladé této
smlouvy pifimo souvisi s naklady na provedeni
studie.

13.2  Anti-Bribery Anti-Corruption.
Service Provider represents and warrants that
any judgment with respect to advice to and

care of each Study subject is not affected by
the compensation received hereunder.
Furthermore, any compensation received

hereunder will not influence any decision that
Service Provider or any of its owners,
directors, employees, agents, consultants, or
any payee under this Agreement may make, as
a Government Official or otherwise, in order
to assist Sponsor in securing an improper
advantage or obtain or retain business.
Service Provider agrees that they shall not
accept, offer, promise or give anything of
value in relation to this Agreement or the
Study.  Service Provider and all others
receiving payment under this Agreement shall
ensure that they are familiar with and comply
with any applicable anti-bribery and anti-
corruption legislation at all times in the
conduct of the Study. In addition to other
rights or remedies under this Agreement or at
law, Sponsor may terminate this Agreement
immediately if Service Provider or Research
Personnel breaches any of the representations
or warranties contained in this Section 13.0 or

if Sponsor learns that improper payments are

13.2  Protikorupéni zasady.
Poskytovatel sluzeb prohlasuje a zarucuje, ze
jakékoliv rozhodnuti v souvislosti s radami
apéfi okazdého =ze subjekti studie neni
ovlivnéno finan¢ni odménou, kterou obdrzi
na zékladé této smlouvy. Jakéakoliv
kompenzace pfijatd na zdklad¢ této smlouvy
neovlivni  jakékoliv  rozhodnuti,  které
poskytovatel sluzeb, nebo kterykoliv z jeho
vlastnikt, ¢lenti pfedstavenstva, zaméstnanct,
zastupcl, poradci nebo kterykoliv pfijemce
platby dle této smlouvy ptipadné pfijme, at’ jiz
v postaveni statniho tufednika ¢i  jinym
zpusobem, kterym by zadavateli poskytli
asistenci pfi zajiSténi neptipustné vyhody
nebo ziskani ¢i udrzeni obchodni piilezitosti.
Poskytovatel sluzeb souhlasi, ze v souvislosti
stouto smlouvou nebo studii nepiijmou,
nenabidnou, nepfislibi a neposkytnou zadné
hodnotné véci. Poskytovatel sluzeb a vSechny
dalsi osoby pfijimajici platby na zakladé této
smlouvy zajisti, aby v celém pribéhu
provadéni studie byli seznameni
s protikorupcni legislativou a tuto dodrZovali.
Krom¢ dalSich prav a opravnych prostredki
na zékladé této smlouvy ¢i ze zdkona smi
zadavatel tuto smlouvu okamzité ukondit,
jestlize poskytovatel sluzeb nebo personal
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being or have been made to public officials by
Service Provider or any individual or entity
acting on its behalf. The Study is performed
independently from any business transactions
and decision on supply purchases with
Sponsor. Service Provider shall not receive
any benefits for its provision of services for
the Study other than the remuneration agreed
herein.

vyzkumu porusi kterékoliv z prohldseni ¢i
zaruk uvedenych vtomto clanku__ 13.0,
pfipadné pokud zadavatel zjisti, Ze ze strany
poskytovatele sluzeb nebo kteréhokoliv
jednotlivce ¢i subjektu jednajiciho jejich
jménem jsou nebo byly provadény
nepiipustné platby ve prospéch vetejnych
Ciniteld. Studie je provadéna nezavisle
na jakychkoliv ~ obchodnich  transakcich
arozhodnutich o nakupech materialu od
zadavatele. Poskytovatel sluzeb nepfijme
z4dné vyhody za poskytovani sluzeb v ramci
studie krom¢ odmény dohodnuté v této

smlouvé.

13.3 Payment of the expenses and 13.3 Platby za ndklady a poplatky
fees mentioned in this Section 13.0 will be | stanovené v tomto ¢lanku__13.0 budou
made according to the terms set forth in the | provedeny v souladu s podminkami
Payment Terms (Appendix 2) and the Budget | stanovenymi v platebnich podminkach

(Appendix 3) which outlines payment for
services rendered. The parties acknowledge
that Sponsor representative shall not be liable
in the event adequate funds are not made
available by Sponsor.

(ptiloha €. 2) a rozpoctem (pfiloha €. 3), ktery
poskytuje pirehled o platbach za poskytnuté
sluzby. Smluvni strany berou na védomi, ze
zadavateliv zdstupce nenese odpovédnost
v piipad¢, Ze zadavatel neposkytne naleZitou
vy$i finan¢nich prostiedki.

13.4  Service Provider shall comply
with all obligations in respect of taxes and
social security contributions, if applicable,
which relate to the subject matter of this
Agreement including, without limitation,
those that relate to the Service Provider and
its employees and/or collaborators.

134 Je-li to relevantni, pak
poskytovatel sluzeb splni veskeré povinnosti
souvisejict se zdanénim a prispévky
nasocidlni  pojisténi, které  se vztahuji
k ptedmétu této smlouvy, mimo jiné vcetné
téch, které setykaji poskytovatele sluzeb
a jeho zaméstnanct a/nebo spolupracovniki.

13.5 Submission Limitations.
Service Provider shall not and shall ensure
that no Research Personnel (a) submits claims
for payment to any Study subject, third-party
payor or any other person or entity for any
item, procedure or service that has been paid
for or provided without charge by Sponsor; or
(b) seeks or retains payment from Sponsor for
any item, procedure or service that is

reimbursed by any Study subject, third-party

13.5 Omezeni piedloZenych narokd.
Poskytovatel sluzeb se zdrzi (a) predkladani
narokl na platbu jakémukoliv subjektu studie,
platcim tfeti strany nebo kterémukoliv jinému
jednotlivei nebo subjektu za jakykoliv
pfedmét, postup nebo sluzbu, kterd byla
uhrazena  nebo  bezplatné¢  poskytnuta
zadavatelem a(b) Zadosti oplatbu ¢i o
ponechani si platby od zadavatele za jakykoliv
pfedmét, postup nebo sluzbu, kterd byla
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payor or any other person or entity, except to
the extent permitted by law, and only then in
accordance with the rules of the payor to
which such claims are submitted.

uhrazena kterymkoliv subjektem studie,
platcem tfeti strany nebo kterymkoliv jinym
jednotliveem nebo subjektem, vyjma ptipadi,
kdy to dovoluje zékon, apouze v souladu
s pravidly platce, jemuz jsou takové naroky
predkladany, a zajisti, aby taktéz ¢inil i kazdy
z personalu vyzkumu.

13.6 The presumed highest possible total

13. 6 Predpoklddand nejvyssi mozna vyse
souhrnné odmeény Cini Castku 484 415,88

amount is 484 415,88 CZK CZK.
14.0 Indemnification 14.0 Odskodnéni

14.1 By Sponsor. Sponsor shall 14.1 Ze strany zadavatele. Zadavatel
indemnify, defend, and hold harmless Service | odSkodni, obhdji azbavi odpovédnosti

Provider and Research Personnel
(collectively, the  “Service  Provider
Indemnitees”) from and against any and all
liabilities, damages, losses, claims, or
expenses, including court costs and reasonable
attorneys’ fees (“Losses”) resulting from any
third party claims, actions or proceedings,
including claims seeking compensation for
bodily injury or death of any Study subject
enrolled in the Study to the extent that such
injury or death was directly caused by the
Study Drug or properly performed procedure
required by the Protocol, and provided that the
Study Drug was used in accordance with the
Protocol and this Agreement, but solely to the
extent that such Losses do not arise out of or
in connection with any Service Provider
Indemnitee’s(a) wrongful or negligent actions
or omissions, or willful misconduct or other
misuse of the Study Drug; (b) failure to follow
any applicable and effective Czech and
European laws and legal regulations, or to
conform to reasonable and prudent clinical
practices, including GCPs as applicable to
drug studies; (c) failure to follow the Protocol,
instructions, or other information provided by
or on behalf of Sponsor to Service Provider
Indemnitees; (d) any case in which written

informed consent of the Study subject was not

poskytovatele sluzeb a zaméstnance vyzkumu
(spolecné dale jen ,,subjekty odSkodinované
spolu s poskytovatelem sluzeb* v souvislosti
s veSkerymi  zévazky, Skodami, ztratami,
naroky nebo ndklady, vcetné soudnich vyloh
a ptiméfenych néakladii na prdvni zastoupeni
(dale jen ,ztraty”) vzniklymi v disledku
jakychkoliv  narokti, Zalob nebo fizeni
vedenych tfeti stranou pozadujici kompenzaci
za Ujmu na zdravi nebo smrt kteréhokoliv
ze subjektll zatazenych do studie, ato do té
miry, do niZ takova Gjma na zdravi nebo smrt
byla pfimo zplusobena hodnocenym lékem
nebo spravné provedenymi procedurami
pozadovanymi protokolem., a za ptedpokladu,
ze hodnoceny 1€k byl pouzit v souladu
s protokolem atouto smlouvou, avSak
vyhradné s tim, Ze takové ztradty nevzniknou
kvili kterémukoliv ze subjekta
odskodnovanych  spolu s poskytovatelem
sluzeb nebo v souvislosti snimi, a to v
dasledku: (a) jejich neopravnéného nebo
nedbalémhojedndni ¢i  opomenuti nebo
umyslného pochybeni ¢i jiného zptlisobu
zneuziti hodnoceného 1€ku, (b) nedodrzeni
platnych a ucinnych ceskych ¢i evropskych
pravnich  pfedpisi  nebo nedodrzeni
piiméfenych a uvazlivych klinickych postupt
véetné pokyni GCP tykajicich se Iékovych
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obtained (e) Study subject’s underlying or
preexisting conditions or prior treatment for
the underlying or preexisting condition.

studii, (¢) nedodrzeni protokolu, pokynt nebo
jinych informaci poskytnutych zadavatelem
nebo jeho jménem subjektiim odSkodinovanym
spolu s poskytovatelem sluzeb, (d)
jakéhokoliv pfipadu, vnémz nebyl ziskan
pisemny informovany souhlas subjektu studie
a (e) zékladniho nebo dfive existujiciho
onemocnéni subjektu studie nebo
pfedchazejici 1écby zékladniho nebo dfive
existujicitho onemocnéni..

14.2 By Service Provider. Service
Provider shall indemnify, defend, and hold
harmless Sponsor, their affiliated entities, and
their respective agents, contractors, and
personnel  (collectively, the “Sponsor
Indemnitees”) from and against any and all
actual and alleged Losses resulting from or
arising out of any third party claims, actions
or proceedings relating to any  Service
Provider Indemnitee’s(a)  wrongful or
negligent actions or omissions, or willful
misconduct or other misuse of the Study
Drug; (b) failure to follow any applicable and
effective Czech or European laws and legal
regulations or to conform to reasonable and
prudent clinical practices, including GCPs as
applicable to drug studies; (c) failure to follow
the Protocol or other information provided by
or on behalf of Sponsor to the Service
Provider Indemnitees; and (d) prior treatment
for the underlying or preexisting condition.

14.2  Ze strany poskytovatele sluzeb.
Poskytovatel sluzeb odSkodni, obh4ji a zbavi
odpovédnosti zadavatele, jemu piidruzené
subjekty ajejich  zastupce, dodavatele
apersondl (spolecné dale jen ,subjekty
odskodiiované  spolu  se zadavatelem*
v souvislosti s veskerymi skute¢nymi
a domnélymi ztratami vzniklymi v dusledku
nebo v souvislosti s jakymikoliv naroky,
zalobami nebo fizenimi vedenymi tfeti stranou
ve vztahu ke kterémukoliv ze subjektl
odskodnovanych  spolu s poskytovatelem
sluzeb v duasledku (a) jejich neopravnéného
nebo nedbalého jednani ¢i opomenuti nebo
umyslného pochybeni ¢i jiného zplsobu
zneuziti hodnoceného I€ku, (b) nedodrzeni
platnych a uc¢innych cCeskych ¢i evropskych
pravnich  pfedpisi  nebo nedodrzeni
pfiméfenych a uvazlivych klinickych postupt
véetné pokyni GCP tykajicich se lékovych
studii, (c¢) nedodrZeni protokolu nebo jinych
informaciposkytnutych zadavatelem nebo jeho
jménem subjektim odskodiiovanym spolu s
poskytovatelem sluzeb a (d) predchazejici
lécby zakladniho nebo dfive existujiciho
onemocnéni..

14.3 Conditions of Indemnity. The
party claiming a right of indemnification or

defense under this Agreement shall provide
the indemnifying party prompt notice (in all
events within ten(10) days) of any such claim,
including a copy thereof, served upon it, and

14.3  Podminky odSkodnéni.
Smluvni strana, ktera si narokuje pravo

na odskodnéni nebo obhajobu na zéklad¢ této
smlouvy,  bude  stranu  odskodnujici
bezodkladné informovat (vzdy do deseti (10)
dnll) o jakémkoliv vzneseni takového naroku
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shall cooperate fully with the indemnifying
party and its legal representatives in the
investigation of any matter regarding the
subject of indemnification, at the
indemnifying party’s expense. The
indemnifying party shall have the right to
cooperated with services provider exercise
control over the defense and settlement of any
such complaint or claims for which
indemnification or defense 1is sought,
including the right to select defense counsel to
cooperate with service provider and to
conduct the defense or settlement of any such
claim or suit together with service provider;
provided that the indemnifying party shall not
enter into any settlement or admit fault or
liability on the indemnified party’s behalf
without the prior written consent of the
indemnified party, which consent shall not be
unreasonably withheld or delayed. In the
event a claim or action is or may be asserted,
the indemnified party shall have the right to
select and to obtain representation by separate
legal counsel. If the indemnified party
exercises such right, all costs, expenses and
risks incurred by the indemnified party for
such separate legal counsel shall be borne by
the indemnified party unless the indemnifying
party is adjudicated liable for such injury or
death, in which case the indemnifying party
shall be responsible for such indemnified
party’s separate legal counsel’s costs and
expenses.

vici ni, véetné piedlozeni jeho kopie, a na
naklady odSkodnujici strany bude s touto
a jejimi pravnimi zastupci pln¢ spolupracovat
pii vySetfovani jakékoliv zélezitosti tykajici
se pfedmétu odskodnéni. Odskodiujici strana
je opravnéna spolupracovat s poskytovatelem
sluzeb na obhajob& a vyrovnani jakychkoliv
takovych Zalob nebo narokii, v souvislosti
snimiz je odSkodnéni nebo obhajoba
vyzadovana, véetn¢ prava volby obhdjce pro
spolupraci s poskytovatelem sluzeb ana
vedeni obhajoby nebo vyrovnani jakychkoliv
takovych  naroki ¢ Zzalob  spolecné
s poskytovatelem sluzeb za ptedpokladu, ze
odSkodiujici strana nepfistoupi na jakékoliv
vyrovnani ani nepfipusti vinu ¢i odpovédnost
jménem odSkodnované strany bez jejiho
piedchézejiciho pisemného souhlasu, ktery
touto nebude bezdlvodné odpiran ani
odkladan. V ptipad¢, Ze dojde nebo miize dojit
k uplatnéni naroku nebo zaloby,
odskodnovanéd strana bude mit pravo volby
samostatného pravniho zastupce a zajisténi
zastoupeni samostatnym pravnim zastupcem.
Jestlize odsSkodiiovana strana takové pravo
uplatni, veskeré vydaje, ndklady a rizika, které
odSkodiiované stran¢ vzniknou v souvislosti
s takovym samostatnym pravnim
zastoupenim, ponese odskodiiovana strana
vyjma ptipadi, kdy bude soudné rozhodnuto,
ze odpovédnost za takovou ujmu na zdravi
nebo smrt nese strana  odSkodiujici,
a v takovém ptipad¢ ponese tato odpoveédnost
i1za takové vydaje andklady v souvislosti
se samostatnym pravnim zastoupenim
odskodnované strany.

15.0 Insurance

15.0 Pojisténi

15.1 Sponsor Insurance. Sponsor,
to the extent required by law, shall maintain in
full force and effect throughout the
performance of the Study sufficient insurance

to cover the relevant liability of the Sponsor

15.1 Pojisténi zadavatele. V rozsahu
poZadovaném zakonem zadavatel uzavie a po
celou dobu provadéni studie bude udrzovat
v platnosti a G¢innosti  dostatecné pojisSténi
k pokryti prislusné odpovédnosti
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for any damage suffered by the Study subjects
as a result of their participation in the Study.
Proof of insurance shall be provided upon
request.

poskytovatele sluzeb a zadavatele za Ujmu
utrpénou subjekty studie v disledku jejich
ucasti ve studii. Na Zzadost bude ptedlozen
doklad o uzavteni pojisténi.

15.2 Service Provider Insurance.
Service Provider, to the extent required by
law, shall maintain in full force and effect
throughout the performance of the Study
applicable insurance in amounts appropriate
to cover its liability for any damage which
may be caused as a result of fault or
negligence of any Service Provider
professional involved in the performance of
the Study. Service Provider shall provide
Sponsor proof of insurance upon request in
accordance with Act No 106/1999 Coll, on
Free Access to Information.

15.2  Pojisténi poskytovatele sluzeb.
V rozsahu pozadovaném zékonem bude
poskytovatel sluzeb po celou dobu provadéni
studie udrZzovat v platnosti  ai¢innosti
ptfislusné pojisténi na ¢astky  dostatecné
k pokryti jeho odpovédnosti za jakoukoliv
Skodu, ktera muze byt zplsobena v disledku
chyby nebo nedbalosti jakéhokoliv odbornika
poskytovatele sluzeb podilejiciho  se na
provadéni studie. Na zadavatelovu zadost v
souladu se zakonem ¢. 106/1999 Sb., o
svobodném pfistupu k informacim, piedlozi
poskytovatel  sluzeb doklad o uzavieni
pojisténi.

16.0 Subject Injury

16.0 Ujma na zdravi subjektu studie

Sponsor agrees to reimburse Service
Provider for those reasonable and necessary
medical expenses incurred by Study subjects
for emergency medical care, including
hospitalization, in the diagnosis and treatment
of Study subject injury arising directly from
the Study Drug or a properly performed
procedure required by the Protocol and
provided that the Study Drug was usedin
accordance with the Protocol and this
Agreement, in the event that such expenses
are not covered by the Study subject’s third
party health insurance; provided however, that
Sponsor shall not be obligated to pay Service
Provider such expenses to the extent that such
adverse events, arose out of or is related to
any Service Provider Indemnitee’s (a) failure
to follow any applicable and effective Czech
or European laws and legal regulations or to
conform to reasonable and prudent clinical

practices; (b) wrongful or negligent acts or

Zadavatel se zavazuje  uhradit
poskytovateli sluzeb ty pfiméfené a nezbytné
naklady na 1éCbu, které subjektim studie
vzniknou v souvislosti s urgentni lékaiskou
péci veetné hospitalizace, s diagnostikovanim
a lé¢bou jmy na zdravi, kterd subjektu studie
vznikne v piimém disledku hodnoceného 1¢ku
nebo spravné¢ ~ provedené  procedury
pozadované protokolem za piedpokladu, ze
bylo postupovano v souladu s protokolem a
touto smlouvou, a to v piipade, ze takové
naklady nepokryva zdravotni  pojisténi
subjektu studie uzaviené s tieti stranou, avsak
s tim, Ze zadavatel nebude poskytovateli
sluzeb povinen takové ndklady uhradit,
jestlize takové nezadouci piithody vzniknou v
dasledku nebo v souvislosti s kterymkoliv ze
subjekta odskodnovanych spolu S
poskytovatelem  sluzeb a  jejich (a)
nedodrzenim platnych a ucinnych ceskych ¢i
evropskych  prdvnich  pfedpisi  nebo
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omissions; or willful misconduct or misuse of
the Study Drug; or (c¢) failure to follow the
Protocol or other written recommendations or
instructions provided by or on behalf of the
Sponsor. As used in this section, the term
“Study subject injury” does not include the
natural progression of an underlying or pre-
existing condition or events that would have
been expected from the standard treatment
using currently approved therapies for the
Study condition.

nedodrzenim pfiméfenych a uvazlivych
klinickych postupii (b) neopravnénym nebo
nedbalym jednanim ¢i opomenutim nebo
umyslnym pochybenim ¢i jinym zplsobem

zneuziti  hodnoceného 1éku nebo (c)
nedodrzenim  protokolu  nebo  jinych
pisemnych  doporu¢eni nebo  pokyni

poskytnutych zadavatelem nebo jeho jménem.
Vyraz ,0jma nazdravi subjektu studie*
pouzity v tomto ¢lanku nezahrnuje pfirozenou
progresi zakladniho nebo diive existujiciho
onemocnéni nebo piihody, které by byly
ofekavany u standardni 1é€by s pouZzitim
aktualné schvalenych terapii onemocnéni,
jehoz se studie tyka

17.0 Notices

17.0 Oznameni

Any notices under this Agreement shall be in
writing, contain reference to the clinical
Protocol number and be delivered to the
parties at the postal addresses set forth below,
or to the postal address subsequently provided
by a party in accordance with this section, by
(a) first class certified mail, return receipt
requested, with notice deemed given upon
receipt; or (b) a nationally-recognized
overnight courier service, with notice deemed
given on the date of receipt as indicated on the
courier’s receipt:

Jakékoliv ozndmeni na zéklad¢ této smlouvy
budou ucinéna pisemné, budou obsahovat
odkaz na ¢islo klinického protokolu a budou
dorucena smluvni strané na poStovni adresu
stanovenou nize, piipadné na postovni adresu
nasledné¢ smluvni stranou poskytnutou
vsouladu stimto ¢lankem, ato (a)
doporucenou zasilkou prvni tridy
s dorucenkou, pificemz oznameni bude
povazovano za dorucené jeho piijetim, nebo
(b) celostatné uznavanou kuryrni sluzbou
s dodanim do druhého dne, pfi¢emz ozndmeni
bude povazovdno za dorucené k datu jeho
doruceni uvedenému na potvrzeni o doruceni
vydaném kuryrni sluzbou:

If to Service Provider:

Pokud poskytovateli sluzeb:

Fakultni nemocnice v Motole
Sekretariat namétka LP

V Uvalu 84/1
150 06 Praha, Motol

Czech Republic

Fakultni nemocnice v Motole

Sekretariat namétka LP

V Uvalu 84/1
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150 06 Praha, Motol

Ceska republika

If to Sponsor:

Pokud zadavateli:

CSL Behring GmbH

CSL Behring GmbH

Emil-von-Behring-Str 76

Emil-von-Behring-Str. 76

35041 Marburg, Germany

35041, Marburg, Némecko

Attn: Global Clinical Operations

K rukédm: Global Clinical Operations

CC: Legal Department

Kopie zaslédna: Pravni odd¢€leni

18.0 Independent Contractors

18.0 Nezavisli dodavatelé

Service Provider is an independent
contractor of Sponsor. Service Provider,
Research Personnel and agents or employees
of Service Provider shall not be considered an
employee, partner, joint venture or agent of
Sponsor. Neither Service Provider, nor any of
its Research Personnel shall have the authority
to legally bind Sponsor. No Research
Personnel or agents or employees of Service
Provider shall represent, warrant, suggest or
otherwise 1imply that Service Provider
represents Sponsor, have the authority to bind
Sponsor or are operating on Sponsor’s behalf.

Poskytovatel sluzeb je zadavatelovym
nezavislym dodavatelem. Poskytovatel sluzeb,
personal vyzkumu a zastupci nebo
zameéstnanci poskytovatele sluzeb nebudou
povazovani za zaméstnance, spolecniky ani

osoby Ucastnici  se spoleného  podniku
se zadavatelem ¢i jeho zastupcem.
Poskytovatel sluzeb ani zadny zjeho
persondlu  vyzkumu nejsou  opravnéni
zadavatele  pravné  zavazovat.  Zadny
zpersondlu vyzkumu ani zdstupcl i

zaméstnancll poskytovatele sluzeb nebude
prohlasovat, zarucovat, tvrdit ani jinak
naznacovat, ze poskytovatel sluzeb zadavatele
zastupuje, je jej opravnén pravné zavazovat
nebo provozuje svou ¢innost jeho jménem.

Service Provider shall not retain any
subcontractor to perform any of its obligations
under this Agreement without the prior
written consent of Sponsor. Any such consent
shall not relieve Service Provider of its
obligations hereunder.

Poskytovatel  sluzeb nenajme  Zadného
subdodavatele k plnéni svych zavazka dle této
smlouvy bez predchazejiciho pisemného
souhlasu zadavatele. Jakykoliv takovy souhlas
nezbavi  poskytovatele sluzeb zadnych
zévazkua vyplyvajicich z této smlouvy.

19.0 Force Majeure

19.0 VyssSi moc

Any delays in, or failure of, performance of
any party’s obligations will not constitute a

default hereunder or give rise to any claim for

Jakékoliv zpozdéni ¢i selhani pii plnéni
zéavazku kterékoliv ze smluvnich stran nebude
pfedstavovat neplnéni této smlouvy ani
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damages, if, and to the extent, caused by
events beyond reasonable control, including
but not limited to, acts of a higher power, fire,
explosion, disease, weather, war, insurrection,
civil strife, riots, terrorism, government action
or power failure. The party claiming inability
to perform the obligation of this Agreement
will promptly notify the other party of all
relevant details of the occurrence, and an
estimate of how long such force majeure
event shall continue. All reasonable and
diligent actions to cure such cause must be
undertaken and the parties will consult with
each other in order to find a fair solution and
shall use all reasonable endeavors to minimize
the consequences of such force majeure.

nepovede ke vzniku jakéhokoliv néroku
na nadhradu za Skody, jestlize bylo zptisobeno
uddlostmi v rozsahu mimo pfiméfenou
kontrolu, mimo jiné véetné zdsahu vyssi moci,
pozaru, vybuchu, choroby, meteorologickych
podminek, vale¢ného konfliktu, povstani,
obcanské stavky, nepokojl, terorizmu, vladni
intervence nebo prerusSeni dodavek elektrické
energie. Smluvni strana, kterd konstatuje svou
neschopnost plnit zavazky dle této smlouvy,
bude o vsech souvisejicich podrobnostech
udalosti a odhadovaném trvani ucinkl takové
vys$s§i moci bezodkladné informovat stranu
druhou. Je nutné pfijmout vSechna pfiméiena
a dislednd opatfeni za ucelem odstranéni
takovych pfi¢in, zatimco smluvni strany
budou spole¢né jednat, aby nalezly uspokojivé
feSeni, avyvinou veskeré¢ priméfené usili
k minimalizovani nasledki Uc¢inkd takové
vys$§i moci.

20.0 Financial Disclosure

20.0 Finan¢ni priznani

As required by Sponsor in order to comply
with applicable law and such other regulations
as may from time to time be or become
applicable with respect thereto, the Service
Provider (as applicable), and Investigators
shall provide appropriate financial disclosures
to Sponsor. During the time the Study is
being conducted and for one (1) year
thereafter, Service Providerand Investigators
shall update such forms promptly or whenever
any material change occurs in the information
disclosed by a previous form and provide the
updated form to Sponsor.

Jak vyzaduje zadavatel v souladu s platnymi
pravnimi predpisy a dal§imi takovymi
predpisy, které pfipadné mohou byt nebo se
stat platnymi v souvislosti s touto smlouvou,
poskytovatel sluzeb (dle situace) a zkousSejici
ptedlozi zadavateli pfislusna fina¢ni pfiznani.
Po dobu provadéni studie a jeden (1) rok poté
bude poskytovatel sluzeb a zkouSejici takové
formulare bezodkladné aktualizovat v ptipadé
kazdé podstatné zmeény informaci
poskytnutych v pifedchazejicim formuléii a
aktualizovany formuléi poskytne zadavateli.

21.0  Conflicting Terms

21.0 Kolidujici podminky

In the event there is a conflict between the
terms of the Agreement and the Protocol with
respect to any of the provisions contained
within the Agreement, the Agreement shall

control. In the event of any conflict between

V ptipad¢ rozporu mezi podminkami smlouvy
a protokolu v souvislosti s ustanovenimi
smlouvy bude upfednostnéna smlouva. V
piipadé rozporu mezi protokolem a smlouvou
v souvislosti s postupem (postupy) nebo

Version: Czech Republic_CTRA_Institution_FN Motol, PI _/
Verze: Ceskd republika smlouva o provedeni vyzkumného klinického

hodnoceni_zdravotnické zatizeni FN Motol PI

Czech Republic CTRA Institution FN Motol, PI

on 28 Nov 2018.

. Translated into Czech




Page 35 of 51/ Strana 35 z 51

Companion #C. spoletnika

the Protocol and the Agreement with respect
to the procedure(s) or methodology for
performance of the Study, the Protocol shall
control.

zpiisobem provadeéni studie bude

uptednostnén protokol.

22.0  Alternative Dispute Resolution

22.0 Alternativni zpiisoby FeSeni sport

It is the intention of the parties that in the
event disputes should arise between the
parties over the interpretation and application
of this Agreement, the parties will attempt to
settle such disputes by negotiation and
consultation between themselves.

V piipad€, Ze mezi smluvnimi stranami dojde
ke sportim ohledné vykladu ¢i aplikace této
smlouvy, smluvni strany maji v imyslu
pokusit seo wurovndni takovych sporQ
vzajemnym vyjednavanim a konzultaci.

23.0  Severability

23.0 Salvatorni klauzule

If any provision of this Agreement is for any
reason found to be wunenforceable, the
remainder of this Agreement shall continue in
full force and effect. Failure to enforce any
rights hereunder, regardless of the length of
time such failure continues, shall not
constitute a waiver of those or any other
rights.

Bude-li kterékoliv z ustanoveni této smlouvy
z jakéhokoliv divodu shledano
nevymahatelnym, zbyvajici ¢asti této smlouvy
zistanou 1inadale platné aucinné v celém
rozsahu. Nevymdhani  jakdkoliv  prava
na zéklad¢ této smlouvy nebude bez ohledu
na délku trvani takové situace piedstavovat
vzdani se téchto nebo jakychkoliv jinych prav.

24.0 Assignment

24.0  Postoupeni

Service Provider may not assign or otherwise

transfer this Agreement, or any rights or
obligations hereunder, without the Sponsor’s
prior written consent. Any attempted sale,
pledge, assignment, sublicense or other
transfer in violation of this Section 24.0 shall
be void and of no force or effect. Sponsor
will only assign or otherwise transfer this
Agreement only to Sponsor affiliates and
subsidiaries.

Bez zadavatelova predchézejiciho pisemného
souhlasu nesmi poskytovatel sluzeb tuto
smlouvu ani zadné ze svych prav nebo
zavazkli  vyplyvajicich ztéto  smlouvy
postoupit ¢i jinak prevést. Jakykoliv pokus
o prodej, zastavu, postoupeni, udéleni dilci
licence nebo jiny zplisob pievedeni v rozporu
s timto ¢lankem_24.0 bude nulitni, neplatny
aneu¢inny. Zadavatel muze postoupit nebo
jinak pfevést tuto smlouvu pouze na pobocky
zadavatele nebo dcefiné spolecnosti.

25.0 Choice of Law

25.0 Volba prava
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This Agreement and the rights and obligations
of the parties hereunder shall be governed by
and interpreted, construed, and enforced in
accordance with the laws of Czech Republic,
exclusive of its choice of law rules. The
courts in Czech Republic have exclusive
jurisdiction to adjudicate any disputes
between the parties, and each party hereby
consents to the interpretation of laws,
jurisdiction, and venue in the courts sitting in
Czech Republic.

Tato smlouva a prava a povinnosti smluvnich
stran dle této smlouvy se budou fidit a budou
vykladény a vymahany v souladu se zakony
Ceské republiky bez ohledu na pravidla
tykajici se volby prava. Soudy Ceské
republiky maji vyhradni pravomoc rozhodovat
v jakychkoliv ~ sporech mezi smluvnimi
stranami a kazda ze smluvnich stran timto
souhlasi s vykladem  zdkonli,  soudni
pravomoci amistni  pfisluSnosti  soudu
se sidlem v Ceské republice.

26.0 Entire Agreement

26.0 Celé znéni smlouvy

This Agreement, including the Protocol and
all Appendices attached hereto, all of which
are incorporated herein by reference,
constitutes the entire agreement among the
parties with respect to the subject matter
herein and supersedes all prior and
contemporaneous  agreements, including
without limitation, any prior non-disclosure or
confidentiality agreements, whether written or
oral, of the parties hereto, relating to the
subject matter herein. This Agreement may
be amended only by an amendment signed by
Sponsor and Service Provider. This
Agreement shall be binding upon the parties
(including without limitation all Investigators
who cease working on the Study prior to
termination or expiration of this Agreement),
their legal representatives, successors, and
assigns. This Agreement may be executed in
two counterparts, one for each party, each of
which shall be deemed an original, but all of
which together shall constitute one and the
same agreement.

Tato smlouva, v€etné protokolu a vSech piiloh
této smlouvy kni pfipojenych ¢i do ni
v€lenénych formou odkazu, predstavuje uplné
uyjednani ~ smluvnich  stran s ohledem
na predmét  uvedeny v této smlouvé
a nahrazuje vSechny pfedchézejici a soucasna
ujedndni, mimo jiné¢ vcetn€é jakychkoliv
pfedchazejicich dohod o mlenlivosti, at’ jiz
pisemnych nebo ustnich, uzavienych stranami
této smlouvy v souvislosti s pfedmétem této
smlouvy. Tato smlouva smi byt doplnéna
pouze pisemnym dodatkem podepsanym
zadavatelem a poskytovatelem sluzeb. Tato
smlouva bude zavazna pro smluvni strany
(mimo jiné vcetné vSech zkouSejicich, ktefti
ukon¢i praci na studii pifed ukoncenim nebo
vyprSenim této smlouvy), jejich pravni
zastupce, zdkonné nastupce i postupniky. Tato
smlouva je vyhotovena ve dvou stejnopisech,
po jednom pro kazdou smluvni stranu,
pficemz kazdy bude povazovan za original a
vSechny  spolecné¢  predstavuji  stejnou
smlouvu.

27.0 Prevailing Language

27.0 Rozhodujici jazykova verze

This Agreement and the

attachments hereto are executed in English

Tato
vyhotoveny

smlouva ajeji pfilohy
v anglickém a Ceském

jsou
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and Czech languages. In case of any
discrepancy between the English and Czech
translations, the Czech translation shall
prevail.

jazyce. V ptipadé rozporu mezi pteklady do
anglického a Ceského jazyka bude urcujici
cesky preklad.

[Signature page follows]

[PODPISOVA STRANKA NASLEDUIJE]
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IN WITNESS WHEREOF, Sponsor and
Service Provider have caused this Agreement
to be executed by their duly authorized
representatives, and Principal Investigator is
signing reading and acknowledging his / her
obligations herein

(1) CSL Behring GmbH

By/Podepsal/a:

Name/Jméno:

Title/Funkce:

Date/Datum:

I, the undersigned _, as

Principal Investigator, hereby have read and
acknowledge the above, and certify that I have
read the contract and the relevant
documentation to conduct the clinical trial and
I undertake to ensure compliance with the
obligations resulting therefrom. [ further
undertake not to disclose information
regarding the Study without the prior written
consent of the Sponsor, to keep confidential all
Confidential Information, and to wuse the
Confidential Information only for the purpose
of this Study. As the investigator, I agree that
the Sponsor (and the CRO if applicable) will
collect, use, process and disclose my personal
information, including name, qualification and
experience in clinical trials, my financial data
including but not limited to the information on
provided  remuneration and  financial
compensation as well as other personal data for
administrative and business purposes in
connection with the Study, and if necessary for
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NA DUKAZ CEHOZ zadavatel a poskytovatel
sluzeb podepsali k datu ucinnosti
prostiednictvim svych fadné zmocnénych
zastupct tuto smlouvu a hlavni zkousSejici si
precetl, vzal na védomi a podpisem stvrdil své
povinnosti plynouci z této smlouvy.

(2) Service Provider/(2) Poskytovatel sluzeb

By/Podepsal/a:

Name/Jméno:

Title/Funkce:

Date/Datum:

Ja, nize podepsany | GczENEG
jsem si jako hlavni zkouSejici fadné piecetl a
vzal na védomi vysSe uvedené a potvrzuji, ze
jsem si  piecetl smlouvu a piislusnou
dokumentaci ke klinickému hodnoceni 1é¢iva a
zavazuji se zajistit dodrzovani povinnosti z

nich  vyplyvajicich. Daéle se zavazuji
nezvetejiovat informace tykajici se
pfedmétného  klinického  hodnoceni  bez

piedchoziho pisemného souhlasu zadavatele,
zachovavat mlcenlivost o vSech duvérnych
informacicha pouzivat davérné informace
pouze pro ucely tohoto klinického hodnoceni.
Souhlasim s tim, ze zadavatel (a popt. 1 CRO)
bude shromazd’ovat, pouzivat, zpracovavat a
zvefejnovat mé osobné udaje vcéetné jména,
kvalifikace a zkuSenosti v  klinickém
hodnoceni, mé finan¢ni udaje vztahujici se
mimo jiné k obdrzené odméné a financni
nahradé a  dals$i osobni udaje k
administrativnim a firemnim ucelim v
souvislsoti s klinickym hodnocenim, popi. k
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submission to ethics committees and to the
government authorities and I undertake to
ensure that such consent is given also by the
co-investigator(s) and other members of the
study staff.

(3) Principal Investigator / hlavni zkouSejici

By/Podepsal/a:

Name/Jmeno: [N

Title/Funkce: Principal Investigator/Hlavni
zkousejici

Date/Datum:

Appendices:

Appendix 1: Protocol (Intentionally Omitted)
Appendix 2: Payment Terms
Appendix 3: Budget
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poskytnuti etickym komisim a statnim uradiim
a zavazuje se zajistit tento souhlas 1 od
spoluzkousejicich a ostatnich ¢lenti studijniho
tymu.

Prilohy:

Ptiloha 1: Protokol (zdmérné vynechano)
P¥iloha 2: PLATEBNI PODMINKY
Ptiloha 3: ROZPOCET
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APPENDIX 1 PRILOHA 1
Protocol Protokol

Zamérné vynechano

[Intentionally Omitted]
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APPENDIX 2
PAYMENT TERMS

1. General Conditions of Payment.

1.1 Payment Terms. Sponsor has
transferred responsibility to Drug Dev, Inc.
(“DrugDev”) to facilitate and manage
payments. Service Providerpayments for each
Study subject will be made based on Study
visits completed and data entered.

1.2 Payment Criteria.Payment will only be
made for Study subjects under the following
criteria

Enrollment of Study subjects is in compliance
with the inclusion and exclusion criteria as
defined in the Protocol
Study procedures have beenconducted in full
compliance with the Protocol and case report
forms have been submitted
Payments will be limited to the number of
Study subjects designated in the Budget and
who are enrolled prior to the total Study target
number of subjects being met; unless Sponsor
gives written approval to enroll additional
Study subjects or extend the enrollment
period, subject to any event or early
termination of the Agreement.

Payments for Study subjects who do not
complete the Study may be paid on pro rata
basis.Should the Study be terminated
prematurely, payment will be made forvisits
completed prior to the date of termination.

1.3 Invoicing.Accurate and complete
invoices shall be sentto DrugDev at the
address below to:
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PRILOHA 2
PLATEBNI PODMINKY

1. Vseobecné platebni podminky.

1.1 Platebni podminky. Zadavatel prevedl
zodpovédnost za umoznéni a spravu plateb na

spolecnost Drug Dev, Inc. (dale jen
,DrugDev®). Platby poskytovateli sluzeb za
kazdy studijni subjekt budou provadény na
zakladé dokoncenych navstév ve studii
a zadanych udajt.

1.2 Kiitéria pro platby. Platby za studijni
subjekty budou provadény pouze podle
nasledujicich kritérii

Zarazeni studijnich subjekti je v souladu
s kritérii pro zatazeni a vyfazeni
definovanymi v protokolu.

Postupy ve studii byly provedeny v plném
souladu s protokolem a byly odevzdany
zdznamy subjekti hodnoceni.

Platby budou omezeny na pocet studijnich
subjektli stanoveny v rozpocCtu a na subjekty,
které jsou zarazeny pted dosazenim celkového
cilového poctu subjektii pro studii; pokud
zadavatel neposkytne pisemny souhlas se
zafazenim dalSich studijnich subjektii nebo
neprodlouzi zatfazovaci obdobi, v kazdém
piipadé s vyjimkou pied¢asné¢ho ukonceni
smlouvy.

Platby za studijni subjekty, které nedokonci
studii, mohou byt proplaceny pomérnym
dilem. Pokud by studie méla byt ukoncena
pfedcasné, bude provedena platba za navstévy
vykonané pted datem ukonceni.

1.3 Fakturace. Pfesné a uplné faktury je
tieba zaslat spole¢nosti DrugDev na niZe
uvedenou adresu:

Bill-to: CSL Behring GMBH
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In care of: DrugDev Payments
IQVIA , 5th floor.

210 Pentonville Rd. Kings Cross
London N1 9JY

United Kingdom
Bmail oy SR DS

Invoices that are non-compliant with the
above instructions will be returned to the
payee for correction and must be resubmitted
for payment.

The following information must be included
on the invoice and subject line of email to
ensure prompt payment:

Sponsor Name
Complete Protocol Number
Investigator Name
Service provider Name/Site #
Third party documentation is required, where
applicable

2.Additional Services.

Should the payee be requested by Sponsor or
CRO to perform services not covered in
Budget, these services shall not commence
until compensation is mutually agreed upon in
writing in the form of an amendment to this
Agreement.

3. Protocol Violators.

Payments for Study subjects who are deemed
to have been in violation of the Protocol may
be paid up to the point that the violation
occurred at the discretion of Sponsor and/or
CRO.

Faktury, které nespliiuji vySe uvedené
pokyny, budou vraceny piijemci platby
k opravé a pro proplaceni musi byt odeslany
Znovu.

Na faktufe a v pfedmétu e-mailu musi byt pro
zajisténi rychlé platby uvedeny nasledujici
informace:

Nazev zadavatele
Celé¢ ¢islo protokolu
Jméno zkousejiciho
Néazev poskytovatele sluzeb / ¢islo pracovisté
Ptipadné je vyzadovana dokumentace tteti
strany

2 .Dodate¢né sluzby.

Pokud by byl pfijemce platby pozadan
zadavatelem nebo smluvni vyzkumnou
organizaci o poskytnuti sluzeb, které nejsou
zahrnuty v rozpoctu, tyto sluzby nezapocnou,
dokud nebude vzdjemné pisemné sjednana
odmeéna formou dodatku k této smlouvé.

3. NaruSeni protokolu.

Platby pro studijni subjekty, u kterych se ma
za to, ze porusily protokol, mohou byt
proplaceny do okamziku, kdy podle uvéazeni
zadavatele a/nebo smluvni vyzkumné
organizace k poruseni doslo.
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4. Taxes. 4. Dangé.
All amounts within this budget shall be Vsechny castky v rdmci tohoto rozpoctu
considered as inclusive of all applicable taxes, zahrnuji v§echny piislusné dan¢, krom¢ dané
except GST/HST/VAT.If GST/HST/VAT is ze zbozi a sluzeb (GST) / prodejni dané
applicable, then this shall be charged to the (Harmonized Sales Tax, HST) / DPH. Je-li to
Sponsor at the applicable rate and included in relevantni, pak budou GST/HST/DPH
an invoice as described in Section 1 uctovany zadavateli v pfislusné sazb¢ a budou
above.Consequently, taxes (and any penalties zahrnuty na faktute, jak je uvedeno vyse
thereon), that may be imposed on any amount v bodu 1.V disledku toho budou dané
due and/or payment made by Sponsor to (a veskeré s nimi souvisejici sankce), které
thePrincipallnvestigator/Service Provider mohou byt ulozeny za jakékoliv splatné
shall be the responsibilityof the Principal castky a/nebo platby poukazané zadavatelem
Investigator/Service Provider. hlavnimu zkouSejicimu / poskytovateli sluzeb,

odpovédnosti hlavniho zkousejiciho /
poskytovatele sluzeb.
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