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CLINICAL TRIAL RESEARCH
AGREEMENT

SMLOUVA O PROVEDENI
VYZKUMNEHO KLINICKEHO
HODNOCENI

This Clinical Tral Research Agreement
(“Agreement”) 15 dated as of the date defined in
section 11.1 of this Agreement (“Effective
Date”) by and among CSL Behring GmbH
having 1ts principal place of business at Emil-von-
Behring-Str. 76, 33041 MNarburg, Germany, on
basis of Power of attorney, which 1s part of this

agreement as  Appendix 4, represented by

(“Sponsor”),
Oblasmi nemocnice Kladno, a.s., nemocnice
Sttedoceského  kraje, Identification number:

27256537, Commercial register kept by Municipal
Court 1n Prague, number, 10020, represented by
|

I |aving its principal place

of business address at Vancurova 1548, 272 59
Kladno, Czech Republic (“Institution”), and
_ having 1ts princpal place of
business address at Oblastni nemocnice Kladno,
a.s., nemocnice Sttedoceského kraje, Vancurova
1548, 272 59 Kladno, Republic
(“Principal Investigator”) collectively referred

Czech

to as “the parties.”

Tato smlouva o provedeni vyzkumného
klinického hodnoceni{dile jen , smlouva®), kterd
je uéinna k datu, jak je detinovano v odstavet 11.1
této smlouvy (dale jen ,datum udinnosu®), je
uzavirina mezi spoleénostt CSL Behring GmbH
se sidlem  na adrese  Emul-von-Behring-Str. 76,
35041 Marburg, Neémecko

Zastoupenou  na

zékladé plné moc, kterd je nedilnou soudasd této
smlouvy jako jeji ptiloha
4 .(dale jen

»Zadavatel”),

nemocnici Sttedodeského  kraje, IC: 27256537,

Oblastni nemocnicl Kladno, as.,

zapsanou v obchodnim  rejstiiku  vedeném

Meéstskym soudem v Praze pod sp. Zn. 10020,

zastoupena |

I < <iclcm

na adrese Vancurova 1548, 272 59 Kladno, Ceska

republika (déle jen ,zdravomické zafizeni®), a

_ se sidlem  na adrese  Oblasmi

nemaocnice Kladno, a.s., nemocnice
Sttedoéeského kraje, Vanclurova 1548, 272 59

Kladno, Ceska republika (dile jen ,hlavni
zkousejici®); dile spoleéné oznacovani jako
wsmluvni strany.”

The parties desire to conduct a clinical trial (the
“Study”) to gather information regarding the
pertormance of CSL112 (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 Etficacy
and Safety of CSL112 i Subjects with Acute
Coronary Syndrome” (“the Protocol™) attached
hereto in Appendix 1 as modified from time to

smluvni strany si preji provést klinické hodnoceni
(ddle jen ,studie”), aby shromdzdily informace
o chovani CSL112  (ddle jen ,hodnoceny 1€k™)
v souladu ¢islo

s klinickym  protokolem

CSL112_3001 nazvanym , Multicentricka, dvojité

zaslepena, randomizovand, placebem
kontrolovand studie fize 3 s  paralelnimu
skupinamu k prozkoumani vuéinnosti a bezpecnosti
ptipravku  CSL112 u subjektt s  akutnim

koronarnim syndromem®“(ddle jen ,protokol),
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time. The Study 1s of mumal interest and benetit
to the parties because 1t turthers structional and
research objectives and may benetit patient care.

¢. 1 amuze byt pfipadné upravern.

ktery je k této smlouve pripojen v ramct piilohy
Studie e
ve spoledném zyymu smluvnich stran a v jejich

W

oboustranny prospéch, protoze podporuje cile
vzdelavini a vyzkumu a muze prinést prospéch
pii pédi o pacienty.

Theretore, the parties agree as tollows:

Z tohoto duvodu sesmluvni strany dohodly
nasledovné:

1.0 Institution

1.0 Zdravotnické zafizeni

Institution shall be responsible tor the
conduct and direct supervision of all employees
(ncluding Investigators (as defined 1n Section
2.1)), agents, and contractors participating in the

Study on the site of Institution (collectively -

Research  Personnel”), including ensuring
Research Personnel’s compliance with the terms
and conditions of this Agreement. Institution
shall, and shall ensure that all Research Personnel
(a) pertorm the Study at the Institution according
to the Protocol and this Agreement; (b) are
qualified by training and experience to participate
in pharmaceutical clinical research: and {(¢) comply
with all applicable local, state, national and tederal
laws and regulations relating to the conduct of the
Study. Institution shall ensure the Study 1is
conducted in accordance with good clinical
practices (“GCPs”) as applicable to drug studies
including, without limitation the requirements tor
obtaning  prior  written informed  consent
(“Informed Consent”) in accordance with the
requirements of the State institute for Drug
Control  ("SUKL") ICH Harmonized
Trpartite Guideline, Guideline for Good Clinical

Practice, Step 5 (CPMP/ICH/135/953) and the

the

Zdravotnické zarizeni nese odpoveédnost

za  jednani  vsech  zaméstnancu  (vletné
zkoudejiciho  (definovanych v odstava  2.1)),
zprostiedkovateld  adodavatela Gcasticich
sestudie na strané zdravotnického  zafizeni

(spole¢né dile jen , personal vyzkumu®) aza
dohled
dodrzovani podminek této smlouvy personilem

primy nad  mm,  véetné  zajsténi
vyzkumu. Zdravotnické zafizeni bude a zajisti, Ze
veskery persondl vyzkumu bude ()  studi
provadér ve zdravomickém zafizeni v souladu
s protokolem a touto smlouvou, (b) je na zakladé
svého vzdeélini a zkuenosti kvalittkovan k acasu
na farmaceutickém  a klinickém  vyzkumu  a (¢)
bude dodrzovat veskeré platné mistni, stitni
nirodni a tederalni zdkony a nafizeni vztahujici
studie.

zajisti, aby byla studie provadéna v souladu

se k provadéni Zdravotnické  zafizent
se zasadami  spravné Kklinické praxe (dile jen
WSKP), které se lékovych studii tykaji, mimo jiné
véetmé pozadavkd na zajisténi predchazejiciho
pisemného intormovaného souhlasu (didle jen
Jinformovany souhlas™) v souladu s pozadavky
Statntho ustavu pro kontrolu léciv (dale jako
“SUKL"), harmonizovaného tripartitniho pokynu
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relevant Ethics Commuttee (“EC”) reviewing the
Study, 1n
Sponsor: and {d) the requirements for obtaining

a torm reasonably acceptable to

prior written authorization to use and disclose
health
with the health information privacy standards

information for research in accordance

promulgated under all applicable laws. Instiution
shall only conduct the Study at tacilities listed on
the Food and Drug Administration ('FDA")
Form 1572 and which have been found adequate
by Sponsor. Institution shall ensure such tacilities
remain adequate during the term of the Study.

Mezinarodni konference o harmonizaci, kroku
&5 (CPMP/ICH/135/95) pokynu pro sprivnou
klinickou praxi a pfisludné etické konuse (ddle jen
LEK) kontrolujici studi, ato pro zadavatele
piimeérené piiatelnym zpusobem, a s pozadavky
na zajpdténi  predchizejictho pisemného  svoleni
s pouzitim a zvefejnénim zdravotnich ddam pro
Udely vyzkumu v souladu se standardy ochrany
zdravotnich Gdaa stanovenymu vSemi platnymi
bude studu
provadér pouze v zarfizenich, kterd jsou uvedena

zakony.,  Zdravotnické zafizent
ve formulaft Ufadu pro kontrolu potravin a lédiv
(dile jen ,ufad FDA*) FDA ¢ 15372 abyla
zadavatelem shledina jako dostacujict.
Zdravotnické zatizeni zajisti, aby takovd zafizeni

byla dostadujici po dobu trvant studie.

2.0  Investigators 2.0  Zkousejici
2.1 Investigators. Subject  to 2.1 Zkougejici. Na  zakladé
Sponsor’s prior approval, Institution may appoint | zadavatelova  predchazejictho  souhlasu  smi

collaborating  physicians  (“Sub-Investigators”
and collectively with the Prncipal Investigator,
“Investigator” or “Investigators™) to participate
in the Study.

under the supervision of Principal Investigator

All Sub-Investigators shall work

and shall be bound by the same terms that bind
Principal Investigator under this Agreement.
Institution
qualitied

veriftes that each

by

pharmaceutical clinical research and has expertise

Investigator 1s

training  and  expertence  in
in the field of chimeal research relating to the
Study. Institution has provided Sponsor with (a)
a copy of each Investigator’s current curriculum
vitae: (b) a copy of the Investigator’s current
() a
Investigator’s experience relevant to the Study,

medical  license; description  of each

including the dates, location, extent and type of

zdravotrucké  zafizeni jmenovat  spolupracujici
(dale ..spoluzkousejici
s hlavnim zkousdejicim, dile jen ,,zkouSejici'),
studie.
spoluzkousejici budou pracovat pod dohledem

lekare jen a spolu

krefti se budou  Gcastit Viichn
hlavniho zkousejictho abudou na zikladé téro
smlouvy vazani stejnymi podminkanu jako hlavni
zkoudejici.  Zdravotnické zafizenl potvrzuje, Ze
kazdy ze zkoudejicich je kvalitikovan na zakladé
svého vzdélani a zkusenost s farmaceutickym
a klinickim vyzkumem aje odbornikem v oboru
se studil.
)
)

kopit aktudlni licence k vwkonu 1ékarské praxe, (¢

klintického  vyzkumu  souvisejictho
Zdravotnické  zafizeni zadavateli poskytlo (a

kopu zZivotopisu kazdého ze zkousejicich, (b

popis zkusenosti tykajicich se studie u kazdého
z pracovniku vyzkumu, véetné dat, mist, rozsahu

Version: Czech Republic_ CTRA, Tripartite_Oblastni Nemocnice Kladno, ass.,

B ;0EC 15 translated into Czech 13Jun 2017/

Verze: Ceska republika smlouva o provedeni vyzkumného klinického hodnoceni,
trojstranna, Oblastni nemocnice Kladnom, a.s., _ a, 23DEC15_pfelozeno do

cestiny 13.Cervna 2017




Page 4 ot 61/ Strana 4 z 61

Companion #C. spoleénika

that experience: and (d) a tinancial disclosure
by
Institution represents and certifies

statement  completed  and  signed each
Investigator.
that the provided foregoing intormation 1s correct
and complete and that each Investigator is
licensed to practice medicine in the jurisdiction
where the Institution 1s located. Institution 1s
responstble to Sponsor tor compliance of all
Investigators and Research Personnel with the
terms of this Agreement. Institution will provide
to each Investigator a copy of the Protocol and all
other information turnished by the Sponsor to
the Institution. Institution will ensure that the
Investigators are tully informed about the Study
Drug, the Protocol and the terms of this
Agreement, as applicable to the activities that they
pertorm. Institution will determine shich of the
obligations n this Agreement 1t will delegate to
Principal  Investigator. However, Principal
Investigator will, at minimum, assume all those
responsibilities assigned to principal investigators

by FDA and applicable regulations.

a druhu zkugenostt  a(d) fmanéni
prohliseni vyplnéné apodepsané kazdym ze
Zdravotcké

zafizeni prohladuje a potvrzuje, Zze v¥$e uvedené

takovych
zkousejicich pracovnika vyzkumu

jim poskytnuté informace jsou spravné a Uplné
aze kazdy ze zkoudejicich disponuje licenci

k vvkomu  lékarské  praxe v jurisdika, v niz

zdravotrcké zafizeni sidli. Zdravotnické zarizeni
nese vudi zadavatelt odpovédnost za dodrzovani
podminek  této  smlouvy  ze strany  vsech
zkousejicich a personalu vyzkumu. Zdravotrické
zafizeni poskytne kazdému ze zkoudejicich kopu
aveskeré  informace

protokolu predané

zdravotrickému zafizeni zadavatelem.
Zdravotnické zafizeni zajistl, aby zkousejici byli
plné informovan o hodnoceném léku, protokolu
a podminkich této smlouvy, které se tykaji jimu
vykonavanych cdinnosti.  Zdravotnické zafizeni
urél, kterymui z povinnosti v této smlouvé bude
povéfen hlavni zkoudejici. Hlavni zkoudejicl viak
prevezme alespon ty odpovédnosty, které hlavnim
pracovnikum vyzkumu uklada urad FDA a plamé

pravni predpisy.

22 Replacement of Pringipal
Investigator. In the event the Principal

Investigator becomes either unwilling or unable
to pertorm the duties required by this Agreement
Institution shall notify Sponsor in writing within
ten (10) days, and Institution and Principal
Investigator will cooperate, in good faith and
expeditiously, to tind a replacement investigator
acceptable to Sponsor. In the event an acceptable
substitute 18 not tound, this Agreement may be
accordance  with
Institution’s

terminated by Sponsor 1n
section 11 of this Agreement.
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 contmuation, the

2.2 Naihrazernt hlavniho zkousejiciho.

Jesdize hlavni zkoudejici pfestane byt ochoten

nebo  schopen  vykondvat své  povinnost
pozadované podle této smlouvy, zdravotnické
zafizeni bude do desetr (10) dnu informovar
zadavatele  a zdravotnické  zarizeni  a hlavni
zkoudejici budou v dobré vife spolupracovat
na urychleném nalezeni nialiradniho zkoudejiciho,
ktery bude pro zadavatele prijatelny. Jestlize
nebude nalezena pfyatelnd nihrada, zadavatel smi
tuto smlouvu ukondit v souladu s odstaveem 11
této smlouvy. Spolupraci zdravotnického zafizeni
pii nalezeni prijatelného nihradniho zkousejiciho
nedochdzi k Upravée ami zméné jeho zdvazku
vykondvat povinnostt 2 ukoly dle této smlouvy, 'V

pripadé pokracovini zastupujici hlavni zkousejici
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substirure shall

documentation

principal  nvestigator

sign
provided by Sponsor
acknowledging his or her new duties as Principal

Investigator.

podepise dokumentact poskytnutou zadavatelem,
dimz  vezme naveédomi své nové povinnost
v postaveni hlavniho zkoudejiciho.

23 Contlict of Interest. Institution

represents and warrants that each Investigator has

not and shall not, during the enrollment period of
the Study, enter into any contractual agreement or
that the
obligations to perform the Study or comply with

relationship would  conflict  with

the terms of this Agreement. Institution 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 commuttee the existence and
nature of Research Personnel’s relationship with
Sponsor.  Such obligation shall remain n ettect
tor the term of this Agreement and for a penod

of two (2) years after termination.

23 Stret  zdjmu. Zdravotcké
zafizeni prohladuie a zaruuje, ze zidny ze

obdobi

nevstoupil ant nevstoupi do zadného smluvniho

zkoudejicich v prubéhu  zafazovaciho
ujednani & vztahu, ktery by byl v rozpor
se zavazkem vykonavat studu nebo dodrzovat
podminky této smlouvy. V pripadé, ze jsou
Clenové persondlu v¥zkumu Cleny komuse, ktera
sestavuje formulafe a vytvafd klmické prirucky,
zdravotrnické  zafizeni zapsti, aby taci clenové
persondlu vyzkumu  informovall  komisi
o existenct a povaze svého vztahu se zadavatelem.
Tento zavazek zGstava v platnostt po dobu trvani
této smlouvy apo dobu daldich dvou (2) let

po jerim skondeni.

2.4 Both
prior to and durnng the course of the Study,

Personal Data Consent.

Investigators may be called upon to provide

personal  data  to  Sponsor or  Sponsor

representative. This personal data may fall within
the scope ot the laws and regulations relating to
the protection of personal data, which will be
respected while providing personal information.
This personal data may include, as applicable,
names, contact information, work expertence and
professional

qualifications, publications,

curriculum  wvitae, educational

background,

information related to potential contlicts of

interest  and  payments made under this

Agreement. This personal data may be used tor
the tollowing purposes: (a) the conduct of the
Study: (b) verification by Agencies (as detined 1n

2.4 Souhlas v souvislosti s osobnimi

Pted konanim studie 1v jejim prubéhu

mohou byt zkousejici vyzvani, aby zadavateli
nebo jeho zdstupel poskyti osobni udaje. Na tyto
osobni udaje se mohou vztahovat zikony a pravni
predpisy tykajici se ochrany osobnich adaj, které
budou  prfi

dodrzovany.

poskytovani  osobnich  udaja
Tyto osobni udaje mohou dle
kontaktni

1 odborné

situace  zahrnovat  jména, udaje,

pracovni  zkusenost kvalitikace,

publikace, dosazené  vzdélani,

ZIVOtOPIS,

informace v souvislostt s pripadnym  stfetemn

zdgjmu a platbami provedenymi v rdma této
smlouvy. Tyto osobni Udaje smi byt vyuzity
k nasledujicim Gcelum: (a) provadéni studie, (b)
overeni ze strany uradu (dle definice v odstavel 4),
ajeho (c) dodrzovani

zadavatele zastupee,
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Section ), the and
representative; (¢) compliance with legal and
regulatory

www.chinicaltnals.gov and websites and databases

Sponsor Sponsor

requirements:  (d) publication on
that serve a comparable purpose: (e) storage in
the
investigators for future climcal trials; and (f) anti-

databases  to  facilitate

corruption compliance.

selection  of

zékonnych  aregulaénich  pozadavkd,  (d)
zvefe|néni na internetové adrese
www.clinicaltrials.gov ana internetovych

strankach a v databdzich, které slouzi pro udely
srovnavani, (e) ukladani v databazich za ucelem

vybéru  zkoudejicich  pro budouci  klinicka
hodnoceni a (f) dodrzovani protikorupénich
zdsad.

Sponsor or Sponsor representative may
transmut this personal data to junsdictions 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 1s transterred, 1t will
be processed in accordance with all applicable
The Institution written
the the

processing and use of thewr personal data by

laws. shall obtain
consents  from Investigators  tor

Sponsor for the purposes as specitied 1 this
section and provide such consents to Sponsor or
Sponsor representative Upon request.

Zadavatel nebo jeho zastupce smi osobni
udaje pfendset do junsdikci, vnichz budou
informace zpracovany a které mohou, ale nemusi
mit zdkony, jejichz Ucelem je zachovat duvérnou
povahu takovych osobnich ddajn. Kdykoliv viak
dojde k prenosu takovych osobnich udajd, budou
tyto  zpracovany vsouladu se viemm platnymu
Zdravotnické od

pisemny souhlas  se zpracovinim

zakony. zatizen{ zajistl
zkousejiciho
a pouzitim jejich osobnich udaji zadavatelem za
ucely uvedenymi v tomto odstavel a na vyzadani
takovy souhlas predlozi zadavatell nebo jeho

ZAstupcL.

3.0 Ethics Committee

3.0 Eticka komise

3.1 EC Approval.  The Study shall
not commence until Institution has obtained 1n
writing EC approval of the terms and conditions
of the Smdy, including the Informed Consent and
related nstructions for use: the Protocol: and the
partictpation of Institution and any Research
Personnel 1n 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 SUKL, FDA or EC
the Informed

approvals.  Modifications  to

Consent shall be agreed upon by the Sponsor and

3.1 Souhlas EK. Studie nebude
zahdjena, dokud zdravotrucké zafizeni neziska

pisemny souhlas EK se vieobecnynu
podminkami  studie, véetné informovaného
souhlasu & souwvisejicho  navodu  k pouziti,
protokolem aucasti  zdravotnického  zafizeni
a jakéhokoll  personalu  vyzkumu  ve studi.
Veskeré upravy protokolu budou provadény
zadavatelem a nebudou zadnym ze
zkoudejicich  zavadény do okamziku obdrzeni

veskerych nezbyt¥ch souhlasi SUKL, tfadu
FDA nebo EK. Upravy intformovaného souhlasu
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the Prncpal Investigator, and shall not be
implemented by any Investigator until receipt of
EC written approval. Institution agrees that any
conditions of approval imposed by the EC shall
be adhered to.

dohodé zadavatele a hlavniho

zkoudejiciho a nebudou zadnym ze zkousejicich

podléhaji

zavadény do okamziku obdrzeni pisemného
souhlasu EK. Zdravomické zarizeni souhlasi, ze
budou dodrzoviny jakékoliv podminky souhilasu
ulozené EK.

3.2 Withdrawal of EC
Institution and Principal Investigator shall notity

Approval.

Sponsor within three (3) days 1t the EC withdraws
or alters 1ts approval of the Study, and within
twenty-four (24) hours by telephone, tacsimile or
emal (with a follow-up by mal) 1f the EC
withdraws or alters its approval.

32 Qdvolani EK. v
ptipadé, ze EK odvold nebo pozmeéni swyj

souhlasu

souhlas se studii, zdravotnické zarizeni a hlavni
zkoudejici budou zadavatele informovat do ti (3)
dru a v pripadé, ze EK odvoli nebo pozmeéni
svu) souhlas, udini tak zdravotrucké zafizeni
a hlavni zkoudejici do dvacett &ty (24) hodin
teletonicky, taxem nebo elektronickou postou (s
naslednym potvrzenim postou).

33 with EC.
Institution and Principal Investigator shall send

Correspondence

Sponsor a copy of all correspondence with the
EC, including any correspondence relating to

CONtNUING review.

3.3 s ER.
Zdravotnické zafizeni a hlavni zkousejici zaslou

Korespondence

zadavateli kopie veskeré korespondence s EK,

véeme jakékoliv  korespondence v souvislostt

s pokracujicim posuzovanim.

4.0
Information

Privacy of Personal Health

4.0 Duvérnost osobnich zdravotnich udaji

Institution shall ensure that all Research
Personnel conduct the Study in accordance with
all applicable nattonal, federal, state and local lasws
and regulations governing the confidentiality and
privacy of personal health information in Czech
republic (“PHI").
Investigators obtain from each Study subject at

Institution shall ensure that

the time of enrollment, a signed consent for the
contidential disclosure, processing and transter of
Study subject’s PHI m a form reasonably

Zdravotnické zafizeni zajisti, aby veskery
persondl  vyzkumu provadél studn v souladu
se vemi  platnymi  narodnimi,  tederdlnimu,
statnimi a mistnimu platnymi zikony a pravnim
predpisy, kterymu se fdi duvémost a ochrana
osobnich zdravotnich dajo v Ceské Republice
(dile jen | QZU%). Zdravotnické zafizeni zajisti,
aby zkoudejicl od kazdého zesubjekm studie
v okamziku zarazeni ziskali podepsany souhlas se
zachazenim s osobnimu

udaji, zpracovanim
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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 fallure to do so. Such consent shall, in
additton to such other provisions as required by
law, provide that Sponsor be permitted to use and
disclose the Study subject’s PHI as permitted by
the
modification to the consent used in the Study

Intormed  Consent. Any subsequent
must be reasonably acceptable to Sponsor. All
onginal signed consents shall be retained by
Institution and be available for inspection by
Sponsor, Sponsor representative and the FDA
and the SUKL or any other governmental or
regulatory authonities (each an “Agency” or
collectively “Agencies”). Institution shall submurt
a copy of the signed consent to any health care
provider from whom any Investigator requests
PHI about a research Study subject. Institution
will obtain such authorzations or consents as
may be required under applicable national, federal
state, and local laws, and regulations to permit the
Sponsor, Sponsor representative, and Agencies to
exercise the rights set forth in this Agreement.

a pfenosemn OZU subjekt studie ve formé, ktera
je pro zadavatele v phimeéfené mire pryatelnd (a
bude

a schvaleni, phi¢emz takové schvaleni nebude

zadavatell  predlozena  k posouzent
bezduvodné odpirino), a v ptipadé nedspéchu pit
skutecnost zadavatele

bude

ustanoveni

ziskani souhlasu na wto

v¢as upozorni. YV takovém souhlasu

zadavatel, kromeé jinych
zakonen, umoznéno
QOZU  subjektu  studie,

zpusobem povolenym informovanym souhlasem.

vyzadovanych vyuzivat

a poskytovat ato

Jakékoliv nisledné upravy souhlasu pouzitého

ve studi musi byt pro zadavatele v piiméfené
mite pfyatelné. Viechny origindlni podepsané
souhlasy s1 ponechd zdravotnické zatizeni, u
néhoz budou k dispozia pro piipad inspekce
ze strany zadavatele, jeho zastupce a uradu FDA 2
SUKL nebo jakéhokoliv jiného stitniho nebo
regulaéniho ufadu (samostatné déile jen ufad®

nebo spoleéné jen | Nafady™).

Zdravotnické
zafizeni predlozi kopi podepsaného souhlasu
kterémukoliv  poskytovatell zdravotni péce, od
n¢hos si zkoudejici vyzadi QZU kreréhokoliv
ze subjektu studie.  Zdravotnické
zafizeni ziskd takovd svoleni ¢1 souhlasy, které

vyzkumné

mohou byt vyzadovany ndrodnimi, tederalnin,
statnimi a mistné  platnymu  zdkony a pravnimi
predpisy, které zadavateli, jeho zdstupcr a ufadim

umozni vykon prav stanovenych v této smlouve.

5.0 Sponsor Materials and Equipment 5.0 Materidly a vybaveni od zadavatele
5.1 Sponsor Matertals.  Sponsor or 5.1 Martenidly zadavatele.  Zadavatel
Sponsor representative shall provide all Study | nebo  jeho  zdstupce  bezplatné  poskytne

Drug and certain reagents or other matertals as

provided tor in the Protocol (collectively,

“Materials”) to the Institution at no charge.
Institution and Research Personnel shall at all

zdravotnickému zafizeni veskeré hodnocené léky
auréita dnidla nebo jné matertdly, jak stanovi
déle .materidly®).
Zdravotnické zafizeni a persondl vyzkumu budou

protokol  (spolecné jen
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times hold, store, handle, and transport the
Matertals 1in compliance with all applicable laws,
rules, and regulations.  Institution shall keep the
Matenals in a locked, secured area at all times,
and shall maintain accurate records showing the
disposition and return of the Matertals, including
recording the dates and amounts of Matenals (a)
recetved: (b) dispensed or admunistered, including
the Study subjects to whom the Materials were
dispensed or administered; (c) disposed of,
damaged, or lost; and (d) returned to Sponsor, as
The Matertals
provided by or on behalf of Sponsor to

directed, (“Inventory Data’).

Institution and/or Investigators in connection
with this Agreement or the Study shall be and
property of Sponsor.
shall the

Matenals only to conduct the Study and for no

remain  the exclusive

Institution and  Investigators use
other purpose. Upon termination or completion
of the Study, termination or expiration ot this
Agreement, or upon request by Sponsor, all
Matenals shall be returned to Sponsor as directed,

or destroyed at Sponsor’s sole option and

matenialy vzdy udrzovat, skladovat, s témito
nakladat a tyto prepravovat v souladu se viemi
plamymi zdkony, pravidly aprivnimi predpisy.
bude

uchovivat v uzamdceném a zabezpedeném misté

Zdravotrucké  zafizeni matenidly  vzdy
a bude udrzovat presné ziznamy obsahujici udaje
o nakladani s materialy ajejich vriceni, véetné
ziznami o datech a mnozstvich materiala (2
piijatych, (b) vydanych & podangch, véetne
subjekti studie, junz byl material vydan & podin,
(¢) zlikvidovanych, poskozenych nebo ztracenych
a (d) vricenych zadavatell dle pokynu (dile jen

Jinformace ostavu  zdsob™). Matenaly
poskymuté  zdravomickému  zafizeni a/nebo
zkousejicim  zadavatelem nebo  jeho  jménem

v souvislostt s touto smlouvou nebo studii budou
a zustanou ve vyhradnim vlastmetvl zadavatele.
budou
materialy pouzivat pouze a vyluéné k provadéni

Zdravotrucké  zafizeni  a zkousejici

studie.  Po  preruseni &1 dokondeni  studie,
ukonéeni ¢ vyprieni platnostt této smlouvy nebo
budou

veskeré matertdly dle zadavatelova wyhradniho

na zikladé  zadavatelova  pozadavku

expense. uvazeni ana jeho naklady tomuto vriceny,
ptipadné zlikvidovany.

5.2 sponsor Equipment. It Sponsor 5.2 Vybaveni zadavatele. 'V pripade,

or Sponsor representative 15 providing the | Ze zadavatel nebo jeho zdstupce poskytne

Institution with equipment tor use i the Study, | zdravotmuckému  zafizeni  vybaveni Kk pouzid

the Institution shall comply with all manuals and

mstructions  trom the Sponsor or Sponsor
representative regarding the use and care of the
equipment. Institution agrees that the equipment
shall remain 1n the same condition, ordinary wear
and tear expected, and that Institution shall be
responstble tor the maintenance and msurance of
the equipment and for any nsk of loss of the
the Study.

Institution agrees that all equipment will be used

equipment during the term of

solely in connection with the Study dunng the

ve studi, bude se zdravotnické zafizeni fidit
veskerymi navody a pokyny k pouziti a pédt o
vybaveni poskytnutymi zadavatelem nebo jeho
zastupcem. Zdravotrucké zafizeni souhlasi, ze
bude
s prihlédnutim k béznému opotfebeni, a ponese

udrzovat  vybaveni ve stejném  stavu,
odpovédnost za udrzbu a pojidtént vybaveni a za
jakékoliv nziko ztraty vybaveni v prubéhu studie.
Zdravotnické zarizeni souhlasi, ze bude pouzivat
veskeré vybaveni vyhradné v souvislost se studii

apo dobu trvani této smlouvy. Zdravotnické
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term of the Agreement. Institution agrees that at
the completion or termination of the Study,
Institution shall return to Sponsor or Sponsor
representative  all  equipment that has been
provided on loan to Institution for the duration
of the Study. Institution shall tollow Sponsor’s or
tor

the

Sponsor  representative’s  instructions

disposition ot all other equipment at

completion or termination of the Study.

zafizeni souhlasi, Ze pri dokonéeni nebo preruseni
studie vrat zadavateli nebo jeho zastupcr veskeré
vybaveni, které bylo zdravotnickému zafizeni
zapUjéeno na dobu trvini studie. Pfi dokondeni
nebo preruseni studie se zdravomické zarizeni
bude fidit

ostatnim vybavenim poskytnutym zadavatelem

pokyny  k zachazeni s veskerym

nebo jeho zdstupcem.

6.0 Reports and Study Conduct 6.0 Hlaseni a provadéni studie
6.1 Study Data and Source Records. 6.1 Udae o studi a zdrojové
Institution and Investigators shall submit to | zdznamy.  Zdravotnické  zafizeni a zkoudejici

Sponsor complete and accurate case report forms
and any other records, reports, and data that may
be required to be delivered to Sponsor pursuant
to the Protocol (collectively “Study Data™) in
accordance with the schedules set torth therein.
All
created pursuant to or prepared in connection
other than Study Data,
including medical records, x-rays, biopsy reports,

other information and data collected or

with the Protocol

ultrasound  photographs  or other diagnostic
images, and all other primary data sources
underlying data recorded on the case report torms
(collectively “Source Records™) shall remain at
and be the property of the Institution and shall be
available for inspection in  accordance with
Section 7.0,
provide any additional data, access or assistance

In addition, Institution agrees to

reasonably requested by Sponsor in connection
with the approval or clearance of the Study Drug.

zadavateli predlozi kompletni a spravné zaznamy
subjekta hodnoceni ajakékoliv daldi zaznamy,
hladeni a Udaje, jejichz dodani zadavatell muze byt
v souladu s Casovymi harmonogramy
stanovenymi  protokolem  vyzadovino najeho
zékladé (spolecné dale jen ,udaje o studii®).
Vyima udajg ostudilt zastanou  veskeré  daldi
intformace audaje shromazdéné & vytvofené
na zakladé protokolu nebo pfipravené
v souvislostt s nim, véeme lékarskych zdznama,
rentgenovych snimku,

zpriv  z biopsie,

ultrazvukovych totografil nebo jinych
diagnostickyeh snimka a vedkerych dalsich zdroj
primarnich dat uvedenych v zdznamech subjekta
déle

zdznamy), v majetku zdravotruckého zarizeni

hodnoceni  (spoleéné jen ,zdrojové

abudou kdispozict  pro  pfipad
7.0. Zdravotnické

zafizeni dale souhlasi s tim, ze poskytne jakékoliv

mnspekee

v souladu s odstavcem

dodatecné udaje a pristup &1 asistenct v pfimérené

mife pozadovanou zadavatelem v souvislosti

se schvdlenim nebo povolenim  hodnoceného

leku.

Version: Czech Republic_ CTRA, Tripartite_Oblastni Nemocnice Kladno, ass.,

B ;0EC 15 translated into Czech 13Jun 2017/

Verze: Ceska republika smlouva o provedeni vyzkumného klinického hodnoceni,
trojstranna, Oblastni nemocnice Kladnom, a.s., _ a, 23DEC15_pfelozeno do

cestiny 13.Cervna 2017




Page 11 of 61/ Strana 11 z 61

Companion #C. spoleénika

6.2 Adverse Events. Institution and

all Investigators shall notity 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, tacsumile or email to Sponsor and, to
the extent required by applicable FDA regulations
and EC policy, the EC.

telephone shall be confirmed in writing within

Any notices made by

two (2) days of the mitial notification. Institution
and Investigators shall provide Sponsor with all
assoctated documentation (e.g., lab reports, death
summary, operative reports, etc.) tor each adverse
event.

6.2
zatizeni a vSichm zkousejici budou zadavatele

Nezadouci pifhody. Zdravotnické

nformovat o véech nezadoucich prihodach. Je-l
nezadouci ptihoda zivazni nebo neodekdvand,
nebo jesthze vyzaduje zadavateluy zdsah za
ucelem prevence nepiiméfeného rizika v¥znamneé
ujmy nazdravi vefejnost, musi byt zadavatel
bezodkladné (vzdy vSak nejpozdéji do dvaceu étyf

(24)  hodn  pozjidténi  takové  prihody)
mtormovan teletonicky, faxem nebo
elektronickou podtou, ato v rozsahu

vyzadovaném platnymi nafizenimi ufadu FDA
asmérnici ES. Jakakoliv telefonickd oznameni
budou pisemné potvrzena do dvou (2) dnu od
Zdravomické
zadavatel

prrotnitho  ozndmeni. zarizent

a zkoudejicl  poskytnou veskerou
souvisefict dokumentaci (napf. laboratorni zpravy,
umrtni zpavy, operaéni zaznamy atd.) pro kazdou

jednotlivou nezddouct prihodu.

6.3 Protocol Deviations. In the event

of any deviation from the Protocol, Investigators

shall record such deviation on a protocol
deviation log (e.g., late or mussed wvisits, tests not
performed) and, in the event of a major deviation
(e.g., enrollment of a Study subject not meeting all
enrollment criterna), Institution and Investigators
shall notify Sponsor and EC as soon as possible,
but in no event later than tive (5) working days
after the deviation occurs. Deviation from the
Protocol arising out of medical necessity for
Study subject satety shall not be deemed a tatlure
to adhere to the Protocol or a breach of tlus
that

Investigator shall, within twenty-tour (24) hours,

Agreement  provided the  Principal

notify the Sponsor of any such deviations and
contirm in writing the reason tor such deviation

6.3 Qdchylky
pfipadé jakychkoliv odchylek od protokolu budou

od protokoly. V

zkoudejici  takové  odchylky  zaznamenavat do
formulafe  odchylek  od  protokelu  (napt.
opozdéné a neuskuteénéné navstéry,

neprovedend vySetfeni) a v pripadé vyznamnych
odchylek (napf. zafazeni subjektu studie, ktery
nespliye véechna kritéria pro zafazeni) budou
zdravotnické  zafizeni a zkousejici co nejdfive,
nejpozdéjl viak do pétt (3) pracovnich dnu
po vzruku odchylky mformovat zadavatele a EK.
Odchylka od protokolu, kterd je z lékafského
hlediska nezbymd pro bezpeénost subjektu studie,
nebude povazovana za nedodrzeni protokolu ani
porudeni této smlouvy za predpokladu, ze hlavni
zkoudejici  zadavatele o jakychkoliv  takovych
odchylkach do dvaced ¢yt (24) hodin informuje
av paméfené hité ndsledné pisemné potvrdi
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within a reasonable time thereafter.

divod takové odchylky.

6.4 Study Subject Withdrawal. In the
event a Study subject does not report for a

scheduled follow-up wisit, Institution and/or
Principal Investigator shall contact the Study
subject within ten (10) days after the date of the
scheduled wvisit regarding the taillure to keep the
appointment. It a Study subject withdraws from
the Study, Institution and Prncipal Investigator
shall use reasonable measures to tollow up with
the Study subject in person or by telephone (if

6.4
ptipadé,  Zze

Odstoupeni subjektu studie. 'V
studie
k plinované kontrolni navitévé, zdravotnické

se subjekt nedostavi
zafizeni a/nebo hlavni zkoudejici bude subjekt
studie do desen (10) dna po datu plinované
navitévy kontaktovat ve vécr nedodrzeni terminu
navitevy. Jestlize subjekt studie ze studie
odstoupl, zdravotnické zafizeni a hlavni zkousejici
vyuzyi nasledné

piimefenych  opatfeni

studie

Pro

kontaktovani  subjektu osobné nebo

possible), otherwise by ceriied mail, to | telefonicky (je-li to mozné), v ostatnich pripadech
determine the reason for the discontinuance and | doporuéenou podtou, ato za Ucelem zjisténi
complete the termination form. davodu  preruseni  avyplnéni formulife pii
ukonéeni ucasti.
7.0 Data Storage and Access 7.0  Ukladani dat a pfistup k datiim
7.1 Collection and Storage of Data. 7.1 sbér auchovivini dat. V
With respect to the Study subject’s medical files, | souvislostt  se zdravotnimi  zaznamy  subjektu

the parties agree to exercise measures to hold in
contidence the identity of Study subjects in
accordance with applicable laws. In addition to
any collection, security and storage provisions
imposed under applicable laws, Institution shall
ensure the prompt, complete, and accurate
reporting and labeling of the Study Data, Source
Records, and Inventory Data and shall cooperate
with Sponsor and Sponsor representative 1n
promptly resolving any data inquiries. Institution
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

studie se strany dohodly uplatnit opatreni, kterd

maji  vsouladu s plamymi  zikony  zachovat
totoznost subjekt studie v davémosti. Kromé
ustanoveni o sbéru, bezpecrniosti a uchovivani dat
ulozenych platnymu zdkony zajisti zdravotnicke
zafizeni okamzité, uplné a presné hlaseni
a oznacovani udajd o studi, zdrojovych zdznamua
a informact o stavu zdasob a bude se zadavatelem
ajeho zastupcem spolupracovat pfi okamzitem
fefeni jakychkoly dotazt v souvislosu s daty.
bude o studu,

zdrojové ziznamy a informace o stavu zasob

Zdravotnické  zafizeni udaje

udrzovat  auchovivat bezpeinym zplsobem

zahmujicim  fyzické  1elektronické  omezeni

pfistupu a mechanmzmy environmentalni kontroly,

které odpovidyi piislusnému  druhu  dar a
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applicable industry standards. Institution shall,
and shall ensure Research Personnel will protect
the Study Data, Scurce Records and Inventory
Data trom unauthonzed use, access, duplication,
Institution  shall
mantan all Study Data, Source Records and

disclosure, loss or damage.

Inventory Data for the longer of fitteen (13) years
or applicable legal requirements Institution shall
not, and shall ensure that Research Personnel do
not destroy any Study Data, Source Records or
Inventory Data without Sponsot’s prior writter
permission; provided that Institution may do so
without Sponsor's prior written permission if, at
or atter the end of the retention pertod specified,
Institution notittes Sponsor of Institution's mtent
to destroy such Study Data, Source Records,
and/or Inventory Data, and if, after sixty (60)
days  thereafter, Sponsor does not notify
Institution in writing to either retan such Study
Data, Source Records, and/or Inventory Data or
send 1t to Sponsor; 1n either case at Sponsot's
reasonable expense. Instiution agrees to ensure
that the Research Personnel mamtains all versions
of the Protocol in Institution’s Study files. If
Sponsor will not contact the site regarding the
requirement of destruction of the archived
documents betore mentioned archiving period |
within 60 days upon 1ts sent, it 15 considered that
sponsor agrees with this process. Institution
agrees to ensure that the Research Personnel

v souladu s normamu platnymi pro dané odvétvi,
a zajstl, aby taktéz &inl 1 persondl vyzkumu.
bude o studii,

zdrojové ziznamy a informace o stavu zasob

Zdravotnické  zafizeni udaje

chramt  pfed  neoprivnénym  pouzivinim,
piistupem, kopirovinim, zpfistupnénim, ztratou
taktéz

1 persondl vyzkumu. Zdravomické zafizeni bude

nebo poskozenim a zajisti, aby ¢inil
Udaje o studn, zdrojové ziznamy a informace
o stavu zdsob spravovat po dobu patnacti (15) let
nebo v souladu se zikonnynmu pozadavky podle
z obdobi e

zafizeni a hlavni zkousejici nezruiél a zajisti, ze

toho, kreré delsl. Zdravotnické
vyzkumny persondl nezni¢i zddnd studyni data,
zdrojovou dokumentaci nebo udaje o inventar po
predchozim pisemném vyzvini Zadavatele. na
piimerené naklady Zadavatele.  Zdravotnické
o studi,
zdznamy nebo mnformace o stavu zasob nezmdi
bez
svoleni a zajistl, aby tak neudinli ani zaméstnanct

Pokud
uvedené lhaty archivace ddaj k zadost nevyjadii

jakékoliy  ndaje zdrojové

zarizeni

zadavatelova  predchazejiciho  pisemného

vyzkumu. se zadavatel po uplynut

ve [haté 60 dm od jejicho odeslani ma se zato, ze
s timto postupem souhlasi. Zdravotnické zafizeni

souhlasi, ze zaméstmanel  vyzkurmmu  budou
udrzovat  vsechny verze protokolu v ramei

dokumentace studie zdravaotnického zafizeni.

maintains  all  versions ot the Protocol in
Institution’s Study files.

7.2 Monitoring. Institution  shall 7.2 Monitoring. Zdravotnické
allow the Sponsor and Sponsor representative | zafizeni umozni  zadavateli ajeho  zidstupa
reasonable access to Institution and Research | pfiméfeny  pristup  do  zafizeni  a/nebo

Personnel’s, as applicable, facilittes and/or
records to permit monitoring of the Study and
reviewing, inspection and copying of Study Data,

Source Records, Inventory Data, and signed

k zdznamim zdravotnického zafizeni a personilu
vyzkumu, dle potreby,
studie

adovoll tak provedeni

monitoringu a posouzeni, nspekei

a kopirovani udaju o studi, zdrojovych zdznami,
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Informed Consents and PHI consents, to the
extent not prohibited by applicable law. Such
access shall be strictly limited to the tacilities
mnvolved 1n the performance of the Study and
shall be scheduled in advance at mutually agreed
upon times. Institution shall provide reasonable
access to relevant Research Personnel and
Research Personnel shall reasonably assist in

addressing data queries.

informaci  ostavu  zasob  a podepsanych

intormovanych souhlasu a souhlasu
s poskytnutim OZU, ato v rozsahu, ktery neni
pfisluénym zdkonem zakdzan. Takovy piistup
bude prisné omezen nazafizeni zapojend do
studie  a bude

dohodnutych

Zdravotnické zafizeni poskyme pfiméreny pristup

provadéni predem planovin

ve vzajemné terminech.

k piislusnému  persondlu  vyzkumu  a persondl

vyzkumu poskytnou pfimérenou  asistenct pfi
redeni dotaza tykajicich se dat.

Insntution and
notify

7.3 Agency _Audits.

Principal

Investigator  shall Sponsor
immediately by telephone, tacsimile, or email
(with a tollow-up by mail) upon, but not later
than twenty-four (24) hours after, learning that an
Agency nspection 1s scheduled to take place, or,
if there 15 no prior notice by an Agency, that an
mspection has commenced.  Institution  shall
make all reasonable efforts to coordinate any
scheduling of Agency inspections to permit
Sponsor and Sponsor representative to attend
such inspections.  Institution and  Principal
Investigator shall provide Sponsor with copies of
all Study Data, Source Records, and any other
matertals, correspondence and documents which
such party receives, obtams, or generates pursuant
to any such mnspection or in connection with any
inquirtes, communications or correspondence
from any Agency. Insttution shall make, and

shall ensure that Research Personnel make
reasonable eftorts to segregate, and not disclose,
any Study Data, Inventions (as defined in Section
2.0}, Source
correspondence and documents that are not
be
mnspection, including financial data and pricing
It FDA issues Form FDA-483

Notice of Observations or a warning letter

Records and  other materials,

required  to disclosed  during  such  an

information,

7.3 Uredni_audity. Zdravotnické
zafizeni ahlavni zkousejici budou zadavatele

thned informovat telefonicky, faxem nebo
elektronickou postou (s naslednym potvrzenim
postou), nejpozdéj viak do dvacett Styt (24)
hodin po zjidténi, ze byla naplinovina ufedni
inspekce: v piipadé, ze nedoslo k predbéznému
bude

iz byla

oznameni ze strany  Ufadu, zadavatel

intformovan, ze inspekce zahdjena.
Zdravotnické zaf{zeni vyvine veskeré piunéfené
usili za uéelem koordinace plinovini jakychkoliv

urednich nspekei, a umozni tak zadavateli a jeho

zastupal  Ucast  pit takov¥ch  inspekcich.
Zdravomické  zafizeni  ahlavni  zkousejici
poskymmou  zadavatell kopie vedkerych udaj
ostudu, zdrojovich  zaznamu  ajakychkoliv

dalsich matertilu, korespondence a dokumenta,
které takova strana obdrzi, ziskd & vytvofl

na zikladé  jakékoliv  takové  nspekce &
ve spajitostt s jakymikoliv pozadavky, komunikaci
nebo korespondenci od kteréhokoliv  ufadu.
Zdravotnické zafizen{ vyvine phméfené usili a
zajisti, aby persondl vyzkumu uéinil taktéz, aby
oddelil a znepfistupml jakékoliv udaje o studn,
9.0),

materiilech,

vyndlezech  (definovanych v odstaval

zdrojovych  zaznamech  a jinych
korespondenct a dokumentech, véetné tinanénich

udaji a informaci o cenach, jejichz poskytnuti
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relating to the Study or another Agency issues a

stmilar regulatory  document, Institution  or

Principal Investigator, as applicable, shall send a
copy of such document promptly to Sponsor, and
obtain Sponsor’s approval of the draft response
sent to the

to such document before 1t 1s

applicable Agency.

neni v prubéhu dané inspekce pozadovano.
Jesdize urad FDA v souvislost se studil vystavi
formular FDA-483, neboli oznameni o sledoviani,
nebo varovny dopis, pripadné dojde k vystaveni
obdobného  regulaéniho  dokumentu  jinym
uradem, bud zdravotnické zarizeni, nebo hlavni
zkoudejici, dle  potfeby, ithned odedle kopu
takového dokumentu zadavatell a pred odeslinim
odpovédi na takovy dokument ziskd zadavatelov

souhlas s jejim navrhem.

74 Audits, Audits

mspections may be performed durning or after

Sponsor or

completion of the Study by Sponsor or Sponsor
representative.  In the event that Sponsor
requests to perform such an audit and/or
mspection, Institution shall fully cooperate with
such inspection, allow reasonable access to the
tacilities, records and systems relevant to the
Study and 1f necessary provide other nformation
as requested. Institution shall also make available
necessary  Research Personnel as  needed.
Institution agrees to address any findings which

result from such audit.

7.4 Audity zadavatele, Zadavatel
nebo jeho zastupce smi v prubéhu studie nebo
pojeiim  dokonéeni provadét audity nebo

inspekce. V' pfipadé, ze zadavatel pozadi
o provedeni takového auditu a/nebo inspekce,
zdravotnické zafizeni bude pfi takové mspeka
plné spolupracovat, umozni primereny pristup do
a systémum  tvkajicim
dalsi
Zdravotmické zafizeni

zafizeni a k ziznamum
se studie

pozadované intormace.

av piipadé potreby poskytne
dale zajisti, aby byl k dispozict potfebny persondl
vyzkumu., Zdravotnické zafizeni souhlasi s tim,

bude
z takového anditu.

ze resit  jakdkoliv zpdténi  vyplyvajici

8.0 Publications and Public Disclosure

8.0 Publikace a zvefejiiovani informaci

8.1
Institution and Principal Investigator shall have

Publication and Disclosure.

the right to publish, present or otherwise publicly

disclose  the results of and disseminate
information pertaining to the activities conducted
under this Agreement and in accordance with the
requirements of this Section 8.0. Institution and
Principal Investigator shall include the register

and clintcaltrials.gov 1dentitier in the abstract of

a zvefeinéni.

8.1 Publikace
Zdravotrucké zafizeni a hlavni zkousejici budou

mit pravo publikovat, prezentovat nebo jnak

zvefejiovat  vysledky  &mnostl  provadénych

na zikladé této smlouvy a v souladu s pozadavky
tohoto odstavee 8.0 a rozsifovat s nimi souvisejic
Zdravotcké
do

publikace identifikaéni znaky uvidéné v registru

mformace. zafizenn  a hlavni

zkousejici  zahrnou souhrnu jakékoliv
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any publication. Institution  and  Principal
Investigator agree to submit any proposed
publication, presentation or other public

disclosure to Sponsor for review at least thirty
(30) days prior to submiting 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 Institution and/or  Principal
Investigator, as the case may be, in writing of any
intormation  contained  therein  which s
Confidential Intormation (as defined in Section
10.1) (other than Study Data) or which may
ability to

Sponsor shall have the right to

impatr - Sponsor’s obtain  patent
protection.
require Institution and/or Prncipal Investigator,
as applicable, to remove specifically identitied
Confidential Intormation (other than Study Data)
and to delay the proposed publication,
presentation or other public disclosure tor an
additional ninety (90) days to enable Sponsor to

seek patent protection.

ana mnternetove adrese  climicaltrials.gov.

Zdravomické  zafizeni  ahlavni  zkousejici

se zavazu)l  predlozit  jakékoliv  navrhované

publikace, prezentace nebo jiné zvefejnéni

informaci zadavatell k posouzeni, ato nejméné
tricet (30) dnu pfed odeslanim takové navrhované
publikace, prezentace nebo jiného zvefejnéni
intormaci  vydavatel nebo jiné ted strané.
Zadavatel bude do tiicett (30) dni od jejich
obdrzeni pisemné informovat zdravotnické
zatizeni a/nebo, podle toho, jak to dany pfipad
vyzaduje, hlavniho zkoudejictho o jakychkoliv
informacich, které jsou v publikact obsazené
a predstavuji  duvérné intormace  (definované
v odstaver 10.1) (kromé udajn studie), nebo by
mohly zadavatele omezit v moznostt zaji§téni
patentové ochrany. Zadavatel bude mit privo
pozadovat, aby zdravotnické zafizeni a/nebo dle
situace  hlavni  zkousejici odstrarul  specificky
oznacené duvérné intormace (kromé
udaju studie) a pozdrzel navrhovanou publikact,
prezentact nebo jmé zvefejnéni  informaci
o dalsich devadesat (90) dnu, aby tak zadavateli

umoznil zaji$téni patentové ochrany.

8.2 Multi-Center Publications. It the

Study 15 a multi-center Study, Institution and

Principal Investigator agree that they shall not,
without the Sponsor’s prior written consent,
independently publish, publicly disclose, present
or discuss any results of or information pertaming
to the activities conducted under this Agreement
until such a multi-center publication 1s released;
that 1t a
publication 1s not released within eighteen (18)

provided, however, multi-center
months atter completion of the Study at all
Institution

Investigator shall have the right to publish the

research  sites, and  Principal

results of and information pertaining to the
activities conducted under this Agreement n

8.2
piipadé

Mulucentrické  publikace. vV

studie

multicentrické zdravotrcké
zafizeni a hlavni zkousejici souhlasi, Ze se bez
zadavatelova predchazejiciho pisemného souhlasu
zdrzi nezdvislé publikace, zvefenéni informaci,
prezentace nebo diskuse o jakychkoliv vysledcich
dinnosti provadénych na zdkladé wro smlouvy
nebo s nimu souvisejicich informaci do okamziku,
kdy dojde
publikace.

k vydani  takové multicentncké
Pokud
multicentrické  publikace nedojde do osmndctt
(18) studie

vyzkumnych zdravotnické

viak  kvydani  dané

mésict  po dokonceni ve véech

centrech, zafizeni
a hlavni zkoudejici budou mit pravo zverenit

vysledky émnosti provadénych na zakladé této
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accordance with the provisions of Section 8.1. smloury nebo snum  souvisejici informace
v souladu s ustanovenirm odstavee 8.1,
8.3 Media Contacts. Institutton shall 8.3 Rontakty s médu. Zdravotrmické

not, and shall ensure that Research Personnel do
not, engage in interviews or other contacts with
the

newspapers, radio, television and the Internet,

media, including but not limited to

related to this Agreement, including without
limitation, the Study, the Stdy 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
identitying marks of another party without prior
wrtten consent of the party whose name or

identifying mark 1s proposed to be used.

zafizeni nebude poskytovat bez zadavatelova
predchazejictho  pisemného  souhlasu  jakékoliv
rozhovory ¢1 nebude mit jiné kontakty s médu,
mimo jiné véetné, ale nikoliv pouze, s novinami,
rozhlasem, televiznim  vysilainim  a nternetem
v souvislostt s touto smlouvou, coz se muno jiné
tvka  1studie, léku,

(detinovanych v odstavel 9.0) nebo udaju o studi,

hodnoceného vynalezu
a zajistl, aby taktéz Cinili 1 persondl vyzkumu.
Toto ustanoveni nezakazuje zpfistupnéni udaju
o studit ¥ souladu s odstaves 8.1 nebo 8.2, Zadnd

ze smluvnich stran nebude dale pouzivat nazev
nebo identifika¢ni znaky jiné smluvni strany bez
predchizejictho  pisemného  souhlasu  smluvni
strany, jejiz nazev nebo identifikaéni znaky

navrhuje pouzit.

8.4

may use, refer to, and disseminate reprints of

Release of Intormation. Sponsor

scientific, medical, and other published articles
relating to the Study, which disclose the name of
Investigators and/or Institution.

8.4 Svolent se zvereinénim informact,

Zadavatel smi vyuzivat, zmifovat arozéifovat

pretisky  wvédeckych,  lékatskych  ajinych
zverenénych anku tvkaicich se studie, v nuichz
je uvedeno jméno zkoudejicich a/nebo ndzev

zdravatnického zarizeni.

9.0 Intellectual Property

9.0 Dugewni vlastnictvi

9.1
Ownership of inventions, technologies, know-

Pre-esusting Intellectual Property.

how, 1deas, processes, techniques, algonthms,
programs, discoveries, improvements, devices,
pharmaceuticals, biologics, products, concepts,
designs, prototypes, samples, models, technical

9.1
Vlastnictvi

Iz existujici duevni  vlastnictvi.

vyndleza, technologi, know-how,

napadi, postupy, technik, algoritmi, programu,
objeva, vylepSeni, zafizeni, léCiv, biologickych

ptipravka,  produkm,  konceptu,  designg,

prototypu,  vzorku, modelu,  technickych
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information, materials, drawings, specifications
and other works of authorship existing as of the
Eftective Date hereot, and all patents, copyrights,
trade secret rights and other intellectual property
rights  therein  {collectively,  “Pre-existing
Intellectual Property™), are not attected by this
Agreement, and neither party shall have any
claims to or rights in any Pre-existing Intellectual

Property of the other party.

informaci, materiala, vykres, specifikaci a jinych
autorskych dél existujicich k datu udinnost této
smlouvy a veskerych patentd, autorskych prav,
v souvislostt s obchodnim

prav tajemstvim

ajnych prav k dusevnimu vlastnietvl uvedenych
v této smlouve (spolecné dale jen ,jiZ existujici
dusevni vlastnicevi)
ovlivnéno a zadni ze smluvnich stran nebude mit

neni touto smlouvou
zadny narok ant privo najakékoliv j1z existujici

dusevni vlastnictvi druhé smluvni strany.

9.2
right, title and interest 1n and to (a) any

Ownership. Sponsor shall own all

nventions, technologies, know-how, processes,

techniques, algorithms, discoveries,

IMProvements biologics >harmaceuticals
]_ * g L] p L]

products, concepts, designs, prototypes, samples,
models,  technical  information,  materials,
drawings, and specifications that are concerved,

first reduced to practice or created pursuant to

this  Agreement or otherwise related to
Contidential Information (as defined m Section
10.1), whether by Sponsor, Institution, or
Research  Personnel, individually or jointly
(“Inventions”) and (b) Study Data. Institution

shall, and shall cause Research Personnel to,
promptly and tully disclose all Inventions to
Sponsor in writing. Institution, on behalt of 1tself
and Research Personnel, hereby assigns (1) all of
its intellectual property and proprietary right, title
and interest in and to the Inventions and Study
Data to Sponsor: and (11) all rights of action and
claims tor damages and benefits arising due to
past and present infringement of said rghts.
Institution shall cooperate and assist Sponsor to
execute and shall cause Research Personnel to
execute all documents reasonably necessary for
etfectuate
preserve Sponsor’s ownership rights in and to the

Sponsor to  secure, pertect, and

9.2 Vlastnictyt. Zadavatel  bude
vlastmikem  viech  prav, ot apodila
vsouvislostt  s{a)  jakymikoly  vynalezy,

technologiemi, know-how, postupy, technikami,

algoritmy,  objevy, vylepSenimi, biologickymu
prpravky, lééivy, produkty, koncepty, designy,
prototypy,

informacemi, materialy

vzorky, maodely,  technickymi

, v¥kresy a specifikacem,
k jejichz formulovani, prynimu uvedeni do praxe
nebo vytvoreni dojde na zdkladé této smlouvy &1
jmak v souvislostt s davémymi  informacerm
(definovanymi v pdstavel 10.1), a to jednotlivé &
spoleéné  ze strany zadavatele, zdravomického
zafizeni nebo personalu vyzkumu (dale jen
Zdravotcké

zafizeni bude zadavatele bezodkladné auplné

Hvynalezy™), a (b) udaje o studi.

v pisemné podobé informovat o viech vynalezech
a zajstl, aby taktéz &l 1 persondl vyzkumu.
Zdravotnické zafizeni jménem svym a jménem
personalu vyzkumu timto zadavatell postupuje (1)
veskeré své dudevni vlastnictvl a majetkova prava,
utuly a podily v souvislostt s vyndlezy  audajt
o studu a {u) veskerd priva na podani Zaloby &
uplatnéni ndroku na odskodné a ndhrady plynouct
z muinulych a soudasnych porudeni takovych prav.
bude
a poskytre

se zadavatelem
pri
vystavovani veskerych dokumenti, které jsou pro

Zdravotrucké  zafizeni

spolupracovar mu o asisterncl

zadavatele v pfiméfené mife nezbytné
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Inventions and Study Data.

k zabezpecent, zdokonalovani, v¥konu
a zachovini zadavatelovych  vlasmickych  prav
v souvislostt s vynalezy a adaj o studi, a zajisti,

aby taktéz &l persondl vy¥zkumu.

9.3 Use of Study Data. Subject to the
other provisions of this Agreement, Institution

and Principal Investigator shall have the right to
use such Study Data tor its own internal non-
commercial research, teaching and Study subject

PUIPOSEs,
presentations  and

treatment and tor publications,

disclosures  in

public

accordance with Section 8.0.

9.3 Pouziti ddajg o studu. Pri
dodrzeni ostatnich  ustanoveni této  smlouvy
budou mit zdravotrucké zafizeni a hlavni

zkousejici privo pouzit tyto udaje o studi pro
uéely svého interniho nekomercniho vyzkumu,
vyuky alécby subjekti studie, v publikacich
zverejnéni  informaci

a prezentacich  apn

v souladu s odstavcem 8.0.

9.4 No Rights in the Study Drug.
Netther the Institution 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 Contidential
Information as a result of performance under this

Agreement or otherwise.  No rights granted

9.4
Zdravomnické zafizeni ani zkousejici, vCemé jejich

Zadng priva na hodnoceny Iék.

zaméstnancu nebo zastupcu, nenabyvaji zadnych
prav jakéhokoliv drulu s ohledem na hodnoceny
lék nebo souvisejici duvérné intormace, které jsou
vysledkem plnéni této smlouvy nebo jiné éinnosti.
Zadn4 touto  smlouvou

z prav  udélenych

herein  shall restrict Sponsor in the use, | neomezuji zadavatele v pouziti, vyrobé ani prodejt
manufacture or sales of Study Drug, hodnoceného [éku.
10.0  Confidential Information 10.0  Duvémné informace

10.1  Defimition. “Confidential 10.1  Definice. ,.Davérné informace®
Information” shall be the confidential and | jsou zadavatelovy duvémé a chranéné obchodni

proprietary information of Sponsor, and shall
mean (a) the terms and conditions of this
Agreement; (b) all information disclosed by or on
behalt of the Sponsor to Insttution or Research
Personnel, including without imitation, techmcal
intormation relating to the Study Drug, and all
Pre-Existing Intellectual Property of Sponsor;
(c) the Protocol, Inventory Data, intormation

informace  a predstavuii (@)  podminky této
smlouvy, (b) veskeré informace poskytnuteé
zdravotruckému  zafizeni nebo zaméstnancum

vyzkumu zadavatelem nebo jeho jménem, mimo
jiné véetné technickych mformaci souvisejicich
s hodnocenym lékemn a veskerého 11z existujiciho
zadavatelova dusevniho vlastructel, {(¢) protokol,
zasob, informace  tykajici

mformace o stavu
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pertaining  to  the status of the Study,
communications to and from any Agency,
intormation  relating  to  the Study  Drug’s

regulatory status and correspondence to or trom
any clinical events committee or data satety
monttoring beard: and (d) Study Data and
Inventions.  Confidential Information shall not
include intormation that can be shown by
documentation: (1) to have been public knowledge
prior to or after Sponsor’s disclosure, other than
attributable  to
Institution or Research Personnel: (i) to have

through acts or omissions
been in the possession of Institution or Research
Personnel trom sources other than Sponsor that
did not have an obligation of confidentality to
Sponsor prior to Sponsor’s disclosure; or (u1) to
have been independently developed by Institution

se stavu  studie,

informace

korespondenci s jakymkoliv
stavem

1éku,

klinickymi

uradem, souvisejici  se

schvalovactho  procesu  hodnoceného

a korespondenct s jakymikoliv

komisemu  nebo  vybory  pro momtorovani

bezpednostt dat a (d) ddaje o studin a vyndlezy.
Duvémé intormace nezahrnuji informace, u michz
lze na zdkladé dokumentace prokazat, ze: (1) byly
vereiné  znamé nebo

pred

po zvefeneni

zadavatelem, ato jinak nez jedninim &
opomenutim, které lze pfiditat zdravomickému
zafizeni nebo  zaméstnancum vyzkumu, (1) byly
ve vlastnictvi  zdravotnickeho  zafizeni nebo
personalu vyzkumu, kteti je ziskal z jiného zdroje
nez od zadavatele, pficemz tento zdroj nebyl pred
zvefejnénim zadavatelem wvuét tomuto  vdzin

povinnostt mléenlivost, nebo () byly pred

or Research Personnel prior to Sponsor’s | zvefejnénim  zadavatelem nezdvisle  vyvinuty

disclosure and without use of or reference to | zdravotnickym  zafizenim  nebo  persondlem

Sponsor’s Confidential Information. vyzkumu  bez  pouzidt & odkazovini
na zadavatelovy duvérné informace.

10.2  Use of Confidential Information. 10.2  Pouziti duvérnych  informaci.

Institution shall not, and shall require Research | Zdravotnické zafizenl se zdrzi pouzid davérnych

Personnel not to, use the Confidential | informaci kjakémukoly  jmému  uelu nez

Intormation 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 wriing by Sponsor.  To protect
Confidential  Information, Institution  and
Investigators agree to () lumut dissemination of
Confidential Information to only those personnel
having a “need to know”; (b) advise all personnel
who recetve Confidential Information of the
confidental nature of such information; (c) have
approprate agreements with Research Personnel
sufficlent to enable them to comply with the
and  nondisclosure

contidentiality obligations

contained herem; and (d) use reasonable measures

k provadént studie nebo poskytnut duvérnych
intormaci jakékoliv tretl strané vyima pripada

umoznénych timto odstavcem 10.0 nebo pisemné

schvilenych zadavatelern, a bude pozadovat, aby
taktéz &l 1 persondl vyzkumu.  Za Gcelem
ochrany duvémych mformaci se zdravotnické
zafizeni  a zkoudejici  zavazuji (@)  omezit
rozdifovani davérnych informaci pouze na takové
pracovniky, ktefi je potfebuji, (b) informovat
viechny pracovniky, ktefi duvérné informace
obdrzi, o duvérné povaze takovych informaci, (c)
uzaviit s personilem vyzkumu smlouvy, které jim
v dostatené mife umozni dodrzovat povinnost
mléenlivost autajeni uvedené v réto smlouvé,

a(dy vyuzit piiméfenych opatfeni na ochranu
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to protect the Confidennal Information tfrom
disclosure.  Nothing heremn shall limit the rights
of Institution to disclose Study Data as permitted
by Section 8.0 or to use Study Data as permitred
by Section 9.3,

duvérnych informaci pred zvefenénim. Zidné
z ustanoveni této smlouvy nepredstavuje omezeni
prav zdravotnického zafizeni na zvereinéni udaju
ostudii, jak je doveoleno v odstava 8.0, nebo
vyuzitl udaju o studi, jak je dovoleno v odstavel

9.3.

10.3 Unpubhshed
In recogniton of Sponsor’s legitimate

Confidentiality of

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, Institution shall, and shall require
Research Personnel (a) to keep all Unpublished
Data contidential: and (b) not to disclose any
Study Data or Source Records to any third party
in greater detal than the same may be disclosed in
any publications, presentations or disclosures
permitted by Section 8.1.

10.3  Duvémost nezvefejnénych udaju.
S ohledem na zadavatelly  opravnény
obchodniho  zdjem, aby s zachoval  a

nezpfistupml udaje o studu a zdrojové ziznamy,
které jedté nebyly publikoviny nebo zvefenény
(dile jen ,nezvefejnéné udaje™ v souladu s
odstavcem 8.0, zadavatelovym konkurentum,
bude

mléenlivost o viech nezvefenénych udajich a (b)

zdravomické zafizeni {(a) zachovavat
zdrzi se poskytovani podrobnosti jaky¥chkoliv

udajt o studn nebo  zdrojovych  zdznamu
kterékoliv tfeti strané v mife vétdl, nez tomu u
stejnych udaju muze byt v piipadé jakychkoliv
publikaci, prezentaci nebo zvefenéni intormaci

dovolenych v odstaval 8.1, a bude pozadovat, aby

taktéz éinil 1 persondl vyzkumu.

10.4 In the

event that Institution or any Investigator receives

Compelled Disclosure.

notice of a third party seeking to compel
disclosure of any Confidential Information, they
shall provide Sponsor with prompt notice so that
Sponsor may assist Institution or the applicable
Investigator in seeking, or Sponsor may seek a
protective order or other appropriate remedy. In
the event that such protective order or other
remedy 15 not obtained, Institution or Investigator
shall furnish only that portion of the Confidential
Intormation which it 1s advised by its counsel, in
consultation with Sponsor, 1s legally required to
be disclosed, and shall exercise i1ts best efforts to

10.4
ze zdravotnické zafizeni nebo  ktervkoliv  ze
treti
jakychkoliv

Vynucené zverejnéni. V pripade,

zkoudejicich  obdrzi  oznameni strany
zverenéni
budou

bezodkladné informovat tak, aby tento mohl

s zadosti o vynucené

divérnych  informaci, zadavatele

zdravotuckému  zafizeni nebo  prislusnému
zkoudejicimu  asistovat, pripadné sam  usilovat
o vydani ochranného prikazu nebo o jiny vhodny
opravny prosttedek. V pfipadé, ze nebude
dosazeno vydani ochranného soudniho pfikazu
nebo jiného opravného prostredku, zdravotnické
zafizeni nebo zkoudejici poskytne pouze takovou

¢ast duvémych informaci, o které mu jeho pravni
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Confidential
be atforded that confidential

obtain  reliable assurance the

Information will

zastupce po konzultacr se zadavatelem sdéli, Ze

kigimu  pfedini  extstuje  pravni  povinnost,

treatment. avyvine maximdlni Gsili, aby ziskal spolehlivou
zaruku, 2ze sduvérnymi informacemi bude
nakladano piisluinym zpisobem zachovivajicim
jejich divérnou povahu.
10.5  Confidentiaity and Study Data. 10.5 Duvémost  audaje o studu.

Institution agrees that Sponsor shall be permuitted
to collect, use and process information, data and
other matenals related to the Study using third
party service providers for statistical purposes and
data interpretation.

Zdravotnické  zafizeni souhlasi, aby zadavatel

smél shromazd'ovat, pouzivat a zpracovavat
mtormace, udaje adalsi matenaly souvisejici
se studil § pouzitim poskytovatelu sluzeb tretich
stran pro statisticke Udely a pro cely interpretace

dat.

11.0.  Term, Suspension and Termination 11.0  Platost, pferuseni a ukonceni

11.1  Term. The validity of thus | 11.1  Platnost. Tato smlouva nabyva Géinnosti
Agreement i3 in accordance with Act No | v souladu se zdkonem 340/2015 Sb. O Registru
340/2015 Coll, on Contract Registry, as |smluv a daliich dodatcich. Tato smlouva bude

amended. This Agreement will be effective at the
date this Agreement 1s published, however this
Agreement cannot be published until Sponsor
the version of  this

approves publishing

Agreement. Institution will notify  Sponsor
immediately about the date the agreement was
published. This Agreement will enter into force as
of Effective Date and shall continue in effect
until completion of all obligations herein, unless

earlier terminated pursuant to this Section 11.0.

udinnd ke dmi zvefenéni smlouvy, avéak tato
smlouva nemuze byt zvefenéna pre schvilenim
verze pro zverejnéni Zadavatelem. Zadavatel se

zavazuje  zaslat  zdravotruckému  zafizeni
zaslepenou  verzi  smlouvy ke  zvefemnént.
Zdravotrucké  zafizeni okamzité  informuje

Zadavatele o datu zvefeinéni smlouvy Tato
smlouva je udinnd od data uéinnost a jeji
udinnost bude pokraéovat do splnéni viech
zdavazkn ve smlouvé, pokud nebude ukondéena
drive na zikladé oddilu 11.0.

11.2 3
Institution may suspend the Study immediately, if

SuUspension by Institution.

in the reasonable opinion of the Prncipal
Investigator, the Study Data support suspension

11.2

zafizenim.

Preruseni studie zdravotnickym

Zdravotrucké zarizeni smi studn

okamzité prerudit v pripadé, ze udaje o studn dle

racionalniho  nazoru  hlavniho  zkousdejiciho
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of the Study due to health or safety concerns. In
the event of any such suspension, Institution shall
promptly notify Sponsor by telephone or email,

and, within tive (5)

days aftter such suspension,
shall provide Sponsor with a detaled written
explanation tor Institution’s suspension of the
Study, mcluding any assocrated documentation m
support thereot.

prerudeni studie podponyi s ohledem na obavy
o zdravl abezpecnost. V pripadé jakéhokoliv
takového prerudeni bude zdravotnické zafizent
bezodkladné mformovat zadavatele telefonicky
nebo elektronickou postou ado pén (3) dnu
po takovém  preruseni  poskytne  zadavateli
podrobné pisemné vysvétleni preruseni studie
ze strany  zdravotmického  zafizeni,  vletné
jakékoliv souvisejici dokumentace, kterd takové

rozhodnut podporue.

11.3 Termination by Institution.

Institution may termunate this Agreement for

matertal breach if such breach remains uncured
for a pertod of thirty (30) days after written

11.3 Ukondéeni smlouvy zdravotnickem
zafizenim. Zdravotnické zafizeni smi  tuto

smlouvu ukondit z duvodu jejtho  zavazneho
porudeni v pripadé, ze takové porudeni bez

notice. napravy trvd  podobu  thcetr  (30) dnu
po pisemném ozniment.
114 Termination and Suspension by 114 LUkondeni aprerudeni smlouvy
Sponsor. Sponsor may terminate or suspend this | zadavatelem. adavatel  smi o smlouvu
S St vt t pend tl ! Zadavatel tut !

Agreement, with or without cause at any time,
effective immediately upon written notice.

kdykoliv as okamzitou platnosti ukondit nebo
prerusit, z duvodnych pridin nebo bez dovodnych

pricin, na zakladé pisemného ozndmeni.

11.5 Effect of Termination.

receipt of a notice of termination, Investigators

Upon

and Insttution shall immediately stop enrolling
subjects 1n the Study and, to the extent medically
adwvisable, shall cease conducting procedures on
Study subjects already participating in the Study.
Institution and Investigators 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
by
Sponsor in writing. The terms of this Agreement

termination, unless instructed otherwise

11.5 LUémnek ukondeni. Po

oznament o ukonceni zkousejici a zdravotnické

prijed

zafizeni ihned ukondi zafazovani subjekti do
studie a v rozsahu z lékafského hlediska vhodném
zastavi provadéni postupt u subjekti studie, ktefi
se Ji j12 uéastni. Zdravotnické zafizent a zkousejici
budou
kontrolniho sledovani vyzadovaného protokolem
o studn
protokolem u téch subjektu, ktefi byl do studie

pokracovat v provadéni  jakéhokoly

a v poskytovani  udaju vyzadovanych
zafazeni pred pijetim  ozndmeni © ukonéeni,
pokud je zadavatel pisemné nemstruuje jinak.

Podminky této smlouvy zustanou v platnosd ve
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shall continue to apply with respect to all such
follow-up and data collection. Notwithstanding
anvthing to the contrary in this Section 11.5,
Sponsor, Institution and Investigators agree that
any termination requested hereunder shall not
commence until such date as Study subjects in the
Study can be transitioned out of the Study
without adverse medical effect to such Study
subjects.  Institution and Investigators shall
comply with Sponsor’s instructions regarding the
return of Confidential Information and Sponsor
Matenals and Sponsor Equipment to Sponsor.

vztahu k tomuto kontrolnimu sledovani a shéru
Bez ohledu
tohoto odstavee 11.5, které muaze hovorit odlidng,

udat. na kterékoliv  z ustanoveni

zadavatel, zdravotmcké zafizeni a zkousejici
souhlasi  se skuteénosti, ze jakékoliv ukondceni
pozadované dle této smlouvy bude provedeno az
v okamziku, kdy bude mozné prevést subjekty
Udastnicl se studie mimo ni, aniz by to nané
z lékarského hlediska mélo nezidouci Géinek.
Zdravotrucké zafizeni a zkoudejici se budou fidit
zadavatelovynu pokyny v souvislost s vricenim
davérnych intormaci a zadavatelovych mareridla

a vybaveni zadavatel:.

11.6 Pavments After Early
Termimation. In the event of termination of this
Agreement prior to completion of the Study,

Institution and Investigators shall make all

reasonable efforts to mimimize further costs.

Sponsor  or  Sponsor  representative  shall
reimburse Institution tor 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 Institution for work properly

and
the
termination and 1n accordance with the Payment

be
lost

pertormed,  expenses  incurred non-

cancellable  expenses prior  to date of

Terms and Budget. Sponsor shall not

responsible  for any lost profits  or

opportunities. It any payments exceed the
amount owed ftor work pertormed under the
Protocol, Institution agrees to return the excess

balance to Sponsor.

116
V  plipadé

Platby po predéasném ukondceni.

smlouvy

ukonceni  této vy pred
dokonéenim studie vyvinou zdravotnické zafizeni
a zkoudejicl veskeré priméfené usili za ucelem
mimmalizovani daldich nakladu.  Zadavatel nebo
jeho zastupce uhradi zdravotnickému  zafizeni
jakoukoliv  prici odvedenou pred ukoncenim
smlouvy a v prubéhu kontrolnfho sledovani, a to
vsouladu s pfilohou ¢ 2 (dale jen |, platebni
podminky)  apfilohou &3 (dile  jen
rozpodet”). Zadavatel se zavazuje uhradit

zdravotickému zafizeni radneé odvedenou prac,

vzniklé ndklady a nezrusitelné vydaje do data
ukonéeni smlouvy, ato vsouladu s platebnim

podminkami  a rozpodtem.  Zadavatel nenese

odpovédnost  za  jakykoliv zisk  nebo

usly
nevyuzité phlezitost.  Jesthize kterakoliv platha
prekrodi dluznou &istku za prict odvedenou
zdravotnické  zafizeni

na zikladé  protokolu,

se zavazuje vraut preplatek zadavatel.

11.7 addition  to

pProvisions that b}-‘ their nature survive expiration

Survival.  In any

or termination of this Agreement, Sections 2.3

1.7

smlouvy.

Platnost ustanoveni po ukondceni

Kromé jakychkoliv ustanoveni, které
po ukonéeni nebo vyprieni této smlouvy zustivaji
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(Contlict of Interest), 1.0 (Privacy of Personal
Health Information), 6.1 (Study Data and Source
Records), 6.2 (Adverse Events), 7.0 (Data Storage

8.0 (Publications and Public
Property), 10.0

2.0 (Intellectual
(Confidential  Information), 11.5 (Eftect of

Termination), 11.7 (Survival), 12.0 (Debarment
15.0
(Insurance), 18.0 (Independent Contractors), 19.0

and  Access),

Disclosure),

and Licensure), 14.0 (Indemnitication),

)

(Force Majeure), 20.0 (Financial Disclosure), 22.
Resolution), 3.
25.0 (Choice of

Y

[
=

(Alternative Dispute
(Severability), 24.0
Law), and 26.0 (Entire Agreement) shall survive

(Assignment),

the termination or expiration of this Agreement
for any reason.

v platnostt  na zikladé své povahy, zlstanou
po ukondéeni nebo  vyprieni této  smlouvy
v plamostt 1 odstavee 2.3 (stfet ziymu), 4.0

{ochrana osobnich zdravotnich Gdaj), 6.1 (Udaje
ostudit a zdrojové  zaznamy), 6.2 (nezddouci
7.0 {ukladini dat a pristup k datam, 8.0

ptihody),
(publikace a zvefejnovini mformaci), 9.0 (dusevni
10.0 115
(uéinek ukoncent), 11.7 (platnost ustanoveni
licenc), 14.0

vlastmictvi), (dbvérné informace),

smlouvy}, (zakaz &nnostt

po ukondeni

a udélovini (odskodnéni), 15.0
19.0 (vyssi

maoc), 20.0 (fmanéni phzndni), 22.0 (alternativni

(popdténi), 18.0 (nezavisli dodavatelé),

zpusoby fedeni sporu), 23.0 (salvatorni klauzule),
24.0 {postoupeni), 25.0 (volba prava) a 26.0 (celé

znéni smlouvy), a to z jakéhokoliv duvedu.

12.0 Debarment and Licensure 12,0 Zikaz ¢innost a udélovani licenci
121 Debarment. Institution certifies 121 Zikaz dnnosti.  Zdravotnické
and covenants, on behalf of itselt and Research | zafizeni jménem svym ajménem personalu

Personnel, that netther the Institution nor any
Research Personnel: (a) has been found by any
Agency to have violated any statutes, rules, or
regulations concerning the conduct of clinical
(b)

warning letter or other regulatory document; () 1s

Investigatons; has recetved an Agency
the subject of a debarment action or is debarred
pursuant to the Generic Drug Enforcement Act
of 1992: (d) 1s the subject of a disqualitication
proceeding or has been disqualitied as a clinical
investigator pursuant to 21 C.ER. § 31270 or
stmilar local regulation; (e) has been terminated
from any investigation or research project by a
sponsor for clincal or medical misconduct; or (f)
18 currently or has been the subject of a
proceeding by any Board ot Medical Examiners

or similar agency.

vyzkumu potvrzuje a zavazuje se, ze zdravotnické
zafizeni ani ktervkoliv z pracovniku vyzkumu: (a)
nebyl zadnym uradem shledin subjektem, ktery
by porusoval jakékolv zdkony, pravidla nebo
pravni predpisy tykajici se provddéni klinického
vyzkumu, (b) neobdrzel dredni varovny dopis &t
©
subjektemn procesu zdikazu éinnosti a nebyla mu

iny  dokument regulacniho Uradu, neni

zakdzina cinnost v souladu se Zakonem o
generickych  1édivech z roku 1992, (d) neni
subjektem Hzeni o zbaveni zpusobilost k vykonu
tunkce klinického zkousejictho v souladu s
oddilem ¢ 312,70 &ast & 21 Sbirky tederdlnich
predpisi  nebo  obdobnym  mistné  platnym
nafizenim, (e} nebyl zadavatelem vyloucen z
jakéhokoliv  vyzkumného projektu z divodu

klinického nebo lékafského protesniho pochybeni
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ani (f) v soucasné dobé neni a nebyl subjektem
fizeni vedeného jakymkoliv vyborem soudnich
lekam ¢ obdobnym Uradem.

12.2
certities according to all available intormation and

Licensure. Institution additionally

to thetr best knowledge with diligent mquiry that
(a) Institution and Research Personnel have, and
shall maintain throughout the term of the Study,
all necessary licenses, permuts and authonzations
to conduct the Study: (b) Institution and EC have
not been disqualitied by the FDA; (¢) each
Investigator has not been and 1s 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

retrieved, accessed, and transmitted 1n accordance

created, modified, maintamed, archived,

with 21 C.F.R. Part 11 or similar local regulation.

12.2 Zdravotnické
zafizeni dile potvrzuje, ze dle véech informaci,

LUdélovani licengi.

které ma k dispozici s dukladnym Setfenim (2
zdravotnické zafizeni a personal vyzkumu jsou
apo dobu trvani studie zistanou drziteli viech
nezbymych  licenci, povoleni  a opravnéni
k provadéni studie, (b) zdravotnické zafizeni
2 EK

nezpusohilé, (c) zadny ze zkoudejicichnebyl ami

nebyly uradem FDA prohlideny za

v soucasnostt neni stranou  jakéhokoliv  sporu,

arbitrize nebo  smiru, ktery se tvka  vykonu
lekarské  praxe, viechny elektronické

a(d)
zdznamy a souvisejici systémy budou vytvifeny,
spravovany, archivovany, obnovovany, prendseny
a bude kmm pfistupovano v souladu s oddilem
¢ 11 &asti €. 21 Sbirky federalnich predpisu nebo

obdobnym mistnim platnym pravnim predpisem.

123 Institution Obligation. Institution
shall notity Sponsor in writing within five (3) days
of any change to the foregoing certifications or

12.3
Zdravotnické zafizeni bude zadavatele do pét (3)

Zavazek zdravotnckého zafizeni.

drnu pisemné intormovat o jakychkoliv zménach

covenants. ve vvde uvedenych osvédcenich nebo
prohldsenich.
13.0 Payment 13.0 Platba
13.1  General. In full consideration for 13.1  QObecné ustanoveni.  Zadavatel
performance of the Study and tor the services of | ajeho  zidstupce v souladu s rozpisem plateb
the Institution, Principal Investigator, all support | stanovenym v teto smlouveé uhradi
personnel and tor all resources provided by the | zdravotmickému  zafizeni  ¢dstky  stanovené

same for the Study,

representative shall pay the amounts set forth in

Sponsor  or  Sponsor

v platebnich podminkach arozpocm, ato jako

plnou castku odmény za provedeni studie, za
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Payment Terms and Budget to Institution in
accordance with the payment schedule set torth
therein. The parties hereto represent and warrant
the payments provided under this Agreement
shall be consistent with tair market value in arm’s
length  transactions, and have not been
determined 1n any manner with regard to, or have
been given in exchange for, any mmplicit or
explicit  agreement to  provide tavorable
procurement decisions with regard to Sponsot’s
products, or to the value or volume of any

The

compensation provided hereunder 15  directly

business generated between the parties.

related to the costs of carrying out the Study

sluzby  zdravotnického  zafizeni,  hlavniho
zkousejici a veskerého pomocnéhio persondlu a za
viechny zdroje ténuto poskytnuté v ramei studie.
Strany této smlouvy prohlasuji a zaruduji, ze vyse
plateb provedenych na zikladé této smlouvy bude
odpovidat redlné trzni hodnoté, a ze za zidnych
stanovena v souvislostt  ani

okolnosti  nebyla

provedena vyménou za jakoukoliv  naznadenou
nebo vyslovnou dohodu, najeimz zakladé by
byla pfyimana pfizivd rozhodnutl o zaddvéani
zakdzek v souvislosti se zadavatelovymi produkty
nebo hodnotou & objemem  jakychkoliv
obchodnich aktivit generovanych mezi smluvnimi
stranami.  Kompenzace poskytovand na zakladé

této  smlouvy  pfimo  souvisi s ndklady

na provedeni studie. Splatnost faktur vystavenych
dle této smlouvy zadavatelt je v zakonné Thaté od
jejich dorucent zadavatel..

13.2  Anti-Brbery
Institution represents and warrants and each

Anti-Corruption.

Investigator acknowledges and agrees that any
judgment with respect to advice to and care of
each Smdy subject 1s not atfected by the
compensation recerved hereunder. Furthermore,
any compensation recetved hereunder will not
that  Institution,
Investigators or any of thewr respective owners,

influence  any  decision
directors, employees, agents, consultants, or any
payee under this Agreement may make, as a
Government Official or otherwise, in order to
assist Sponsor 1n securing an improper advantage
or obtain or retam business. Institution and
Principal Investigator agree that they shall not
accept, ofter, promise or give anything of value in
Study.
Institution, Principal Investigator and all others

relatton  to  this  Agreement or the

recetving payment under this Agreement shall

13.2 zasady.

Zdravomické

Protikorupéni

zafizeni prohlasuje  a zarucuje
a kazdy ze zkousdejicich bere na védomi a souhlasi
rozhodnuti
o kazdého

tfinanéni

se skuteénosti, ze jakékoliv
v souvislostt s radamu
ze subjektl  studie

odménou, kterou obdrzi na zikladé této smlouvy.

a peci
neni ovlhivnéno
Jakakolv  kompenzace pfyatd na zakladé této
smlouvy neovlivni jakékolv rozhodnuti, které
zdravotrucké zafizeni, zkousejici nebo kterykoliv
vlastnika,
zamésmancu, zprosttedkovatehy, poradct nebo

z jeho clenu  predstavenstya,
ktervkoliv  pfijemce platby dle této smlouvy
pfipadné pfyme, at’ iz v postaveni stitniho
ufednika &1 jin¥m zpusobem, kterym by zadavatels
poskyti asistenct pf1 zapdténi nepripustné vyhody
nebo ziskini & udrzeni obchodni pfilezitost.
Zdravotrucké zafizent a hlavni zkousejic souhlasi,

ze vsouvislost ¢ touto smlouvou nebo studii,
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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 nights or remedies under this
Agreement or at law, Sponsor may terminate this
Agreement immediately it Institution or Principal
Investigator breaches any of the representations
or warranties contaned in this Section 13.0 or if
Sponsor learns that improper payments are being
or have been made to public officials by
Institution,  Prncipal  Investigator  or  any

The
Study 15 performed independently from any

individual or entity acting on its behalt.

business transactions and decision on supply
purchases with Sponsor. Institution shall not
receive any benefits for its provision of services
for the Study other than the remuneration agreed

herein.

neprymou, nenabidnow, nepfislibi a neposkytnou
jakékoliv hodnotné véci. Zdravotnické zarizeni,
hlavni zkousejict a viechny daldi osoby pryimajici
platby na zakladé této smlouvy zajisti, aby v celém
prubéhu studie seznameri

provadéni byli

s protikorupéni  legislativou  a tuto  dodrzovali.
Kromé dalsich prav a opravnych prostfedku
na zikladé  této  smlouvy & ze zdkona smi
zadavatel tuto smlouvu okamzité ukonéit, jestlize
zdravotnické  zafizeni nebo hlavni zkoudejic
porudi kterékoliv z prohliseni &1 zdruk uvedenych
v tomto odstaver 13.0, pripadné pokud zadavatel
zjistl, Ze zestrany zdravotruckého zafizeni,

hlavniho  zkoufejicho  nebo  kteréhokoliv
jednotlivee &1 subjektu jednajiciho jejich jménem
jsou nebo byly providény nepfipustné platby
ve prospéch  vefenych  dnitelt. Studie  je
provadéna nezavisle na jakychkoliv obchodnich
transakcich a rozhodnutich o nakupech matendlu
od zadavatele. Zdravomické zarizeni nepfime
zadné vyhody za poskytovani sluzeb v ramc

studie kromé odmeény dohodnuté v této smlouvé.

13.3  Payment ot the expenses and fees
mentioned in this Section 13.0 will be made
according to the terms set forth in the Payment
Terms (Appendix 2) and the Budget (Appendix 3)
which outlines payment tor services rendered.
The that
representative shall not be lable in the event

parties  acknowledge Sponsor
adequate funds are not made available by
the that
representative fails to compensate Institution as
described
responstbility  for compensating Institution n

Sponsor. In event Sponsor

herein, Sponsor  shall  assume

accordance with Appendix 3.

133 Platby za naklady apoplatky
stanovene  vtomto odstava 130 budou
provedeny v souladu s podminkami stanovenynu
v platebnich  podminkach  (piiloha ¢ 2)
arozpoctem (phlohg & 3),  kter¥  poskytuje

prehled o platbach za poskymuté sluzby. Smluvni
strany berou na védomi, ze zadavateluy zastupce
nenese odpovédnost v pfipadé, zZe zadavatel
neposkytrne nalezitou vydi tinancénich prostredka.
V pfipadé, ze zastupce Zadavatele nezaplat fadné
a véas zdravomickéemu zafizeni a hlavnimu
zkoudejicimu  dle této smlouvy, Zadavatel e
zodpovédny za

proplaceni nahrady

Zdravotnickému zafizeni a hlavnimu

zkousejicimu v souladu s Prilohou 3
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13.4
obligations in respect of taxes and soctal security

Institution shall comply with all

contributions, 1f applicable, which relate to the
subject matter of this Agreement including,

relevantni,

134 Je-h to
zdravotrické zatizeni splni vedkeré povinnosti

pak

souvisejici  se zdanénim  a pfispévky na socidlni

pojisténi, které se vztahuji  k pfedmétu  této

without lmitation, those that relate to the | smlouvy, numo jiné véetné téch, které se tykaji
Principal  Investigator, Institution and its | hlavniho zkoudejictho, zdravotnického zafizeni
emplovees and/or collaborators. a jeho zaméstnanca a/nebo spolupracovnika.

13.5  Submission Limitations. 135 Omezeni predlozenych ndroka.

Institution shall not and shall ensure that no
Research Personnel (a) submits clums  tor
payment to any Study subject, third-party pavoer
or any other person or entity for any item,
procedure or service that has been paid tor or
provided without charge by Sponsor: or (b) seeks
or retains payment trom Sponsor for any item,
procedure or service that 15 reimbursed by any
Study subject, third-party payvor or any other
person or entity, except to the extent permutted
by law, and only then in accordance with the rules

of the payor to which such claims are submutted.

Zdravotnické  zafizeni se zdrzi (a) predkladani
nirokd na platbu jakémukoliv subjektu studie,
plitcam  tretl strany nebo kterémukoliv jinému
jednotliver nebo subjektu za jakykoliv predmét,
postup nebo sluzbu, kterd byla uhrazena nebo
bezplamé poskytnuta zadavatelem a (b) Zziadosd
o platbu & o ponechani s1 platby od zadavatele za
jakykoliv pfedmét, postup nebo sluzbu, kterd byla
uhrazena kterymkoliv subjektem studie, plitcem
téetl strany nebo kterymkoliv jinym jednotliveem
nebo subjektem, vyyma pripadd, kdy to dovoluje
zdkon, a pouze v souladu s pravidly platce, jemuz
jsou takové ndroky predkladdny, azajsti, aby
taktéz éinil 1 kazdy z personalu vyzkumu.

14.0  Indemnification 14.0 Odskodnéni

141 By Sponsor. Sponsor  shall 141 Ze strany zadavatele. Zadavatel
indemnity), detend, and hold harmless Institution | odskodni, obhaji 2 zbavi odpovédnost
and Research Personnel (collectively, the | zdravotnické  zafizeni  a persondl  vyzkumu

“Institution Indemnitees™) trom and against
any and all labilites, 1 injury, damages, losses,
claims, or expenses, including court costs and
reasonable attorneys’ fees (“Losses™) resultng
party
including

from any  third claims, actions  or

proceedings, claims seeking

(spole¢né dale jen ,subjekty odskodniované

spolu se zdravotnickym zafizenim®)

v souvislostt s veskerymu  zdvazky,  djmanu

skodami, ztratami, ndroky nebo ndklady, véetneé
soudnich v¥loh a priméfenych nikladu na pravni
(déle Lztraty®)  vzniklymi

zastoupeni jen
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compensation for bodily mjury or death of any
Study subject enrolled 1n the Study to the extent
that such njury or death was directly caused by
the Study Drug, and provided that the Study
Drug was used in accordance with the Protocol
and this Agreement, but solely to the extent thar
such Losses do not arise out of or i connection
with any Institution Indemnitee’s (a) wrongtul or
willtul

misconduct or other misuse of the Study Drug;

negligent actions or omissions, or
(b) failure to tollow any applicable, applicable

laws, regulations and guidelines 1n Czech
Republic, or to conform to reasonable and
prudent clinical practices, including GCPs as
applicable to drug studies; (¢) tatlure to tollow the
Protocol, instructions, or other information
provided by or on behalt of Sponsor to the
Institution Indemnitees; (d) any case mn which
wntten informed consent of the Study subject
was not obtained (e) Study subject’s underlying or
preexisting conditions or prior treatment tor the

underlying or preexisting condition.

v dusledku jakychkoliv naroku, Zalob nebo fizeni
vedenych tretl stranou pozadujici kompenzact za
umu  nazdravi  nebo  smrt  kreréhokoliv
ze subjektl zafazenych do studie, ato s tim, Ze
takovd Uma na zdravi nebo smrt byla primo
zpusobena hodnocenym lékermn, a za predpokladu,
lek byl

s protokolem a touto smlouvou, avsak vyhradné

ze  hodnoceny pouzit v souladu
s tim, ze takové ztrity nevzniknou ve vztahu

ke kterémukoliv  ze subjektu  odskodnovanych
spolu se zdravotnickym zafizenim kvult jejich (a)
neoprivnénému nebo nedbalému  jednini &t
opomenuti nebo umyslnému pochybeni ¢1 jinému

léku,  (b)

nedodrzeni obecné zdvaznych zikont, pravnich

zpusobu  zneuziti  hodnoceného
predpisi a pokymi v Ceské Republice nebo
piimerenych  auvazlivych  klimickych  postupq,
véetné pokynu SKP tykajicich se lékovych studii,
{¢) nedodrzeni protokolu nebo jinych mnformaci,
které budou zadavatelem nebo jeho jménem
poskytnuty  subjektim  odékodnovanym  spolu
(d)

ziskin

se zdravotnickym  zafizenim, jakémukoliv

ptipadu, v némz nebyl

subjektu

pisernny
studie,

zékladnimu nebo dfive existujicimu onemocnéni

mnformovany  souhlas a (e)

subjektu  studie  nebo  predchazejici  1é¢hé

zékladniho nebo diive existujictho onemocnéni.

142 By Insttution. Institution shall
indemnity, defend, and held harmless Sponsor,
their atfiliated entities, and their respective agents,
the

“Sponsor Indemnitees™) trom and against any

contractors, and personnel  {collectively,
and all actual Losses resulting from or ansing out
of any third party claims, actions or proceedings
relating to any Institution Indemnitee’s (a)
wrongful or negligent actions or omissions, or
willful misconduct or other misuse of the Study
Drug; (b) railure to tollow any applicable laws,

regulations and guidelmes 1in Czech Republic, or

4.2  Ze strany zdravotnuckého zatizeni,

Zdravotnické zafizeni odskodni, obhaji a zbavi

odpovédnostt  zadavatele, jemu  phdruzené

subjekty ajejich zdstupce, dodavatele a persondl
(spole¢né dale jen ,subjekty odskodniované

spolu se zadavatelem® v souvislosti
s veSkerymit  skutenymui ztriturmn vezniklymi
v dusledku  nebo v souvislostt s jakymukoliv

naroky, zalobarmu nebo fizenimi vedenymi treti
stranou  ve vztahu ke kterémukoliv  ze subjekta
oddkodnovanych

spolu se zdravotrickym

zafizenim kvl jejich (3) neopravnénému nebo
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to conform to reasonable and prudent chinical
practices, including GCPs as applicable to drug
studies: (¢) failure to follow the Protocol or other
information provided by or on behalt of Sponsor
to the Insttution Indemnitees; and (d) prior
treatment for the undetlying or preexisting

condition.

nedbalému  jednani & opomenuti  nebo
umyslnému pochybeni &1 jinému zpusobu zneuziti

léku, (b)

zavaznych zakonl, pravnich pfedpisi a pokymi

hodnoceného nedodrzeni  obecné
vCeké republice a pokyni nebo pfiméfenych
auvazlivych klinickych postupu, véemeé pokynua
SKP tykajicich se lékovych studi, (¢) nedodrzeni
protokolu nebo jnych informact, které budou
zadavatelem nebo

jeho  jménem  poskytnuty

subjektum odskodnovanym spolu
se zdravotnickym  zafizenim, a (d) predchizejici
lécbé

onemocnéni.

zakladnitho  nebo  dfive  existujictho

14.3 The

party claming a nght of indemnification or

Conditions of Indemnity.

defense under this Agreement shall provide the
indemnitying party prompt notice {in all events
within five (5) days) of any such claim, including a
copy thereof, served upon 1t, and shall cooperate
fully with the indemnitying party and its legal
representatives in the investigation of any matter
regarding the subject of indemmnification, at the
indemnifying party’s expense. The mndemnifying
party shall have the right to exerase sole control
over the detense and settlement of any such
complaint or claims for which indemnitication or
defense 1s sought, including the sole right to select
detense counsel and to direct the detense or
settlement of any such claim or suit; provided that
the indemnitying party shall not enter into any
settlement or admit tault or lability on the
indemnitied party’s behalt without the prior
wrtten consent of the indemmified party, which
consent shall not be unreasonably withheld or
delayed. In the event a claim or action 18 or may
be asserted, the indemnified party shall have the
right to select and to obtain representation by
separate legal counsel. It the indemnitied party
exercises such right, all costs, expenses and risks

14.3 Smluvni

strana, ktera si ndrokuje privo na od$kodnéni

Podminky odiskodnéni.

nebo obhajobu na zakladé této smlouvy, bude

stranu  odskodnujici  bezodkladné  intormovat
(vzdy do pét (5) dmi) o jakémkoliv vzneseni
takového ndaroku vidi ni, véetné predlozeni jeho
kopie, ana nidklady odskodrujici swany bude
stouto  ajejimi  pravnimu  zastupar  plné
spolupracovat pii vysetfovani jakékoliv zalezitosts
tvkajici se predmeétu odikodnéni.  Odskodnujici
strana je opravnéna prevzit v¥hradni kontrolu nad
obhajobou  a vyrovnanim jakychkolv  takovych
zalob nebo ndroky, vsouvislostt s nimiz e
odskodnéni nebo obhajoba vyzadovina, véetné
vyhradniho priva volby obhdjee a fizeni obhajoby
nebo vyrovnani jakychkolv takovych naroka ¢
zalob za predpokladu, Ze odskodiujici strana
nepiistoupi na jakékoliv vyrovndni ani nepripusti
vinu ¢ odpovédnost jménem odskodnované
strany bez jejiho pfedchazejictho  pisemného
souhlasu, ktery  touto nebude bezduvodné
odpiran ant odklidan. V pripadé, ze dojde nebo
muze dojit kuplatnéni niroku nebo zaloby,
oddkodriovand strana bude mit privo volby
samostamého a zajisténi

pravniho  zdstupce

zastoupeni samostatnym  pravnim  zastupcem.
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incurred by the indemnified party for such
separate legal counsel shall be borne by the
indemnitied party unless the indemnitying party is
adjudicated liable for such injury or death, 1n
which case the indemnitving party shall be
responstble for such indemnified party’s separate
legal counsel’s costs and expenses.

Jesthize odékodnovand strana  takoveé

uplatni, veskeré wydaje, niklady arnzika, které

pravo

odskodnované  strané vezniknou v souvislostt
s takovym samostatnym  pravnim  zastoupenim,
ponese odskodnovand strana vyyma pripadu, kdy
bude soudné rozhodnuto, ze odpovédnost za
takovou wymu na zdravi nebo smrt nese strana

oddkodnujict, a v takovém pfipadé ponese tato

odpovédnost  1za  takové vydaye a naklady
v souvislost se samaostatnym pravnim
zastoupenim odikodnované strany.
15.0 Insurance 15.0  Pojisténi
15.1  Sponsor Insurance. Sponsor, to 151  DPojsténi zadavatele. V rozsahu
the extent required by law and by this Agreement, | pozadovaném zikonem a touto  smlouvou

shall maintain in full torce and eftect throughout
the pertormance of the Study sutficient insurance
to cover the relevant liability of the Sponsor tor
any damage sutfered by the Study subjects as a
result of their participation in the Study. Proot of
insurance shall be provided upon request of
Institution.

zadavatel uzavie apo celou dobu provadéni
studie bude udrzovar v plamostt a Gcinnost
dostate¢né  ponsténi k pokrytd

zdravotnického

pfislusné
odpovédnostt zafizeni
a zadavatele za Oymu utrpénou subjekty studie
v dusledku jejich uéasti ve studii. Na zadost bude
zafizeni doklad

zdravotnickému predlozen

0 uzavieni pojidténi.

15.2  Institution Insurance. Institution,
to the extent required by law, shall maintain m full
force and eftect throughout the performance of
the Study applicable 1nsurance . amounts
appropriate to cover its hability for any damage
which may be caused as a result of rault or
Institution
mvolved 1n the performance of the Study.

negligence of any professional

Institution  shall provide Sponsor proot  of

INSUrance upon request.

15.2
V  rozsahu

zikonem  bude

pozadovaném

zdravotrucké zafizeni po celou dobu provadént
studie udrzovat v platnostt a uémnostt piislusné
pojisténi na astky dostateéné k pokryti jeho
odpovédnost za jakoukoliy skodu, ktera muze
byt zpusobena v dusledku chyby nebo nedbalosti
jakehokoliv odbornika zdravotnického zafizeni
Na
zdravotnické

podilejictho  sena  provadéni  studie.

zadavatelovu  Zadost  predlozi

zafizeni doklad o uzavfeni poji§téni.
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16.0  Subject Injury

16.0  Ujma na zdravi subjektu studie

Sponsor agrees to reimburse Institution
for those reasonable and necessary  medical
Study
emergency medical care, including hospitalization,

expenses incurred by subjects  tor
in the diagnosts and treatment of Study subject
injury arsing directly tfrom the Study Drug and
provided that the Study Drug was used 1n
accordance with the Protocol and this Agreement,
in the event that such expenses are not covered
by the Study third  party

insurance; provided however, that Sponsor shall

subject’s health
not be obligated to pay Institution such expenses
to the extent that such adverse events, arose out
of or 1s related to any Insttution Indemnitee’s (a)
tallure to follow any applicable laws, regulations,
or guidelines in Czech Republic, or to conform to
reasomable and prudent clinical practices: (b)
wrongful or neghgent acts or omissions; or willful
misconduct or misuse of the Study Drug: or (¢)
fatlure to follow the Protocol or other written
recommendations or instructions provided by or
on behalt 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 tor the Study
condition.

Zadavatel se zavazuje uhradit
zdravotrnickému zafizeni ty pfimérené a nezbytné
niklady na 1é¢bu, které subjektim studie
vzniknou v souvislostt s urgentni lékafskou péé,
véeme hospitalizace, s diagnostikovanim a léébou
Uimy na zdravi, kterd subjektu studie vznikne v
piimém  dusledku  hodnoceného  léku  za
predpokladu, ze hodnoceny 1ék byl pouzit v
souladu s protokolem a touto smlouvou, a to v
pripadé, Ze takové naklady nepokriva zdravotni
pondtént subjektu studie uzavrené s tfeti stranou,
aviak s tim, Ze zadavatel nebude zdravotnickému
zafizeni povinen takové ndklady uhradit, jesthize
takové neziddouct prihody vzniknou v dusledku
nebo v souvislostt s kterymkoliv ze subjekmd
odskodnovanych spolu se zdravotnickym zafizeni
kvali jepch () nedodrzenim obecné zdvaznych
zdkonu,. pravnich pfedpisi a pokyni CR nebo

pokynu nebo piiméfenych a uvazlivyich klinickych

postupt, (b) neoprivnénym nebo nedbalym
jednanim & opomenutim  nebo  umyslnym
pochybenim & jinym  zpusobem  zneuziti
hodnoceného  léku nebo (¢ nedodrzenim

protokolu nebo jinych pisemnych doporudeni
nebo pokynu poskymutych zadavatelem nebo
jeho iménem. Vyraz ,,uma na zdravi subjektu
studie”  pouzity vtomto odstavel nezahrnuje
piirozeny postup  zdkladnitho nebo  dfive
extstujictho onemocnéni nebo prihody, které by
byly ocekiviany u standardni 1é¢hby s pouzitim
aktudlné schvalenych terapii onemocnéni, jehoz

se studie t¥kad.
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17.0  Notices

17.0  Oznimeni

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 torth below, or to the postal
address subsequently provided by a party in
accordance with this section, by (a) first class
certitted mail, return receipt requested, with
notice deemed given upon receipt: or (b) a
nationally-recognized overnight courter service,
with notice deemed given on the date of receipt
as indicated on the courier’s receipt:

Jakdkoliv  ozndmeni na zakladé této  smlouvy
budou udinéna pisemneé, budou cbsahovat odkaz
na &islo klimckého protokoln a budou dorucena
smluvni strané na podtovni adresu stanovenou
nize, pfipadné na podtovni adresu  ndsledné
smluvni stranou poskytnutou v souladu s timto
odstavcerm, ato (a) doporudenou zidsilkou prni
tiidy s doruéenkou, pfidemz oznameni bude
povazovano za doruéené jeho pijetim, nebo (b)
celondrodné  uznavanou  kuryrni sluzbou
s doddanim do druhého dne, pfidemz oznameni

bude povazovano za dorucené k datu jeho pfijet

Stredoceského kraje,
Vancurova 1548
272 59 Kladno

Czech Republic

uvedenému  na potvrzeni o pfijmu  vydaném
kurymi sluzbou:

If to Instimtion: Pokud Zdravotnickému zafizeni:

Oblastni nemocnice Kladno, as., nemocnice | Oblastni nemocnice Kladno, a.s., nemocnice

Sttedoceského kraje Sttedoceského kraje,

Vancurova 1548 Vancéurova 1548

72 59 Kladno 272 59 Kladno
Czech Republic, Czech Republic
It to Principal Investigator: Pokud pro hlavniho zkoudejiciho:
L | ]
Oblastni nemocnice Kladno, a.s., nemocnice | Oblastni nemocnice Kladno, a.s., nemocnice

Stredodeského kraje,
Vanéurova 1548
272 59 Kladno

Czech Republic

It to Sponsot:

Pokud Zadavateli:
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CSL Behring GmbH

CSL Behring GmbH

Emil-von-Behring-Str. 76

Emil-von-Behring-Str. 76

35041 Marburg, Germany

35041, Marburg Némecko

Atm:Sr. Director, Clinical Global Operations

K rukam:

CC: Legal Department

Kopie zaslana: Pravni oddéleni

In case of doubt, the notice pursuant to this
Agreement shall be deemed to have been
delivered to the other contracting Party on the
10th day atter 1ts registered dispatch to the above-
mentioned address of the other contracting Party.

V pripadé pochybnosti se md za to, ze zasilka dle
této smlouvy byla druhé smluvni strané dorudena
10. dnem po svém doporuéeném odeslani na
shora uvedenou adresu druhé smluvni strany.

18.0 Independent Contractors 18.0 Nezavisli dodavatelé.
Institution 1s an independent contractor Zdravotnické zafizeni je zadavatelovym
of  Sponsor. Principal Investigator, Research | nezdvislym  dodavatelem.  Hlavni  zkousejic,

Personnel and agents or employees of Principal
Investigator shall not be considered an employee,
partner, joint venture or agent of Sponsor.
Netther Institution, nor any of its Research
Personnel shall have the authonty to legally bind
Sponsor.  No Research Personnel or agents or

employees of Prncipal Investigator  shall
represent, warrant, suggest or otherwise 1mply
that either Principal Investigator or Institution
represents Sponsor, have the authonty to bind

Sponsor or are operating on Sponsor’s behalt,

personal vyzkumu a zastupa nebo zaméstnanc
hlavniho zkoudejiciho nebudou povazovani za
zaméstmance, spoleéniky ani  osoby  Gcasmici

se spoleéného podniku  se zadavatelem &1 jeho

zprostiedkovatele.  Zdravotmické  zafizeni am
zadny  zjeho persondlu  vyzkumu  nepsou

opravném zadavatele pravné zavazovat. Zadny
z persondlu vyzkumu ant zprostredkovatelu &t

zamésmancu  hlavniho  zkousejictho  nebude
prohlasovat, zarucovat, tvrdit  am  jmnak
naznacovat, ze  hlavni  zkousejici  nebo

zdravotrické zatizeni zadavatele zastupuii, jsou jej
opravnéni pravné zavazovat nebo provozuji svou
¢innost jeho jménem.

Institution 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

Zdravotrucké  zafizeni  nenajme  Zadneho

subdodavatele k plnéni svych zivazka dle této
smlouvy bez predchizejiciho  pisermného
souhlasu zadavatele. Jakykoliv takovy souhlas

nezbavi zdravotnické zafizeni zadnych zavazku
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Institution of 1ts obligations hereunder.

vyplyvajicich z této smlouvy.

19.0  Force Majeure

19.0 Vyssi moc

Any delays 1n, or taillure of, performance of any
party’s obligations will not constitute a detault
hereunder or give rise to any claim for damages,
if, and to the extent, caused by events beyond
reasonable control, including but not limited to,
force majeure, fire, explosion, disease, weather,
war, nsurrection, civil strife, rnots, terrorsm,
government action or power falure. The party
claiming inability to perform the obligation of this
Agreement will promptly notity 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 tair solution and shall use all reasonable
endeavors to minimize the consequences of such
force majeure.

Jakékoliv zpozdéni & selhani pi plnéni zavazku

kterékoliv ze smluvnich stran nebude
predstavovat neplnéni této smlouvy am pricinu
vzniku jakéhokoliv ndroku na nahradu za $kody,
jestlize bylo zpUsobeno udalostru a v rozsahu
numo phoimeétenou kontrolu, mimo né vietné
vy§§l  mocy,  pozam,  vybuchu,  choroby,
meteorologickych podminek, valeéného konfliktu,
povstani, obdanské stivky, nepckoj, terorizmu,
dodavek

strana,

vladni  mtervence nebo preruseni

elektrické  energie. Smluvni ktera

konstatuje svou neschopnost plmt zivazky dle

této  smlouvy, bude ovéech souvisejicich
podrobnostech udalostt 2 odhadovaném  trvini
Gdinkt  takové  vy$ST  moca bezodkladneé

nformovat stranu druhou.  Je nutné pfijmout
viechna primérend a duslednd opatfeni za ucelem
odstranéni  takovych pfidin, zatmeo smluvni
budou

uspokojivé fedeni, a vyvinou veskeré primérené

strany spoleéné  jednat, aby nalezly

Usili k munimalizovini ndsledka Génka takové

vy881 moct.

20.0 Financial Disclosure

20.0  Finané&ni pfiznani

As required by 21 CFR Part 54 and applicable
regulations and other legal requirements as may
from time to time be or become applicable with
respect thereto, the Institution and Investigators
shall provide appropriate tinancial disclosures to
Sponsor.  During the time the Study 15 being
conducted and tor one (1} year thereafter,

Jak vyzaduje oddil & 54 dastt &

tederalnich pfedpisu

212 Shirky
a dalsf platen smérce a
pravni predpisy, které pfipadné mohou byt nebo
se stat plamymi v souvislostt s touto smlouvou,
zdravotrucké  zafizeni  a zkousejici  predlozi
Po dobu

provadéni stmdie ajeden (1) rok poté bude

zadavateli pfislusnd tinanéni priznani.
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Institution and Investigators shall update such
forms promptly or whenever any material change
occurs 1n the information disclosed by a previous
torm and provide the updated torm to Sponsor.

zdravotnické  zafizeni  a zkousejici  takové

formulare bezodkladné aktualizovat v piipadé
kazdé podstatné zmény informaci poskytnutych
formulan

v predchazejicim a aktualizovany

formular poskytmou zadavatel.

21.0  Conflicting Terms

21.0  Kolidujici podminky

In the event there 15 a contlict between the terms
of the Agreement and the Protocol with respect
to any of the provisions contaned within the
Agreement, the Agreement shall control. In the
event of any contlict between the Protocol and
the Agreement with respect to the procedure(s)
or methodology for pertormance of the Study,
the Protocol shall control.

V ptipadé rozporu mezi podminkami smlouvy
a protokolu v souvislost s ustanovenirm smlouvy
bude upfednostnéna smlouva. 'V piipadé rozporu
mezi  protokolem  asmlouvou v souvislosts
s postupem (postupy) nebo zpusobem provadéni

studie bude upfednostnén protokol.

22.0  Alternative Dispute Resolution

22.0  Alternativni zpuisoby Feseni sport

It 1 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
negotation and consultation between themselves.
The parties will also constder but are not bound
to commuit to arbitration as a means of resolving
any such disputes.

V pripadé, Ze mezi smluvnimi stranami dojde
ke sporum  ohledné vykladu & aplikace této
smlouvy, smluvni strany mayl v amyslu pokusit

se o urovnani takovych sporl  vzijemnym

vyjedndvanim a konzultacl. Smluvni strany dale
zvazi moznost arbitrdze jako zpusobu fedeni
takovych nebudou  viak

jakychkolv sporu,

povINnL této moznostl Yyuzit.

23.0  Severability

23.0 Salvatorni klauzule

It any provision of this Agreement is tor any
reason found to be unenforceable, the remainder
of this Agreement shall continue 1n full torce and
eftect. Failure to enforce any rights hereunder,
regardless of the length of time such failure

Bude-li kterékoliv z ustanoven! této smlouvy
z jakéhokoliv duvodu shledano nevymahatelnym,
zbyvajici &astt této smlouvy zistanou 1 nadale
plamé audinné v celém rozsahu. Nemoznost

vymahat jakakoliv priva na zikladé této smlouvy
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continues, shall not constitute a warver of those
or any other rights.

nebude bez ohledu na délku trvani takové situace
predstavovat vzdani se téchto nebo jakychkoliv
jinych prav.

24.0  Assignment 24.0  Postoupeni
Institution may not assign or otherwise transter | Bez zadavatelova predchazejictho  pisemného
this Agreement, or any nghts or obligations | souhlasu  nesmi zdravotnické  zafizeni  tuto

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

smlouvu am zadné ze svych prav nebo zdvazka
vyplyvajicich z této smlouvy postouptt &1 jinak
prevést.  Jakykoliv pokus o prodej, zastavu,

postoupeni, udéleni dil¢i licence nebo jiny zpusob

ettect. prevedeni v rozporu s imto odstavcem 24.0 bude
neplatny a neudinny.
25.0 Choice of Law 25.0 Volba prava

This Agreement and the rights and obligations of
the parties hereunder shall be governed by and
interpreted,  construed, and  entorced in
accordance with the laws of the Czech Republic,
exclusive of 1ts 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
ot laws, jurisdiction, and venue in the state and
tederal courts sitting 1n Czech Republic. Locally
competent courts are courts according to registry

address of Institation.

Tato smlouva apriva a povinnostt smluvnich
stran dle této smlouvy se budou fHdit a budou
vykladdny a vymihdny v souladu se zdkony Ceské
republiky bez chledu na pravidla t¥kajici se volby

prava.  Soudy Ceské republiky maji vyhradni

pravomoc rozhodovat v jakychkoliv sporech mezt
smluvnimi stranamt a kazda ze smluvnich stran

timto  souhlasi s vykladem  zdkonu, soudni

pravomoct  amistni  prisludnost statnich

a federalnich soudd se sidlem v Ceské republice.

Mistné  pfishusné  jsou  soudy dle sidla

zdravotnického zafizeni.

26.0 Entire Agreement

26.0 Celé znéni smlouvy

This Agreement, including the Protocol and all

Tato smlouva, véetné protokolu a viech priloh
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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 lumitation, 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 a wnting signed by Sponsor
and Insttution. For the avoidance of doubt, the
signature ot Principal Investigator 18 not required
on any amendment to this Agreement, unless the
party  to  this
This Agreement shall be binding

Principal  Investigator 15 a
Agreement.
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 will be
executed in three (3} counterparts, each of which
shall be deemed an onginal, but all of which
together shall constitute one and the same
agreement and each contracting Party will recerve

one.

této smlouvy k ni pfipojenych & do ni vélenénych

formou  odkazu, predstavuie Gplné  ujednini
smluvnich stran s ohledem na predmétr uvedeny
v této smlouvé a nahrazuje véechny predchdzejici
a soudasna ujednani, mimo jiné véetné jakychkoliv
predchazejicich  dohod o mléenlivostu, at’ jiz
pisemnych nebo Ustnich, uzavfenych stranamu
této  smlouvy v souvislosti s pfedmérem  této

smlouvy., Tato smlouva smi byt doplnéna pouze

pisemnym dokumentem podepsanym
zadavatelem a zdravotruckym zafizenim.  Pro
vyloudeni pochybrnosd -  podpis  hlavniho

zkoudejiciho neni vyzadovan na zadném dodatku
k této smlouvé, pokud hlavni zkousejici neni
Tato

zdvazna pro smluvni strany (mimo jné véetné

stranou  této  smlouvy. smlouva  bude
viech pracovnika vyzkumu, kteri ukondi prict
na studi pfed ukonéenim nebo vyprienim této
zakonné

bude
vyhotovena ve tfech (3) duplikatech, pficemz

smlouvy), jejich pravni zdstupce,

nistupce 1 postupniky. Tato  Smlouva
kazdy bude povazovin za ongnil a véechny
spoleéné predstavujl stenou smlouvy, z nichz

kazda strana obdrzi jeden.

27.0  Prevailing Language

27.0  Rozhodujici jazykova verze

This Agreement and the attachments
hereto are executed 1 English and Czech
languages. In case of any discrepancy between the
English and Czech translations, the Czech

translation shall prevail.

Tato  smlouva

vyhotoveny v anglickém  a deském

ajeji  piilohy  jsou
jazyce. V
pfipadé rozporu mezi preklady do anglického

a Ceského jazyka bude urcujici éesky preklad.

[Signature page tollows]

[PODPISOVA STRANKA NASLEDUJE]
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IN WITNESS WHEREOF, Sponsor, Institution
and Principal Investigator have caused this
be
authonzed representatives as of the Effective
Date.

Agreement to executed by their duly

NA DUKAZ CEHOZ zadavatel zdravotnické
zafizeni ahlavni  zkoudejicl  podepsali k datu
udinnostt radné

prostrednictvim  svych

zmocnénych zastupcu tuto smlouvu.

(1) CSL Behring GmbH

By/Podepsal/a:

Name/Jméno:

Title/Funkee:

Date/Datum:

o

By/Podepsal/a:
Name/Jméno: _
Title/Funkce:  Prncipal Investigator/ Hlavni
zkousejici
Date/Datum:

Appendices:

Appendix 1: Protocol
Appendix 2: Payment Terms
Appendix 3: Budget
Appendix +: PoA

Oblastni Nemocmice Kladno, a.s

2)

By/Podepsal /a:

Name/Jména:

Title/Funkce:

Date/Datum:

Prilohy:

Praloha 1: Protokol

Ptiloha 2: PLATEBNI PODMINKY
Piiloha 3: ROZPOQCET

Priloha 4: Plna moc
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APPENDIX 1 PRILOHA 1

Protocol Protokol
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APPENDIX 2 PRILOHA 2
PAYMENT TERMS PLATEBNI PODMINKY
1.General Conditions of Payment. 1. ¥Seobecné platebni podminky.

1.1 Payment Terms. Sponsor has transterred 1.1 Platebni podminky. Zadavatel preved]
responsibility to Drug Dev, Inc. (“DrugDev”) to zodpovédnost za umoznéni a spravu plateb na
facilitate and manage payments. Institution payments spole¢nost Drug Dev, Inc. {dile jen ,,DrugDev).
for each Study subject will be made based on Study Platby zdravotnickému zafizeni za kazdy studijni

visits completed and data entered. subjekt budou provadény na zakladé dokonéenych

navstév ve studi a zadanych udaji.

1.2 Payment Crteria. Payment will only be made 1.2 Krniténa pro platby. Platby za studijni
tor Study subjects under the following criteria subjekty budou proviadény pouze podle nasledujicich
kriténi
Enrollment of Study subjects 1s in compliance with Zarazeni studijnich subjekti je v souladu s kritéru
the inclusion and exclusion criteria as detined in the  pro zafazeni a vyfazeni definovanymi v protokolu.
Protocol
Study procedures have been conducted in full Postupy ve studii byly provedeny v plném souladu s
compliance with the Protocol and case report forms protokelem a byly odevzdany zaznamy subjekta
have been submitted hodnoceni.
Payments will be limited to the number of Study Platby budou omezeny na pocet studijnich subjekt
subjects designated in the Budget and who are stanoveny v rozpoctu a na subjekty, které jsou
enrolled prior to the total Study target number of zafazeny pred dosazenim celkového cilového poctu
subjects being met; unless Sponsor gives written subjekti pro studiy pokud zadavatel neposkytne
approval to enroll addittonal Study subjects or pisemny souhlas se zafazenim dalsich studynich
extend the enrollment period, subject to any event or subjekta nebo neprodlouzi zarazovaci obdobi,
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early termination ot the Agreement.

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

termination.

1.3 Invoicing. Accurate and complete nvoices
shall be sent to DrugDev at the address below to:
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v kazdém pfipadé s vyjimkou pfedéasného ukonéeni
smlouvy.

Platby za studijni subjekty, které nedokondi studu,
mohou byt proplaceny pomérnym dilem. Pokud by
studie méla byt ukoncena predéasne, bude
provedena platba za ndvitévy vykonané pfed datem
ukondeni.

1.3 Fakturace. Presné a uplné faktury je tfeba
zaslat spolecnostt DrugDev na nize uvedenou
adresu:

Bill-to: CSL Behring GmbH

In care of: DrugDev Payments

IQVIA, 5th floor.

210 Pentonville Rd, King Cross

London N1 9JY

United Kingdom

Email: su

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

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

orti@drugdevelobal.com

Faktury, které nespliuji vyse uvedené pokyny, budou

vraceny piijemct 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:
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mailto:support@drugdevglobal.com

Sponsor Name
Complete Protocol Number
Investigator Name
Institution Name/Site #

Third party documentation 1s required, where
applicable

2. Additional Services.

Should the payee be requested by Sponsor or CRO
to pertorm services not covered in Budget, these
services shall not commence until compensation 1s
mutually agreed upon in writing in the torm of an
amendment to this Agreement.

3.Protocol Viclators.

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

4. Taxes.

All amounts within this budget shall be considered
as inclusive of all applicable taxes, except
GST/HST/VAT. If GST/HST/VAT is applicable,
then this shall be charged to the Sponsor at the

applicable rate and included in an invoice as
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Niézev zdravotnického zafizeni / &islo pracovisté

Pripadné je vyzadovana dokumentace tfeti strany

2.Dodateéné sluzby.

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

3. Narudeni protokolu.

Platby pro studijni subjekty, u kterych se ma za to, ze
porusily protokol, mohou byt proplaceny do
ckamziku, kdy podle uvazeni zadavatelek porudeni
doslo.

4.Dané,

Vsechny ¢astky v rimet tohoto rozpodtu zahrnuji
vsechny pfislusné dané, kromé dané ze zbozi a
sluzeb (GST) / prodejni dané (Harmonized Sales
Tax, HST) / DPH. Je-li to relevantni, pak budou
GST/HST/DPH uctovany zadavateli v pfisluiné
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described in Section 1 above. Consequently, taxes sazbeé a budou zahmuty na takture, jak je uvedeno
(and any penalties thereon), that may be imposed on vyse v bodu 1. V dasledku toho budou dané
any amount due and/or payment made by Sponsor {a veskeré s nimi souvisejici sankce), které mohou
to the Principal Investigator/Institution shall be the byt uloZeny za jakékoliv splatné ¢astky a/nebo platby
responsibility of the Principal provedené zadavatelem hlavnimu zkoudejicimu /
Investigator/Institution. zdravotnickému zafizeni, odpovédnosti hlavniho

zkousejiciho / zdravotnického zatizeni.
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QEGIS CSL Behring

Appendix 3

Payment Terms and Budget - Institution

PI
Instituti . .
o Oblastni nemocnice Kladno,
O
a.s.
Name )

Per Patient Visit Cost

T T
o=
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QEeGis- o CSL Behring

Platebni podminky a rozpocet - Zdravotnické zafizeni

Jméno hlavniho

zkousejictho

F

Nizev
zdravotnického Oblastni nemocnice Kladno, a.s.
zarizeni
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Payment Terms and Budget - Principal Investigator

Appendix 3

ol ame B
Institution : .

Oblastni nemocnice Kladno, a.s.
Name
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Platebni podminky a rozpocet - Hlavni zkousSejici
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Power of Attorney
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