5)

6)

7)

pouceni a plnit pokyny zkousejiciho,

(i) vyslovné¢ souhlasi s tim, Zze jeho
anonymizované zdravotni udaje, zaznamenané
v pribéhu klinického hodnoceni, mohou byt
predany zadavateli a zadavatel je mize
pouzivat  zatcelem  zpracovani  udaji
ziskanych v pribéhu ptislusného klinického
hodnoceni a ziskané vysledky dale pouzivat a
dale souhlasi s tim, z¢ osoby odpovédné za
vedeni a kontrolu klinického hodnoceni
mohou nahlizet do jeho lékafskych zaznam?.

Zdravotnické zarizeni zajisti, Ze podepsané
dokumenty subjektii hodnoceni o jejich pouceni
a souhlasu pofizené podle odst. 3 budou
ulozeny v dokumentaci o provedeni klinického
hodnoceni jim vedené. Smluvni strany dale
zajisti, ze tyto dokumenty budou archivovany
dle podminek uvedenych v ¢l VIL, odst. 2
pism. a) této smlouvy. Subjekt hodnoceni
obdrzi kopii podepsancho  formulare
informovaného souhlasu.

Pokud zdravotnické zafizeni prostrednictvim

zkousejiciho  zjisti v prib&hu  klinického
hodnoceni, Zze subjekt hodnoceni zafazeny
do klinického hodnoceni nevyhovuje jeho

kritériim, okamzité bude o tom informovat
zadavatele a subjekt zprab¢hu klinick¢ho
hodnoceni vyradi. Zdravotnické zafizeni je
povinno o vyrazeni neprodlené informovat
subjekt klinického hodnoceni a zajistit jeho
dalsi lécbu a sledovani jeho zdravotniho stavu.

Zdravotnické zarizeni i zadavatel jsou povinni
v prabehu klinického hodnoceni ipo jeho
ukon¢eni dbat podle obecné zavaznych
pravnich pfedpisi, a to zejména zidkona
o ochrané osobnich udajt, o ochranu osobnich
tdaji  subjekti  hodnoceni  zafazenych
do klinického hodnoceni. V CRF budou udaje o
klinickém hodnoceni zaznamenany zasadné
anonymné, tj. aniz by byl subjekt hodnoceni
jmenovan, pfi¢emz veSkeré zaznamy v CRF
musi byt odvoditelné z lékaiskych zaznami.
Osobni udaje subjektii hodnoceni nebudou
smluvnimi stranami zvefejnovany.

5)

6)

7

(1) his participation in the clinical
assessment is voluntary and that s/he
undertakes to observe instructions for the
person under assessment given in the written
advice and to fulfill instructions of the
examiner,

(i1) s’/he expressly agrees that his/her

anonymized medical information recorded in
the course of the clinical assessment may be
handed over to the contracting entity, and the
contracting entity may use it for the purpose of
processing data obtained in the course of the
respective clinical assessment and keep using
the obtained results, and further, s/he agrees
that persons responsible for the management
and supervision of the clinical assessment may
inspect his’her medical records.

The health-care facility shall ensure that the
undersigned documents of the persons under
assessment - on the basis of which they have
been advised and through which they expressed
their consent - made according to cl. 3 will be
filed in its documentation on the carrying out of
the clinical assessment. Further, the contracting
parties shall ensure that these documents will be
archived according to conditions given in article
VII, cl. 2 paragraph a) hercof. The person under
assessment shall receive a copy of the
undersigned form of the informed consent.

[f the health-care facility finds out - through the
examiner, in the course of the clinical assessment
- that the person under assessment included into
the clinical assessment fails to meet its criteria, it
shall immediately inform the contracting entity
thereof and the person will be excluded from the
course of the clinical assessment. The health-care
facility shall be obliged to inform the person
under the clinical assessment of their exclusion,
and to procure their further treatment and
monitoring of their medical condition.

The health-care facility and the contracting entity
shall be obliged - in the course of the clinical
assessment and upon termination thereof - to
ensure the protection of personal data of the
persons under assessment included into the
clinical assessment according to generally
binding legal regulations, particularly the Act on
the Protection of personal data. In the CRF, data
about the clinical assessment will be essentially
recorded anonymously, i.e. without naming the
person under assessment, and all records in the
CRF must be derivable from medical records.
Personal data of the persons under assessment
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Informovany souhlas musi trvat po celou dobu
klinického hodnoceni. Pokud by jej subjekt
hodnoceni odvolal, zdravotnické zafizeni
postupuje v souladu sodstaveem 6 clanku
V. této smlouvy.

VL
Sledovani a kontrola pribéhu klinického
hodnoceni

1) Pribéh a provadeéni klinické¢ho hodnoceni budou

kontrolovany a monitorovany subjektem pisemn¢
povéienym zadavatelem, kterému zdravotnické
zafizeni umozni pfistup ke vSem informacim
ziskanym vramei klinického hodnoceni 1 k
vysledkiim laboratornich testi a jinym zdznamim
o subjektech zarazenych do klinického hodnoceni
za dodrzeni obecné zavaznych pravnich predpisi.
V souladu s ust. § 55 odst. 8 zakona o 1éCivech a
§ 15 vyhlasky o spravné klinické praxi, zadavatel
zajisti, ze Statni Gstav pro kontrolu léciv a eticka
komise pro multicentrickdi hodnoceni budou
informovany o zahéjeni klinického hodnoceni
nejpozde€ji do 60 dnt po jeho skute¢ném zahajeni
a ze prislusnym organim budou predkladany
prubézné zpravy o pribéhu klinického hodnoceni,
a to kazdych 12 mésici po celou dobu trvani
klinického hodnoceni.

2) Osobou opravnénou ke kontrole a monitoringu

3

N—

prubéhu a provadéni klinického hodnoceni je
SCOPE INTERNATIONAL PRAHA s.r.o., ICO:
27413144, DIC: CZ27413144, sidlo v CR.. Tato
osoba je opradvnéna povefit kontrolou a
monitorovanim klinického hodnoceni konkrétni
fyzickou osobu (dale také jako ,.monitor™), jejiz
jméno, vcetné¢ kontaktnich uadaji neprodlené
sdéli, pisemnou formou, pred zahdjenim jeji

¢innosti  zdravotnickému zafizeni. Pro zménu
monitora plati obdobné postupy.
Prubéh  klinického  hodnoceni, dodrzovani

protokolu a zéasad spravné klinické praxe a
vysledky Kklinického hodnoceni mohou byt
kontrolovany také auditory zadavatele, po
predchozim  projednani se  zdravotnickym

will not be disclosed by the contracting parties.

8) Informed consent must last throughout the whole

period of the clinical assessment. If it is revoked
by the person under assessment, the health-care
facility shall proceed in accordance with cl. 6
article V. hereof.

VI

Monitoring and check of the course of the clinical

D

3)

assessment

Course and carrying out of the clinical
assessment will be checked and monitored by
the contracting entity authorized in writing by
the person, which shall be enabled by the
health-care facility to access all information
obtained within the scope of the clinical
assessment and also the results of laboratory
tests and other records of persons included into
the clinical assessment in compliance with
generally binding legal regulations. In
accordance with the provision of s. 55 subsec. 8
of the Drugs Act and s. 15 of the Regulation for
correct clinical practice, the contracting entity
shall procure that the State Institute for Drug
Control and the ethical commission for
multicentrical assessments will be informed of
commencement of the clinical assessment
within 60 days at the latest upon its actual
commencement and that the respective bodies
will be submitted operating statements of the
course of the clinical assessment every 12
months during the clinical assessment.

Person authorized to carry out checks and
monitoring of the course and to carry out the

clinical assessment shall be SCOPE
INTERNATIONAL PRAHA S.r.0.,
Identification  number: 27413144, Tax

Identification number: CZ27413144, registered
office in the CR. This person shall be authorized
to charge a specific natural person (hereinafter
referred to as the "monitor") with checking and

monitoring the clinical assessment, whose
name, including contact details, will be
immediately notified in writing before

commencement of its activity to the health-care
facility. To the change in the monitor there shall
apply similar procedures.

Course of the clinical assessment, observance
of the record and principles of correct clinical
practice and results of the clinical assessment
may be also checked by auditors of the
contracting entity upon prior discussion with
the health-care facility and within agreed dates
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4)

5)

)

jakoz i

zafizenim a v dohodnutych terminech za
predpokladu dodrzeni obecné zavaznych pravnich
predpisti. Zdravotnické zafizeni se zavazuje po
ptedchozi dohod€ umoznit zadavateli nebo jim
ur¢ené osobé ¢i osobam kontrolu dokumentace a
té casti svého zafizeni, ktera bezprostfedné
souvisi s klinickym hodnocenim.  Tim neni
dotéeno pravo kontroly povéfenymi pracovniky
pfislusnych statnich organi CR a zahrani¢nich
kontrolnich uradu.

Zdravotnické zafizeni a zadavatel jsou si védomi
moznosti, ze regulaéni ¢i jiny statni orgéan
provadg¢jici ¢innosti v ramci své pravomoci je
opravnén ucinit nebo ucini regulacni opatieni
vici  zdravotnickému zafizeni. Zdravotnické
zafizeni se zavazuje neprodlené uveédomit
zadavatele pisemnou formou o kazdém takovém
regulacnim opatfeni  provedeném nebo
olekavaném, vucéi zdravotnickému zafizeni, a to
z jakéhokoliv  divodu, které muze ovlivnit
klinické hodnoceni fidici se touto smlouvou,
poskytnout kopii veskeré pisemné
korespondence prijaté od prislusného regulacniho
organu, ktera se k témto skute¢nostem vztahuje.

Subjekty hodnoceni musi byt v informovaném
souhlasu podle ¢l. V.odst. 4 této smlouvy
pouceny a informovany také o tom, Ze Udaje
ziskan¢ o nich v prib¢hu klinick¢ho hodnoceni
mohou byt pro ucely kontroly pouzity a
piedlozeny také piislusnym statnim organim CR
a zahrani¢nim kontrolnim organtim.

VII.
Jina ustanoveni

Zadavatelem poskytnutd léciva a zdravotnicka
technika, jejichz  specifikace je wuvedena
v protokolu, pouzije zdravotnické zafizeni pouze
pro ucely provedeni klinického hodnoceni.
Veskera hodnocena léCiva a materialy, které
nebudou pouzity v ramci klinického hodnoceni,
vrati zdravotnické zarizeni zadavateli a o této
skutecnosti bude porizen zapis.

2) Zdravotnické zarizeni zabezpeci:

a) archivaci veskeré dokumentace tykajici se
klinického hodnoceni v souladu se spravnou
klinickou praxi v feSitelském svazku vletné:

4)

3)

Y

2)
a)

provided that generally binding legal
regulations are observed. The health-care
facility undertakes to enable - upon prior
agreement - the contracling entity or the
person(s) appointed by him to check
documentation and that part of its facility which
immediately relates to the clinical assessment.
Thereby there shall not be affected the right of
checking by authorized workers of the
respective public authorities of the CR and
foreign inspecting authorities.

The health-care facility and the contracting
entity are aware of the possibility that a
regulatory or any other public authority
performing activities within the scope of their
powers shall be authorized to take or shall take
regulatory measures against the health-care
facility. The health-care facility undertakes to
immediately inform the contracting entity in
writing of each such regulatory measure taken
or expected against the health-care facility for
any reason which may affect the clinical
assessment regulated by this contract, as well as
to provide a copy of all written correspondence
received from the respective regulatory body
which relates to such facts.

The persons under assessment must be advised
in the informed consent according to article V
cl. 4 hereof and also informed that data
obtained about them in the course of the clinical
assessment may be used and submitted for
purposes of inspection to respective public
authorities of the CR and foreign inspecting
bodies.

VIIL
Other provisions

The health-care facility shall use medicines and
medical technology - which specification is
given in the record - provided by the
contracting entity only for purposes of the
carrying out of the clinical assessment. All
assessed medicines and materials which will
not be used within the scope of the clinical
assessment shall be returned by the health-care
facility to the contracting entity, and there shall
be made a record of such a fact.

The health-care facility shall procure:

archiving of all documentation relating to the
clinical assessment in accordance with correct
clinical practice in the rescarch volume,
including;:
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(i) dokumentace vztahujici se k subjektiim
hodnoceni zahrnutym  do  klinického
hodnoceni,

(ii)) vychozi zdravotni dokumentace dle
pravidel pro uchovavani zdravotni
dokumentace v souladu se zakonem o péci o
zdravi lidu,

(ii1) specifickych kodu subjekti hodnoceni, a
to vSe po dobu 15 roki od data ukonceni
klinického hodnoceni, nestanovi-li obecné
zavazné  pravni  predpisy delsi  dobu.
Zdravotnické zafizeni se dale zavazuje, ze
zni¢eni dokumentace tykajici se klinick¢ho
hodnoceni nebude provedeno bez predchoziho
pisemného souhlasu zadavatele;

b) smluvni strany si jsou védomy skutecnosti, ze
zakonné zdravotni pojisténi kryje pouze
naklady vyplyvajici z provedeni diagnézy a
léceni subjektu hodnoceni v rozsahu, ktery by
vznikl u kazdého pacienta s touto diagnozou,
tj. kdyby se subjekt hodnoceni nezucastnil
klinického hodnoceni IéCiva. Jakékoliv dalsi
naklady jsou pokryty platbou zadavatele
zdravotnickému zafizeni. Zdravotnické
zatizeni se zavazuje, ze nebude narokovat
plnéni z vefejného zdravotniho pojisténi na
zdravotni péci subjektti hodnoceni hrazenou
zadavatelem v souvislosti s klinickym
hodnocenim podle této smlouvy a zadavatel se
zavazuje za tyto dalsi naklady zaplatit;

¢) zdravotnické zafizeni se zavazuje poskytnout
zadavateli na zakladé jeho pisemné vyzvy
pisemnou zpravu o prubéhu  klinického
hodnoceni v zdravotnickém zarizeni v terminu
stanoveném zadavatelem a dohodnutym se
zdravotnickym zafizenim.

3) Tato smlouva nezaklada pravo exkluzivity zadné
ze smluvnich stran.

4) Vsechna duilezita sdéleni, ktera sméruji k praviim
a povinnostem vyplyvajicim z této smlouvy, musi
mit pisemnou formu a musi byt dorucena
prokazatelnym zptisobem, a to k rukdm:

- u zdravotnického zarizeni : statutarniho
organu,
- uzadavatele : statutarniho organu,

Smluvni strany se souc¢asné dohodly, Ze sdéleni je
platné¢ okamzikem jeho fadného doruceni druhé

b)

c)

3)

4)

(1) documentation relating to the persons
under assessment included into the clinical
assessment,

(i1) initial medical documentation
according to rules for the keeping of medical
documentation in accordance with the Act on
Public Health Care,

(111) specific codes of the persons under
assessment, all that for the period of 15 years
from the date of termination of the clinical
assessment unless general binding legal
regulations stipulate a longer period. Further,
the health-care facility undertakes that
destruction of documentation relating to the
clinical assessment will not be carried out
without a prior written consent of the
contracting entity;

the contracting parties are aware of the fact that
statutory health insurance covers only costs
arising out of the making of a diagnosis and
treatment of the person under assessment to the
extent which would arise with each patient with
such a diagnosis, i.e. if the person under
assessment did not take part in the clinical
assessment of the medicine. Any other costs are
covered by payment of the contracting entity to
the health-care facility. The health-care facility
undertakes that it will not lay claim to the
performance from the public health insurance
for the health care of the persons under
assessment paid by the contracting entity in
connection with the clinical assessment under
this contract and the contracting entity
undertakes to pay for such other costs.

the health-care facility undertakes to provide
the contracting entity on the basis of his written
request with a written statement of the course of
the clinical assessment in the health-care
facility within the time limit stipulated by the
contracting entity and agreed with the health-
care facility.

This contract shall not establish the right of
exclusiveness for any of the contracting parties.

All important notifications which lead to rights
and obligations arising out of this contract must
be made in writing and must be delivered in a
provable manner for the attention of:

- with the health-care facility : authorized
representative body,

- with the contracting entity : authorized
representative body,

At the same time, the contracting parties agree
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5)

6)

7)

8)

9)

smluvni stran€.

Zadavatel se zavazuje nepouzivat Udaje o
zdravotnickém zafizeni v zadné reklamni ¢innosti
a nevykonavat prezentace hodnocencho lé¢iva ve
spojeni s propagaci ¢innosti nebo produktl
zdravotnického zafizeni bez jeho predchoziho
pisemného svoleni a zdravotnické zafizeni se
zavazuje neuzivat udaje o zadavateli, jeho
¢innosti a  produktech kreklamnim nebo
propagaénim G¢éelim bez jeho predchoziho
pisemného svoleni. K tomuto jsou smluvni strany
opravnény pouze za piedpokladu, ze to bude
piimo vyplyvat zpovinnosti uloZzené né&které
smluvni strané¢ obecn¢ zdvaznym pravnim
predpisem.

Zdravotnické zafizeni se zavazuje nevyuzivat
zadnym zpisobem sluzeb nebo informaci od
osob, které jsou jako nezadouci uvedené
v platném seznamu FDA na adrese Food and
Drug Administration, 5600 Fishers lane,
Rockville, Maryland 20857, U.S.A.
(http://www.fda.gov/ora/compliance_ref/debar/de
fault.htm).

Zdravotnické zatizeni timto Cestné prohlasuje, ze
ma plné opravnéni uzavfit tuto smlouvu, a Ze
uzavieni této smlouvy a/nebo plnéni povinnosti
podle této smlouvy neni v rozporu s zadnou
povinnosti zdravotnického zafizeni vyplyvajici z
obecn¢ zavaznych pravnich predpisi  nebo
z jinych smluvnich zavazki.

Smluvni strany dale prohlaSuji, ze s uzavienim
této smlouvy nejsou spojeny zadné dalsi sluzby,
protisluzby nebo jiné vyhody, a zejména Ze
poskytnuti smluvni odmény podle ¢lanku XIII.
této smlouvy neni zalozeno na zavazku
predepisovat, vydavat nebo doporucovat lécivé
pripravky  zadavatele a/nebo  zdravotnické
prostiedky zadavatele.

Elektronické systémy:

a) Elektronické systémy (dale jen ,elektronické
systémy®) mohou byt pouzity v klinickém
hodnoceni a pomoci pfi analyze dat
ziskanych b¢hem klinickych hodnoceni a
predkladat je kontrolnim afadim. Dulezitym
pozadavkem pro fungovani tohoto procesu je
schopnost zdravotnického zafizeni, resp.
zkousejiciho, elektronicky vkladat,
kontrolovat, schvalovat a pienaset data. V

3)

6)

7)

8)

9)

that the notification shall be valid at the
moment of its due delivery to the other
contracting party.

The contracting entity undertakes not to use
data about the health-care facility in any
advertising activity, and not to perform
presentations of the assessed drug in connection
with the promotion of activities or products of
the health-care facility without its prior written
consent, and the health-care facility undertakes
not to use data about the contracting entity, its
activity and products for advertising or
promotional purposes without its prior written
consent. The contracting parties shall be
authorized to do so only provided that it will
directly follow from a duty imposed on any of
the contracting party by generally binding legal
regulations.

The health-care facility undertakes not to use in
any manner services or information from
persons which are mentioned as undesirable in
the valid list of FDA at Food and Drug
Administration, 5600 Fishers lane, Rockville,
Maryland 20857, U.S.A.
(http://www.fda.gov/ora/compliance_ref/debar/
default.htm).

The health-care facility hereby honestly
declares that it is fully authorized to conclude
this contract and that conclusion of this contract
and/or performance of obligations under this
contract is not in conflict with any of the
duties/obligations of the health-care facility
arising from generally binding legal regulations
or other contractual obligations.

Further, the contracting parties declare that with
the conclusion hereof there are not connected
any further services, return services or other
benefits, and particularly that provision of a
contractual fee according to article XIII. hereof
is not based on the obligation to prescribe, give
out or recommend medicinal preparations of the
contracting entity and/or medical devices of the
contracting entity.

Electronic systems:

a) Electronic systems (hereinafter referred to as

the "electronic systems') may be used in the
clinical trial aimed at helping to analyze data
obtained during the clinical assessment and to
submit them to the inspecting authoritics. An
important requirement for the functioning of
this process is an ability of the health-care
facility, or the examiner, to electronically
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http://www.fda.gov/ora/compliance

1) Zdravotnické

souvislosti s timto klinickym hodnocenim
zdravotnické zafizeni vyhodnoti elektronicka
zatizeni a jeho komunika¢ni moznosti, aby
posoudil, zda jsou dostateéné ke splnéni
pozadavkl protokolu a zda jsou kompatibilni
s¢ systémy zadavatele.

b) Zdravotnické zafizeni nesmi  pouzivat
elektronické systémy pro jiné ucely nez ty
uvedené vtéto smlouvé a protokolu.
Zdravotnické  zafizeni umozni  pfistup
k elektronickym  systémim  pouze tém
osobam, které se piimo podileji na provadéni
klinického hodnoceni. Zdravotnické zafizeni
se nebude za Zadnych okolnosti pokouset
opravovat jakékoli chyby ¢&i  technické
problémy spojené s elektronickymi systémy.

10) V piipad¢ zapujceni vybaveni potiebného po

provedeni KH, bude o této zapljcce uzaviena
samostatna smlouva o vyptjcce.

VIIL

HlaSeni nezadoucich p¥ihod a u¢inki a
predkladani zprav

zarizeni prostrednictvim
zkousejiciho ve smyslu ust. § 58 zdkona o
lécivech a vyhlasky o spravné klinické praxi a
neprodlené¢ oznami zadavateli vSechny zavazné
nezadouci ptihody s vyjimkou téch piihod, které
protokol «&i Soubor informaci pro zkousejiciho
vyslovné oznacuji / oznacuje» za prihody
nevyzadujici neprodlené hlaSeni. Poskytne o vySe
uvedenych skute¢nostech podrobné pisemné
hlaSeni, a to zpusobem stanovenym obecné
zavaznymi pravnimi predpisy. V neprodleném i
nasledném hlaseni budou subjekty hodnoceni
oznaceny pfidélenymi identifikacnimi  kody.
Zadavatel neprodlené informuje zdravotnické
zafizeni o vSech jemu oznamenych podezienich

na neocekavané zavazné nezadouci GCinky
hodnoceného léciva.
Nezadouci pithody a laboratorni odchylky

oznacené protokolem za kritické pro hodnoceni
bezpecnosti hlasi zdravotnické zatizeni zadavateli
v souladu s pozadavky protokolu a ve [haté
protokolem stanovené. V piipad¢ hlaSen¢ho amrti
subjektu  hodnoceni  zdravotnické  zarizeni
poskytne zadavateli a etické komisi vSechny
pozadované doplnujici informace.

insert, check, approve, and transfer data. In
connection with this clinical assessment, the
health-care facility shall evaluate its electronic
equipment and its communication possibilities
in order to assess whether they are sufficient
for the fulfillment of requirements of the
record and whether they are compatible with
the systems of the contracting entity.

b) The health-care facility may not use the
clectronic systems for purposes other than
those given herein and in the record. The
health-care facility shall enable access to the
electronic systems only to such persons which
are directly involved in the carrying out of the
clinical assessment. The health-care facility
shall not try - under any circumstances - to
correct any errors or technical problems
connected with the electronic systems.

10) In case that the necessary equipment for the CT

conduct will be provided, a separate loan
agreement will be made.

VIIIL

Reporting of undesirable events and effects and

submission of reports

1) The health-care facility - through the examiner

within the meaning of the provision of s. 58 of
the Drugs Act and Regulation for correct clinical
practice - shall immediately inform the
contracting entity of all serious undesirable
events with the exception of those events which
the record «or the Set of information for the
examiner expressly designate / designates» as
events not requiring immediate reporting. It shall
provide a detailed written reporting of the above-
mentioned facts in the manner stipulated by
generally binding legal regulations. In the
immediate and subsequent reporting, the persons
under assessment will be designated with
assigned identification codes. The contracting
entity shall immediately inform the health-care
facility of all suspicions notified to it of
unexpected serious undesirable effects of the
assessed drug.

2) Undesirable events and laboratory deviations

designated by the report as critical for the
assessment of safety shall be reported by the
health-care facility to the contracting entity in
accordance with the requirements of the report
and within the time limit stipulated by the report.
In case of reported death of the person under
assessment, the health-care facility shall provide
the contracting entity and the ethical commission
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3) Vyskytne-li

1) Zadavatel

se v souvislosti s provadénim
klinického hodnoceni nova skutecnost, ktera
muze ovlivnit bezpecnost subjektii hodnoceni, je
zdravotnické zafizeni povinno pfijmout okamzita
opatieni k ochrané subjektd hodnoceni pred
bezprostfednim  nebezpe¢im a  neprodlené
informovat zadavatele.

IX.
Nahrada za poskozeni zdravi subjektu
zarazeného do klinického hodnoceni

poskytne, za podminek nize
uvedenych, zdravotnickému  zatfizeni plnou
nahradu za veskeré naroky a fizeni (vCetné vSech
vyrovnani ¢i plateb na néz neni pravni néarok
/pokud  budou uskutecnény se souhlasem
smluvnich stran/ vcetné veskerych néakladi a
vydaji na pravni zastoupeni a soudni fizeni)
vznesené¢ a uplatnéné subjekty hodnoceni, které
se  ucéastni  klinického  hodnoceni,  vuéi
zdravotnickému zafizeni z diivodu Gjmy na zdravi
(v€etn& smrti), ktera subjektim hodnoceni vznikla
v souvislosti s uzivanim hodnocenych  Ié¢iv
vramci klinického hodnoceni a je prokazatelné
jeho dusledkem (tj. zkouseni nebo klinického
zékroku nebo postupu proveden¢ho nebo
pozadovaného v ramci klinického hodnoceni,
kterym by subjekty hodnoceni nebyly vystaveny,
kdyby se klinického hodnoceni neucastnily).

2) Zadavatel se své povinnosti k nahradé Skody

podle vyse uvedeného ujednani zprosti, prokaze-li

ze:

a) yma na zdravi (véetné smrti) byla zplsobena
nedbalosti,  protipravnim  jednanim  Ci
opomenutim  ¢i  porusenim  povinnosti
zkousejiciho nebo zdravotnického zarizeni
obecné zavaznymi pravnimi predpisy ¢i touto
smlouvou;

b) zdravotnické zatizeni, nejpozdéji do 30 ti
pracovnich dni, co byl vi¢i nému narok na
nahradu skody uplatnén (tj. obdrzel oznameni
o takovém naroku nebo o zahajeni fizeni o
takovém  ndroku), neuvédomil pisemné
zadavatele o takové skute¢nosti nebo na zadost
zadavatele a na jeho naklady mu neumoznil
prevzit kontrolu nad takovym narokem nebo
fizenim;

c¢) zdravotnické  zafizeni bez  predchoziho
pisemného souhlasu zadavatele uznalo takovy

with all required supplementing information.

3) If there occurs a new fact in connection with the

carrying out of the clinical assessment which may
affect safety of the persons under assessment, the
health-care facility shall be obliged to take
immediate measures for the protection of the
persons under assessment from immediate danger
and to immediately inform the contracting entity.

IX.

Compensation for damage to health of the person

included into the clinical assessment

1) The contracting entity shall provide - under

conditions given below - the health-care facility
with full compensation for all claims and
proceedings (including all settlements or
payments to which there is no legal claim /if they
arc made with the consent of the contracting
parties/ including all costs and expenses on legal
representation and judicial proceedings) raised
and asserted by the persons under assessment
which take part in the clinical assessment against
the health-care facility due to harm to health
(including death) done to the persons under
assessment in connection with the use of the
assessed drugs within the scope of the clinical
assessment and is provably the consequence
thereof (i.e. testing or clinical intervention or
procedure carried out or required within the
scope of the clinical assessment to which the
persons under assessment would not be exposed
if they did not take part in the clinical
assessment).

The contracting entity shall be released from his
duty to compensate for damage according to the
above-mentioned stipulation if it proves that:

a) harm to health (including death) was caused by
negligence, unlawful conduct or omission or
breach of the duty/obligation of the examiner or
the health-care facility arising out of generally
binding legal regulations or this contract;

b) the health-care facility - within 30 working days
at the latest from the date a claim to the
compensation for damage was asserted against
it (i.e. received a notice of such a claim or of
commencement of the proceeding with respect
to such claim) - failed to inform the contracting
entity in writing of such a fact, or at the request
of the contracting entity and at its expense it did
not allow him to take over the control over such
claim or proceeding;

c¢) the health-care facility acknowledged - without
a prior written consent of the contracting entity
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3)

4)

1)

narok nebo postup stim, ze takovy souhlas
nebude bezdiivodné zadrzovan a s tim, Ze tato
podminka nebude povazovana za porusenou
jakymkoliv  prohlasenim, které zkousejici
uéinil v souvislosti s plnénim  vnitinich
reklamacnich postupt, hlaseni neo¢ekavanych
ptihod a nehod nebo disciplindrnich postupi
zdravotnického zafizeni nebo v piipadech, kdy
je prohlaseni predepsano zakonem.

Zadavatel bude neprodlené zdravotnické zarizeni
v celém rozsahu informovat o stavu naroku nebo
postupu takového fizeni proti jemu samému, bude
se zdravotnickym zafizenim konzultovat zpusob
pravniho vedeni sporu a nevyrovna narok nebo
neukon¢i fizeni bez predchoziho pisemného
souhlasu zdravotnického zafizeni. Zdravotnické
zafizeni se zavazuje, ze tento souhlas nebude
bezduvodné odpiran.

Zadavatel prohlaSuje, ze pred zahajenim
klinického hodnoceni bylo uzavieno pojisténi
odpovédnosti za Skodu pro zdravotnické zarizeni
pro provadéné klinické hodnoceni a soucasné
pojisténi subjekti hodnoceni pro prfipad Gjmy
vzniklé na zdravi véetné smrti v dusledku
provadéni klinického hodnoceni, , ve smyslu ust.
§ 52, odst. 3, pism. f) zakona o IéCivech, a to na
plnéni v minimalni vysi, vjaké lze rozumné
predpokladat, 7ze by jej mohla postihnout.
Ovéfena kopie pojistné smlouvy, ve které bude
zdravotnické zatizeni uvedeno jako
spolupojistény, bude predana zdravotnickému
zafizeni pred zahdjenim plnéni této smlouvy a
tato pojistna smlouva bude platna po celou dobu
platnosti této smlouvy.

X.
Ochrana duvérnych informaci a zachovani
mlcenlivosti
Diavérnymi informacemi se pro ucely této

smlouvy rozumi veskeré informace poskytnuté
zadavatelem a vztahujici se ke klinickému
hodnoceni nebo jeho dokumentaci. Zahrnuji
zejména informace o  struktufe, slozeni,
ingrediencich, vzorcich, know-how, technickych
postupech a procesech, jakoz i jiné informace
zadavatelem oznacené jako daverné.
Zdravotnicke zafizeni, se zavazuje nezpfistupnit
divérné informace tieti osobé (s vyjimkou osob

3)

4)

- such a claim or procedure, it being understood
that such consent will not be unreasonably
withheld and that this condition will not be
considered breached through any declaration
which the examiner made in connection with
the performance of internal complaint
procedures, reporting of unexpected events and
accidents and disciplinary procedures of the
health-care facility or in cases when a
declaration is prescribed by law.

The contracting entity shall immediately inform
the health-care facility in the whole extent of the
state of a claim or procedure of such proceeding
against itself, it shall consult the mode of legal
conduct of a dispute with the health-care facility
and shall not settle the claim nor terminate the
proceeding without a prior written consent of the
health-care facility. The health-care facility
undertakes that this consent shall not be
unreasonably withheld.

The contracting entity declares that before
commencement of the clinical assessment there
was taken out liability insurance against damage
for the health-care facility for the clinical trial
carried out and concurrently insurance of persons
under assessment in case of damage done to
health including death as a result of the clinical
trial, and further, insurance of other than
proprietary harm due to the carrying out of the
clinical assessment within the meaning of the
provision of s. 52 subsec. 3 paragraph f) of the
Act on Pharmaceuticals and on the minimum
claim amount in which is reasonably foreseeable
that it might affect. Certified copy of an
insurance contract in which the health-care
facility will be mentioned as the co-insured will
be handed over to the health-care facility before
commencement of the performance of this
contract and this insurance policy shall be valid
for the entire duration of this contract.

X.
Protection of confidential information and
maintenance of confidentiality

1) Confidential information for the purposes of this

contract shall be wunderstood as all the
information provided by the contracting entity
and relating to the clinical assessment or its
documentation. It includes, particularly, the
information about the structure, composition,
ingredients, samples, know-how, technical
procedures and processes, as well as other
information designated by the contracting entity
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