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CONTRACT OF THE CARRYING
OUT OF CLINICAL ASSESSMENT

Clinical assessment: AM-125-CL.-18-01

»Multicenter randomized controlled phase 2 trial
to evaluate AM-125 in the treatment of acute
peripheral vertigo following vestibular
schwannoma resection (TRAVERS)«
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uzaviraji podle § 1746 odst. 2 obcanského zakoniku
(zdk. ¢. 89/2012 Sb.) a zapodminek nize
stanovenych tuto Smlouvu o provedeni klinického
hodnoceni (ddle jen smlouva):

L
Predmét a ucel smlouvy

1) Pfedmétem této smlouvy je provedeni klinického
hodnoceni humanniho Iécivého piipravku AM-
125 (dale jen ,hodnocené Ilé¢ivo™) podle
protokolu klinického hodnoceni ve smyslu § 51
zakona o lécivech AM-125-CL-18-01 (dale jen
protokol*) S nazvem .Multicentrické,
randomizované, kontrolované klinické hodnoceni
taze 2 k posouzeni pripravku AM-125 pii lécbé
akutnitho  periferniho  vertiga po  resekci
vestibularniho schwannomu (TRAVERS)*(dale
jen klinické hodnoceni™).

Ugelem smlouvy je stanovit podminky
k provedeni klinického hodnoceni a vymezit
prava a povinnosti smluvnich stran pro pribch a
zpracovani klinického hodnoceni.

3) Zkousejici jsou zaméstnanci zdravotnického
zafizeni a zdravotnické zafizeni timto jako
zaméstnavatel udeluje v souladu s ust. § 304 odst.
1 zakona ¢. 262/2006 Sb., zakoniku prace, ve
znéni pozdé&jsich predpisi, piipadné § 47 zdkona
¢. 221/1999 Sb., zakon o vojacich z povolani ve
znéni pozdéjSich predpist, sviij vyslovny souhlas
s UCasti zkouSejiciho na provadeéni klinického
hodnoceni dle této smlouvy.

4) Zdravotnické zafizeni se zavazuje provadét
klinické hodnoceni prostfednictvim zkousejiciho,
uvedeného v odstavei 1, ¢lanku II1. této smlouvy.
Osobu  zkousejictho Ize zménit jen tehdy,
nemuze-li zobjektivnich divodi zkousSejici
klinické hodnoceni provést. Zdravotnick€e zatizeni
je povinno zménu v osobé zkousejictho bez
odkladu zadavateli oznamit a zaroveri je povinno
zajistit spInéni vSech kvalifikaénich pozadavku
zadavatele.

5) Odvolani souhlasu udéleného dle odstavce 3 musi
mit pisemnou formu a musi byt dorucené
zkouSejicimu soucasné s ukoncenim dohody o
provedeni prace / dohody o pracovni Cinnosti a
téz zadavateli. Odvolani nabyva ucinnosti

conclude pursuant to §.1746 subsec. 2 of the Civil
Code (Act No. 89/2012 Sb. (Coll.), and under the
conditions laid down below this Clinical Study
Contract (hereinafter referred to as the contract):

I
Subject-matter and purpose of the contract

1) The subject-matter of this contract shall be the
carrying out of clinical assessment of a humane
medicinal preparation AM-125 (hereinafter
referred to as the "assessed drug") according to
the record of clinical assessment within the
meaning of's. 51 of the Drugs Act AM-125-C1.-
18-01 (hereinafter referred to as the "record™)
entitled "Multicenter randomized controlled
phase 2 trial to evaluate AM-125 in the
treatment of acute peripheral vertigo following
vestibular schwannoma resection
(TRAVERS)“(hereinafter referred to as the
"clinical assessment™).

2)  Purpose of the contract is to stipulate conditions
for the carrying out of the clinical assessment
and to define rights and obligations of the
contracting parties for the course and
processing of the clinical assessment.

3) Examiners shall be employees of the health-
care facility, and the health-care facility as the
employer hereby grants in accordance with the
provision of s. 304 subsec. 1 of Act no.
262/2006 Sb. (Coll.), Labour Code, as amended
by subsequent regulations, or s. 47 of Act no.
221/1999 Sb. (Coll.), Regular Soldiers Act, as
amended by subsequent regulations, its express
consent with the participation of the examiner
in the carrying out of the clinical assessment
under this contract.

4)  The health-care facility undertakes to carry out
the clinical assessment through the examiner
mentioned in cl. 1, article III hereof. The person
of the examiner may be changed only if the
examiner cannot carry out the clinical
assessment for objective reasons. The health-
care facility shall be obliged to inform the
contracting entity of the change in the person of
the examiner without delay ensuring that all
qualification requirements imposed by the
Contracting entity are met.

5) Revocation of the consent awarded according to
cl. 3 must be made in writing and must be
delivered to the examiner concurrently with the
termination of the agreement to complete a job /
agreement to perform work and also to the
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doruéenim zkousejicimu nebo spoluzkousejicimu

a dale musi byt nahrazeni rovnocennym
nastupcem.
6) Plnéni povinnosti hlavniho zkousejiciho a

spoluzkousejicich ~ (dale  jen  zkouSejici)
stanovenych touto smlouvou zajisti zdravotnické
zarizeni jako jejich zaméstnavatel v ramci
pracovnépravnich vztaht. Zdravotnické zarizeni
odpovidd za plnéni povinnosti zkousejiciho.
Zdravotnické zafizeni se zavazuje do 14 dnl ode
dne uzavreni této smlouvy uzavrit se zkouSejicim
«Dohodu o provedeni prace/dohodu o pracovni
¢innosti», kterd zkousejicitho zavaze k plnéni
povinnosti zejména dle pravnich predpisu
uvedenych v ¢lanku V. této smlouvy.

II.
Vyzadani povoleni a souhlasu k zahajeni
klinického hodnoceni

1) Klinické hodnoceni bude provedeno na zakladé
povoleni Statniho ustavu pro kontrolu léciv (dale
jen SUKL) vydaného dne 03.06.2019 pod &.,j.
56053/2019 a souhlasného stanoviska etické
komise UVN. Vpripadé  multicentrického
hodnocent téz souhlasné stanovisko
multicentrické etické komise (dale jen MEK).

2) Zadavatel je zodpovédny za piedlozeni zadosti o
ohlageni klinického hodnoceni SUKL, za
predlozeni zadosti o vydani stanoviska etické
komisi UVN, (pfip. stanoviska multicentrické
etické komise) a za komunikaci a poskytovéani
sou¢innosti vyse uvedenym institucim.

3) Kopie stanovisek a povoleni/ohlaseni vydanych
podle odst. 1 €l. I1., této smlouvy budou ulozeny
u  zdravotnického  zarizeni a  zadavatele
v dokumentaci o provedeni klinického hodnoceni
a v piiloze smlouvy.

111.
Misto a doba provedeni klinického hodnoceni a
zdravotnické zafizeni

6)

contracting entity. The revocation shall become
effective upon delivery thereof to the examiner
or the co-examiner and appropriate replacement
by an equally qualified successor, as applicable.

Fulfillment of obligations of the main examiner
and co-examiner (hereinafter referred to as
examiners) stipulated by this contract shall be
ensured by the health-care facility as their
employer within the scope of employment
relations. The health-care facility shall be liable
for the fulfilment of the examiner’s obligations.
The health-care facility undertakes to conclude
within 14 days from the conclusion hercof an
«agreement to complete a job / agreement to
perform work» on the basis of which the
examiner will undertake to perform obligations
especially pursuant to legal regulations given in
article IV. hereof.

1L

Requesting permission and consent to commence

clinical assessment

1) The clinical assessment will be carried out
on the basis of permission of the State
Insitute for Drug Control (hereinafter
referred to as SUKL) issued on 03.06.2019
under refno. 56053/2019 and consenting
opinion of the ethical commission of UVN.
In case of a multicentrical assessment, also a
consenting opinion of the multicentrical
ethical commission (hereinafter referred to
as MEK).

2) The contracting entity shall be liable for
submission of an application for notification
of clinical assessment to SUKL, for
submission of an application for issuance of
an opinion to the cthical commission of
UVN, (or the opinion of the multicentrical
ethical commission) and for communication
and provision of cooperation with the above-
mentioned institutions.

3) Copies of opinions and
permissions/notifications issued according to
cl. 1 article IT hereof will be kept by the
health-care facility and the contracting entity
in documentation of the carrying out of
clinical assessment and in the annex to the
contract.

I11.

Place and period of the carrying out of the clinical

D)

assessment and health-care facility

Clinical assessment will be carried out solely in
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1) Klinické hodnoceni bude provedeno vyhradné ve
zdravotnickém zatizeni, zejména na Klinice
otorhinolaryngologie a maxilofacialni chirurgie 3.

LF UK a UVN (dale jen odborné pracoviité
v ¢ele se zkousejicim
_ ktery je odpovédny za klinicke

odnoceni v rozsahu odpovédnosti hlavniho
zkousejictho podle § 52 odst. 2 zdkona ¢.
378/2007 Sb., o 1éCivech a o zméndch nékterych
souvisgjicich zakont, ve znéni pozdéjsich zmén a
doplnkii a ktery pii provadéni klinick¢ho
hodnoceni spolupracuje se zkouSejicimi ve
smyslu odstavce 6 cClanku 1. této smlouvy.
Zkousejici zodpovida jako hlavni zkousejici za
jim povérené spolupracovniky, kteti se podileji na
provadéni klinického hodnoceni. VSechny osoby
podilejici se na provadéni klinického hodnoceni
ve smyslu této smlouvy, jsou povinny dodrzovat
podminky klinického hodnoceni podle této
smlouvy. Zdravotnické zatizeni je povinno uCinit
veskeré kroky k tomu, aby informovalo kazdou
osobu podilejici se na provadéni klinického
hodnoceni o povinnostech vyplyvajicich z obecné
zavaznych pravnich predpisii a této smlouvy.
Soucasti Cestného prohlaSeni musi byt vyslovny
souhlas a zavazek takovychto osob postupovat pri
jejich ucasti na klinickém hodnoceni podle
obecné zavaznych pravnich predpisi a této
smlouvy.

2) Zdravotnické zafizeni se zavazuje pisemné
informovat zadavatele, o planovaném datu
skonceni pracovniho poméru zkouSejiciho u
zdravotnického zafizeni, ato nejpozdéji do 35
pracovnich dni ode dne, kdy se o dané
skutecnosti dozvi, a dale se zavazuje poskytnout
zadavateli potfebnou soucinnost pfi feseni vzniklé
situace.

3) Klinické hodnoceni bude provadéno v dobe
piiblizné¢ od cervence 2019 do prosince 2020
(podrobny harmonogram klinického hodnoceni je
uveden v protokolu).

IV.
Z4kladni podminky pro zpracovani klinického
hodnoceni

1) Zdravotnické zafizeni se zavazuje provést a
zdokumentovat prostrednictvim zkousejiciho
klinické hodnoceni a poskytovat sluzby
v souvislosti s provedenim klinického
hodnoceni zejména za podminek a v souladu s
touto smlouvou a s/se:

the health-care facility, especially at Klinika
otorhinolaryngologie a maxilofacialni chirurgie
3. LF UK a UVN (hereinafter referred to as
specialized workplace) headed by the examiner
responsible for clinical assessment to the extent
of liability of the main examiner pursuant to s.
52 subsec. 2 of Act no. 378/2007 Sb. (Coll.),
providing for drugs and alteration of some
related acts, as subsequently altered and
amended, and who cooperates with the
examiners in the course of the carrying out of
the clinical assessment within the meaning of
cl. 6 article I. hereof. The examiner shall be
responsible as the main examiner for coworkers
authorized by him who take part in the carrying
out of the clinical assessment. All persons
taking part in the carrying out of the clinical
assessment within the meaning hereof shall be
obliged to observe conditions of the clinical
assessment under this contract. The health-care
facility shall be obliged to take all measures to
inform every person involved in the carrying
out of the clinical assessment of duties arising
out of generally binding legal regulations and
this contract. An express consent and obligation
of such persons to proceed in the participation
in the clinical assessment pursuant to generally
binding legal regulations and this contract must
be part of a statutory declaration.

The health-care facility undertakes to inform
the contracting entity in writing of the planned
date of termination of employment relationship
of the examiner with the health-care facility
within 5 working days at the latest from the
date it has learnt of such a fact, and further, it
undertakes to provide the contracting entity
with necessary cooperation in dealing with the
situation arisen.

Clinical assessment will be carried out from
approximately July 2019. to December 2020
(detailed time schedule of the clinical
assessment is given in the record).

IV.

Basic conditions for the processing of the clinical

1)

assessment

The health-care facility undertakes to carry
out and document clinical assessment through
the examiner and to provide services in
connection with the carrying out of the
clinical  assessment, especially  under
conditions and in accordance with this
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a)

b)

¢)

obecné zivaznymi pravnimi predpisy Ceské
republiky (dale jen .CR"), zejména zakonem
¢.378/2007 Sb., o léCivech a o zménach
nékterych souvisejicich  zdkonu, ve znéni
pozd¢jsich zmén a doplikt (dale jen ,,zakon o
lé¢ivech*), zakonem o zdravotnich sluzbach
¢. 372/2011 Sb., vyhlaskou Ministerstva
zdravotnictvi a Ministerstva zemédé€lstvi ¢.
226/2008 Sb., ospravné klinické praxi a
blizsich podminkach klinického hodnoceni
lécivych pripravki, ve znéni pozdejSich zmeén
a dopliki (dale jen .vyhlaSka o spravné
klinické praxi a vyhlaskou Ministerstva
zdravotnictvi a Ministerstva zemédélstvi ¢.
86/2008 Sb., o stanoveni =zéasad spravné
laboratorni praxe v oblasti IéCiv, ve znéni
pozd¢jSich zmén a doplika (dale jen
»vyhlaska o spravné laboratorni praxi),
viechny osoby podilejici se na klinickém
hodnoceni jsou povinny dodrzovat pravidla
spravné klinické praxe, a jsou povinny
postupovat podle pokyni Evropské komise,
Evropské Iékové agentury a upfesiiujicich
pokynt Statniho ustavu pro kontrolu Ié¢iv ve
smyslu ust. § 56 odst. 13 zakona o 1éCivech.
Klinickd hodnoceni humannich lécivych
pfipravki musi byt dale provadéna v souladu s
etickymi zasadami stanovenymi piedpisy
Evropskych spolecenstvi, zejména smérnici
Komise 2005/28/ES, kterou s¢ stanovi zasady
a podrobné pokyny pro spravnou klinickou
praxi tykajici se hodnocenych humannich

lécivych pripravki  ataké pozadavky na
povoleni  vyroby ¢i  dovozu  takovych
ptipravk;

pisemnym vyjadfenim Statniho uGstavu pro

kontrolu lé&iv (SUKL) o povoleni klinického
hodnoceni, které podle zakona o lécivech
podléha povoleni, a stanovisky a podminkami
etické komise;

specifikacemi stanovenymi v této smlouvé, v
protokolu a dalSich dokumentech vydanych

contract and with:

a) generally binding legal regulations of the
Czech Republic (hereinafter referred to as
the "CR") especially with Act on
Pharmaceuticals No. 378/2007 Coll.,
providing for drugs and alteration of some
related acts, as subsequently altered and
amended (hereinafter referred to as the "Act
on Pharmaceuticals"), Decree of the
Ministry of Health and Ministry of
Agriculture on good clinical practice and
detailed conditions of clinicals trials on
medicinal products No. 226/2008 Coll.,
(hereinafter referred to as the "Regulation
for correct clinical practice"), Act No.
372/2011 Coll., on health services and the
terms and conditions for the providing of
such services (Health Services Act), and
Regulation of the Ministry of Health and
Ministry of Agriculture no. 86/2008 Coll.,
providing for determination of principles of
correct laboratory practice in the area of
drugs, as subsequently altered and amended
(hereinafter referred to as the "Regulation
for correct laboratory practice"), all
persons involved in the clinical assessment
shall be obliged to observe rules of correct
clinical practice, and shall be obliged to
proceed according to instructions of the
European Commission, European Medicines
Agency, and specifying instructions of the
State Institute for Drug Control within the
meaning of the provision of s. 56 subsec. 13
of the Drugs Act. Clinical assessments of
humane medicinal preparations must be
further carried out in accordance with ethical
principles stipulated by regulations of the

European Communities, particularly by
Commission Directive 2005/28/EC
establishing  principles and  detailed

instructions for correct clinical practice
relating to assessed humane medicinal
preparations and also requirements for
permission of production or importation of
such preparations;

b) written statement of the State Institute for
Drug Control (SUKL) on permission of the
clinical assessment which is subject - under
the Drugs Act - to permission, and opinions
and conditions of the ethical commission;

c) specifications stipulated herein, in the record
and other documents issued by the
contracting entity which constitute a part of
this contract. Possible changes in the record
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d)

f)

2)  Zdravotnické

zadavatelem, které jsou soucasti této smlouvy.
Ptipadné zmeny protokolu musi byt schvéaleny
Statnim ustavem pro kontrolu 1é&iv (SUKL) a
etickou komisi a neodkladné po schvaleni
sdéleny hlavnimu zkousejicimu. Pisemny
souhlas vyse uvedenych instituci musi byt
soucasti dokumentace o provedeni klinického

hodnoceni zdravotnického zafizeni a
zadavatele;
«Souborem informaci pro  zkousejiciho

nazvanym Investigator Brochure (AM-125) a
jeho ptipadnymi dodatky, které obsahuji
veskeré v soucasné dobé znamé informace o
hodnoceném Ié¢ivu a jeho vlastnostech a
Souhrnem udaji o piipravku (SPC - Betavert
N)». «Soubor informaci pro zkousejiciho a
Souhrn udaji o pripravku» preda zadavatel
zdravotnickému zatizeni a bude pripojen
k dokumentaci o  provedeni  klinického
hodnoceni. Pripadné zmény v «Souboru
informaci pro zkousejictho a v jeho dodatcich
a Souhrnu udaji o pripravku» predlozi
zadavatel etické komisi a Statnimu Gstavu pro
kontrolu lé¢iv (SUKL);

Smérnici o spravné klinické praxi vydanou 1.
5. 1996 Mezinarodni konferenci pro
harmonizaci (v¢etné¢ errat zahrnutych po
ukonéeni Kroku 4 harmoniza¢niho procesu ze
zati 1997) a zavedenim jeji ¢asti E6 v EU a
EEA 17. ledna 1997 (smérnice CPMP ¢.
CPMP/ICH/135/95) a v souladu s Helsinskou
deklaraci (pfijatou na 18. zasedani Svétové
Iékarské¢ asociace vroce 1964, ve znéni
pozdéjsich dodatkii);

vsouladu s Obecnym nafizenim o ochran¢
osobnich udaji (GDPR) a zdkonem ¢.
110/2019 Sb., o zpracovani osobnich udaji, ve
znéni pozdéjSich zmén a doplnki.

zafizeni se  prostiednictvim

zkousejiciho dale zavazuje:

a)

v pfipad¢ preruseni ¢i pred¢asného ukonceni
klinického hodnoceni pied dokon¢enim vsech
kol stanovenych protokolem neprodlené
informovat subjekty klinického hodnoceni a
zajistit jejich dalsi 1é¢bu a sledovani jejich

may be made only with the consent of the
contracting parties, such changes must be
approved by the State Institute for Drug
Control (SUKL) and ethical commission.
Written consent of the above-mentioned
institutions must be part of documentation
on the carrying out of the clinical assessment
of the health-care facility and the contracting
entity.

d) «Set of information for the examiner entitled
Investigator Brochure (AM-125) and its
possible amendments which contain all
information currently known about the
assessed drug and its features a Summary of
data about the preparation (SPC - Betavert
N)». «Set of information for the examiner
and Summary of data about the preparation»
shall be handed over by the contracting
entity to the health-care facility and will be
attached to documentation on the carrying
out of the clinical assessment. The ecthical
commission shall be informed and the State
Institute for Drug Control (SUKL) shall be asked
for consideration of any possible changes in
the «Set of information for the examiner and
in its amendments and Summary of data
about the preparation» by the contracting
entity;

e) Directive for correct clinical practice issued
on 1/ 5/ 1996 by the International.
Conference on Harmonization (including
errata included upon termination of Step 4 of
the harmonization process from September
1997) and implementation of its part E6 in
the EU and EEA on 17 January 1997
(directive CPMP no. CPMP/ICH/135/95), as
amended and in accordance with the
Declaration of Helsinki (adopted at the 18th
meeting of the World Medical Association
in 1964, as subsequently amended);

f) in accordance with GDPR and Act no.
110/2019 Coll., providing for protection of
personal data, as subsequently altered and
amended.

Further, the health-care facility undertakes
through the examiner:

a) in case of suspension or early termination of
the clinical assessment before completion of
all tasks stipulated by the record, to
immediately inform the persons under the
clinical assessment and procure their further
treatment and monitoring of their medical
condition;
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b)

zdravotniho stavu;

v piipadé pieruseni ¢i predcasného ukonceni
klinického hodnoceni zdravotnickym
zafizenim  bez  piedchoziho  souhlasu

zadavatele neprodlené informovat zadavatele,
zdravotnické zarizeni, Statni ustav pro
kontrolu 1é¢iv (SUKL) a etickou komisi a dale
poskytnout zadavateli, zdravotnickému
zafizeni a etick¢ komisi podrobnou pisemnou
zpravu o duvodech takového pieruseni ¢i
pted¢asného ukonceni.

Smluvni strany se zavazuji bezvyhradné dodrzet
podminky  ochrany  subjekti  hodnoceni
upravené v ust. § 52 zdkona o lécivech, zejména
pak =zajistit, ze prava, bezpecnost a kvalita
Zivota subjektu hodnoceni vzdy pievazuji nad
zajmy védy a spole¢nosti.

4) Zadavatel se zavazuje:

a)

poskytnout  zdravotnickému zafizeni
hodnocena Ié¢iva bezplatné v dostateCném
mnozstvi a kvalité tak, aby mohlo byt klinické
hodnoceni  provedeno podle protokolu.
Hodnocena 1é¢iva musi byt charakterizovana
pfiméfené stupni jejich vyvoje, chranéna
vymezenim vhodné doby. teploty a dalSich
podminek pro jejich uchovavani a v pripadé
potieby urceny i postupy pro kone¢nou tpravu
hodnocenych 1€€iv prfed podanim subjektiim a
pomicky pro jejich aplikaci, musi byt stabilni
po celou dobu jejich pouzivani a balena tak,
aby byla chranéna pfed kontaminaci
a znehodnocenim  b&hem dopravy a
uchovavani a fadné oznaCena a pripadné
kédovana;

b) dodat vSechna hodnocena lé¢iva vyhradné do

nemocniéni lékarny UVN Praha. Porugeni této
povinnosti se posuzuje jako zvlasté zavazné
poruseni smlouvy, na zaklad¢ kter¢ho mize
zdravotnické zafizeni smlouvu vypoveédeét;

pokud jsou v priibéhu klinického vyvoje
hodnoceného Ié¢iva provedeny vyznamné
zmény lékové formy, zajisti zadavatel pied
pouzitim nové Iékové formy v klinickém
hodnoceni tdaje o nové lékové formé potiebné
k posouzeni, zda a do jaké miry provedené

3)

4)

b) in case of suspension or early termination of
the clinical assessment by the health-care
facility without a prior consent of the
contracting entity, to immediately inform the
contracting entity, health-care facility, State
Institute for Drug Control (SUKL) and
ethical commission, and further, to provide
the contracting entity, the health-care facility
and the ethical commission with a detailed
written report on reasons of such suspension
or early termination.

The contracting parties undertake to
unreservedly observe conditions of protection
of the persons under assessment regulated in
the provision of s. 52 of the Drugs Act,
particularly to ensure that rights, safety, and
quality of the life of the person under
assessment always prevail over interests of
science and the society.

The contracting entity undertakes:

a) to provide the health-care facility with
assessed drugs free of charge in a sufficient
amount and quality so that clinical
assessment may be carried out according to
the record. The assessed drugs must be
characterized proportionately to the level of
their development, protected by defining an
appropriate period, temperature, and other
conditions for the keeping thereof, and in
case of necessity there must be also defined
procedures for the final treatment of the
assessed drugs before they arc administered
to the persons under assessment, and aids for
the administration thereof, they must be
stable for the whole period of the use
thereof, and packed in the way they are
protected  from  contamination  and
deterioration during transportation and
keeping, and duly designated and or coded;

b) to deliver all the assessed drugs solely to the
hospital pharmacy of UVN Prague. Breach
of such obligation shall be assessed as
extremely serious breach of the contract on
the basis of which the health-care facility
may terminate the contract;

¢) if there are made considerable changes in the
course of the clinical development of the
assessed drug with respect to a drug form,
the contracting entity shall procure - before
the use of a new drug form in the clinical
assessment - data about the new drug form
necessary for consideration whether and to
what extent the changes carried out will
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zmény ovlivni  farmakokineticky  profil
hodnoceného léciva;

d) zajistit vedeni zaznamid dokladajicich

e)

prepravu,  piijem, uchovavani, vraceni
a likvidaci hodnocenych, nespotiebovanych i
expirovanych léCiv vCetné vytvoreni systému
stahovani a vraceni zavadného 1éCiva
a zabezpecuje jeho likvidaci, ale nakladani
snovym lékem ve zdravotnickém zatizeni
véetné vydavani a dopocitatelnosti je plné
v zodpovédnosti zafizeni ;

zadavatel je povinen bezplatné poskytnout
zdravotnickému zafizeni na dobu trvani
klinického  hodnoceni  kjeho  uzivani
potiebnou  zdravotnickou techniku; tento
proces za zdravotnické zafizeni zajisti
vyhradné oddéleni zdravotnické techniky.
Zdravotnické  zafizeni bude 1 nadale
odpovédné za veSkera jednani a opomenuti
tohoto zdravotnického oddéleni.

5) Smluvni strany se zavazuji pfi plnéni této smlouvy
postupovat vyhradné v souladu s platnou legislativou
Ceské republiky.

V.

Vybér subjekti hodnoceni pro klinické hodnoceni

)

2)

a vyzadani jejich souhlasu

Do klinického hodnoceni bude zdravotnickym
zafizenim zafazeno maximaln¢ 12 subjekti
hodnoceni. Zadavatel si vyhrazuje pravo, po
piedchozim projednani se zdravotnickym
zafizenim, kdykoli nabér subjekti hodnoceni v
zdravotnickém zafizeni ukoncit. Zadavatel je
dale opravnén povolit zafazeni vétSiho poctu
subjektti hodnoceni, nez je uvedeno vyse. Toto
povoleni bude mit pisemnou formu a o této
skutecnosti musi byt sepsan dodatek k této
smlouvé. Zahajeni nabéru dodate¢ne
schvaleného poctu subjektd hodnoceni je
mozné az po uzavieni vyse uvedené¢ho dodatku
k této smlouvé.

Zdravotnické zarizeni zaradi do klinického
hodnoceni pouze takové subjekty hodnoceni,
které spliuji veskerd vstupni kritéria pro

affect the pharmacokinetic profile of the
assessed drug;

d) to procure the keeping of records
documenting transportation, receipt, storing,
return and liquidation of the unused and
expired assessed drugs, including the
creation of a system of withdrawal and
return of defective drugs, and to ensure
disposal thereof; however, the management
of the new drug at the health care facility
incl.  dispension, accountability  and
reconciliation is the sole responsibility of the
facility;

e) the contracting entity shall be obliged to
provide the health-care facility free of
charge - for the period of duration of the
clinical assessment - with necessary medical
technology for its use; this process shall be
procured - on behalf of the health-care
facility - solely by the medical technology
department. The health-care facility will
remain responsible for all actions and
omissions by this medical technology
department.

5)  The contracting parties undertake to proceed
in the performance hereof solely in
accordance with valid legislation of the Czech
Republic.

V.
Selection of persons under assessment for clinical
assessment and requesting their consent

1) In the clinical assessment there will be included
by the health-care facility a maximum of 12
persons under assessment. The contracting entity
reserves the right - upon prior discussion with the
health-care facility - terminate at any time
recruitment of the persons under assessment in
the health-care facility. The contracting entity
shall be further authorized to allow inclusion of a
larger number of persons under assessment than
mentioned above. This permission will be in
writing and there must be made an amendment to
this contract of such a fact. Commencement of
recruitment of an additionally approved number
of persons under assessment shall be possible
upon conclusion of the above-mentioned
amendment to this contract.

2) The health-care facility shall include into the

clinical assessment only such persons under
assessment which fulfill all entrance criteria for
the inclusion of persons under assessment into
the clinical assessment and at the same time do
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3)

4)

zarazeni subjektu hodnoceni do klinického
hodnoceni a zaroven nespliiuji ani jedno z
kritérii pro nezarazeni subjektii do klinického
hodnoceni (vylucujicich kritérif). Kritéria pro
zafazeni  subjekti  vyplyvaji  z protokolu,
piipadné z vyjadieni etické komise & SUKLu.

Pokud zdravotnické zafizeni prostiednictvim
zkousejiciho  zjisti v pribéhu  klinick¢ho
hodnoceni, 7e zatazeny subjekt nevyhovuje
pozadovanym kritériim klinického hodnocent,
bude o tom okamzit¢ informovat zadavatele a
subjekt z pribéhu klinického hodnoceni vyfadi.

Zarazeni subjekti hodnoceni do klinického
hodnoceni bude mozné jen s jejich predchozim
pisemnym informovanym souhlasem, po jejich
fadném pouceni o jejich pravech v pribé¢hu
celého klinického hodnoceni, véetné prava
kdykoli z klinického hodnoceni odstoupit bez
dopadu na troven dalsi lékarské péce. Vyzadani
souhlasu od subjekt hodnoceni musi byt ve
shod¢ s etickymi principy a spravnou klinickou
praxi. K tomu:

a) zadavatel zpracuje a preda zdravotnickému
zafizeni, pred  zahajenim  klinického
hodnoceni, navrh formulafe informovaného
souhlasu subjektu hodnoceni, jehoZ soucasti
jsou i informace pro subjekt hodnoceni se
zafazenim do klinického hodnoceni. Znéni
tohoto dokumentu mus{ byt schvaleno SUKL
a ctickou komisi;

b) zdravotnické zarizeni zavazuje zkouSejiciho
v piipadé  souhlasu  subjektu  hodnoceni
pozadat subjekt hodnoceni pfed zafazenim do
klinického hodnoceni, po odborném pouceni a
nasledné za predpokladu bezvyhradného
informovani, o jeho podpis a uvedeni data na
formulaii informovaného souhlasu subjektu
hodnoceni. Pouceni musi obsahovat nalezitosti
a souhlas subjektu hodnoceni musi byt ziskan
za podminek stanovenych v ust. § 51 odst. 2
pism. h) zakona o IéCivech a vust. § 8
apfiloze ¢. 2 vyhlasky o spravné klinické
praxi; zkouSejici je povinen zajistit, aby
subjekt hodnoceni  podpisem  formulare,
kterym vyjadfuje souhlas s Gcasti v klinickém
hodnoceni, potvrdil, ze:

(i) jeho ucast v klinickém hodnoceni je
dobrovolna a ze se zavazuje dodrzovat pokyny
pro subjekt hodnoceni uvedené v pisemném

3)

4)

not meet any of the criteria for non-inclusion of
persons into the clinical assessment (excluding
criteria). Criteria for the inclusion of persons
arise out of the record, or from the statement of
the ethical commission or SUKL.

If the health-care facility finds out - through the
examiner, in the course of the clinical assessment
- that the person which has been included does
not meet the required criteria of the clinical
assessment, it shall immediately inform the
contracting entity thereof and the person will be
excluded from the course of the clinical
assessment.

Inclusion of persons under assessment into the
clinical assessment will be possible only with
their prior written informed consent, after they
have been duly advised of their rights in the
cours¢ of the whole clinical assessment,
including the right to withdraw at any time from
the clinical assessment without any effect on the
level of further medical care. Requesting a
consent from persons under assessment must be
in accordance with ethical principles and correct
clinical practice. For that purpose:

a) the contracting entity shall prepare and hand

b)

over to the health-care facility - before
commencement of the clinical assessment - a
draft form of the informed consent of the
person under assessment the part of which shall
be also information for the person under
assessment with the inclusion into the clinical
assessment. Text of this document must be
approved by SUKL and the ethical commission;

the health-care facility binds the examiner - in
case of the consent of the person under
assessment - to ask the person under assessment
before inclusion into the clinical assessment,
after being professionally advised and
subsequently on condition of unreserved
informing, for a signature and stating of the
date on the form of the informed consent of the
person under assessment. Advice must contain
elements and a consent of the person under
asscssment must be obtained under conditions
stipulated in the provision of s. 51 subsec. 2
paragraph h) of the Drugs Act and in the
provision of s. 8, and annex no. 2 of the
Regulation for correct clinical practice; the
examiner shall be obliged to procure that the
person under assessment acknowledges by
signing the form by which s/he expresses his
consent to the participation in the clinical
assessment that:
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