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Uvod

Klinické skaSanie na Slovensku sa riadi podla zakonov a smernic.
Kniha, ktora mate v rukach, obsahuje dvojjazycny slovensko—
anglicky text Helsinskej deklaracie, schvalenej Svetovou zdravot-
nickou asociaciou (WMA) v Soule v roku 2008, a Zasad spravne
klinickej praxe ICH E6 (GCP), na ktoré sa odvolavaja aj slovenské
zakony €. 362/2011 a ¢.433/2011.

Kniha je idealna prirucka pre vSetkych, ktori maja byt oboznameni
s etickymi principmi pri lekarskych vyskumoch s tcastou ludskych
jedincov a Zasadami spravnej klinickej praxe, napr. skasajuci,
pracovnici Studijneho timu, ¢lenovia etickej komisie, u¢astnici
klinického skaSania a i.

Prijemnu pracu s publikaciou Zela
Katarina Kovacova




their own countries as well as applicable international norms and
standards. No national or international ethical, legal or regulatory
requirement should reduce or eliminate any of the protections for
research subjects set forth in this Declaration.

B. PRINCIPLES FORALL MEDICAL RESEARCH

11. 1t is the duty of physicians who participate in medical research
to protect the life, health, dignity, integrity, right to self-determina-
tion, privacy, and confidentiality of personal information of research
subjects.

12. Medical research involving human subjects must conform
to generally accepted scientific principles, be based on a thorough
knowledge of the scientific literature, other relevant sources of
information, and adequate laboratory and, as appropriate, animal
experimentation. The welfare of animals used for research must be
respected.

13. Appropriate caution must be exercised in the conduct of
medical research that may harm the environment.

14. The design and performance of each research study involving
human subjects must be clearly described in a research protocol.
The protocol should contain a statement of the ethical considera-
tions involved and should indicate how the principles in this Decla-
ration have been addressed. The protocol should include informa-
tion regarding funding, sponsors, institutional affiliations, other
potential conflicts of interest, incentives for subjects and provisions
for treating and/or compensating subjects who are harmed as a con-
sequence of participation in the research study. The protocol should
describe arrangements for post-study access by study subjects to

jedincov vo svojich vlastnych krajinach, ako aj platné medzinarodné
normy a $tandardy. Ziadna narodn4 alebo medzinarodna eticka,
pravna ani legislativna poziadavka by nemala znizit alebo eliminovat
Ziadnu z foriem na ochranu subjektov z¢astnenych na vyskume,
ako ustanovuje tato deklaracia.

B.  PRINCIPY PLATNE PRE VSETKY
MEDICINSKE VYSKUMY

11. Povinnostou lekéra z(&astiiujiceho sa na medicinskom vys-
kume je ochranovat Zivot, zdravie, ddstojnost, integritu, pravo na se-
bauréenie, sukromie a ddévernost osobnych informécii skamaného
subjektu.

12. Medicinsky vyskum s fid¢astou ludskych jedincov musi spiat
vSeobecne prijaté vedecké principy, musi sa opierat o poznatky
z vedeckej literattry, z inych délezitych zdrojov informacii a z pris-
lugnych laboratérnych experimentov, podla potreby aj o poznatky
Z experimentov so zvieratami. Pri vyskume, na ktorom sa zu¢astiuji
zvierata, je nutné reSpektovat ich zdravie.

13. V priebehu medicinskeho vyskumu je nutné vydat primerand
vystrahu, ak by existovala moZnost, Ze d6jde k poskodeniu Zivotného
prostredia.

14. Plan a priebeh kazdej vyskumnej §tadie s Géastou ludskych
jedincov musi byt zrozumitelne opisany vo vyskumnom protokole.
Tento protokol by mal zahitiat etické stanovisko a mal by obsahovat
informaciu o tom, ako boli podané principy tejto deklaracie. Proto-
kol by mal obsahovat aj informacie o financovani, sponzoroch,
inititucionalnych prepojeniach, inych potencialnych konfliktoch
zaujmu, stimuloch pre subjekty a opatrenia stvisiace s lie€bou
a/alebo odSkodnenim subjektov, ktori boli poSkodeni nasledkom
svojej uéasti na vyskumnej §tadii. Protokol by mal opisovaf Gpravy
na ex post pristup subjektov zacastnenych na $tadii k zakrokom
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GOOD CLINICAL PRACTICE E6(R1)
EMEA status as of Current Step 4 version dated 10 June 1996

INTRODUCTION

Good Clinical Practice (GCP) is an international ethical and
scientific quality standard for designing, conducting, recording and
reporting trials that involve the participation of human subjects.
Compliance with this standard provides public assurance that the
rights, safety and well-being of trial subjects are protected, consis-
tent with the principles that have their origin in the Declaration of
Helsinki, and that the clinical trial data are credible.

The objective of this ICH GCP Guideline is to provide a unified
standard for the European Union (EU), Japan and the United States
to facilitate the mutual acceptance of clinical data by the regulatory
authorities in these jurisdictions.

The guideline was developed with consideration of the current
good clinical practices of the European Union, Japan, and the
United States, as well as those of Australia, Canada, the Nordic
countries and the World Health Organization (WHO).

This guideline should be followed when generating clinical trial
data that are intended to be submitted to regulatory authorities.

The principles established in this guideline may also be applied to
other clinical investigations that may have an impact on the safety
and well-being of human subjects.

1 GLOSSARY
1.1. Adverse Drug Reaction (ADR)

In the pre-approval clinical experience with a new medicinal prod-
uct or its new usages, particularly as the therapeutic dose(s) may not
be established: all noxious and unintended responses to a medicinal
product related to any dose should be considered adverse drug
reactions. The phrase responses to a medicinal product means that
a causal relationship between a medicinal product and an adverse
event is at least a reasonable possibility, i.e. the relationship cannot

SPRAVNA KLINICKA PRAXE6 (R1 )
EMEA status podla aktualnej verzie zo dna 10. jana 1996

UvVOD

Spravna klinicka prax je medzinarodny eticky a vedecky Standard
pre navrh, vedenie, zaznamenavanie a hlasenie skuSania na ktorom
sa Oc¢asnia ludia. DodrZziavanie tejto smernice zabezpeluje, Ze prava,
bezpednost a zdravie G¢astnikov skiSania s chranené a v sulade
s principmi, ktoré maju svoj zaklad v Helsinskej deklaracii, a Ze Gda-
je z klinického sku$ania sa vierchodné.

Cielom tejto smernice ICH GCP je poskytnif jednotny $tandard
pre Eurdpsku uniu, Japonsko a Spojené $taty, ktorého cielom
je umozZnit vzajomné zdielanie klinickych Gdajov schvalovacimi
organmiv tomto legislativnom zneni.

Smernica bola vytvorena s ohladom na aktualnu spravnu klinicka
prax v Eurépskej onii, Japonsku a v Spojenych Statoch, ako aj
v Australii, Kanade a severskych krajinach a v Svetovej zdravotnickej
organizacii (WHOQ).

Smernica by mala byt dodrziavana pri zbere klinickych Gdajov,
ktoré budu predkladané na kontrolnym aradom.

Principy stanovené v tejto smernici mézu byt pouZité aj pri dalSich
klinickych vyskumaoch, ktoré by mohli mat vplyv na bezpeénost
a zdravie Tudskych jedincov.

1. TERMINOLOGIA
1.1.  NeZiaduci ufinok (ADR)

V predregistra¢nom klinickom skt8ani nového lie¢ivého produktu,
alebo jeho nového poufZitia, najmé vtedy, ked nemdZe byt stano-
vena terapeuticka davka(-y): kazdy &kodlivy a nepredpokladany
ucinok vztahujaci sa ku kazdej davke podavaného produktu. Termin
uginok na podanie produktu znamena, Ze pri¢inna stvislost medzi

produktom a neziaducim G¢inkom je asponi do uréitej miery mozna, 27

to znamena tento vztah nemdze byt vylaceny.




