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Definicie zakladnych pojmov farmakovigilancie

Glossary of the most important terms in pharmacovigilance

Podra:

Guideline on good pharmacovigilance practices (GVP) Annex I — Definitions, 22 June 2012,
EMA/876333/2011. Definicie sa mo6zu lisit’ od definicii uvedenych v zakone ¢. 362/2011 Z.z. a jeho

novelach.

Skratena verzia: 22.8.2012

A.Farmakovigilancia, Spravna farmakovigilan¢na prax

Pharmacovigilance

Science and activities relating to the detection,

assessment, understanding and prevention of

adverse effects or any other medicine-related
problem (see “The importance of
pharmacovigilance”, WHO).

In line with this general definition, underlying

objectives of pharmacovigilance in accordance

with the applicable EU legislation for are:

* preventing harm from adverse reactions in
humans arising from the use of authorised
medicinal products within or outside the
terms of marketing authorisation or from
occupational exposure; and

» promoting the safe and effective use of
medicinal products, in particular through
providing timely information about the safety
of medicinal products to patients, healthcare
professionals and the public.

Pharmacovigilance is therefore an activity

contributing to the protection of patients’ and

public health.

Farmakovigilancia, dohl’ad nad bezpec¢nost’ou
liekov

Veda a aktivity spojené s detekciou, posudenim,
poznanim a prevenciou neziaducich u¢inkov
alebo inych liekovych problémov.

V sulade s touto v§eobecnou definiciou, cielom
farmakovigilancie je:

e prevencia posSkodenia z neziaducich reakcii u
Pudi vzniknuté z pouzivania registrovanych
liekov v ramci alebo mimo ramca registracie
alebo pri pracovnej expozicii a

e podpora bezpecného a efektivneho
pouzivania liekov, hlavne pomocou v¢asnych
informacii o bezpec¢nosti lieckov uréenych
pacientom, zdravotnickym pracovnikov a
verejnosti.

Farmakovigilancia je teda aktivita podiel’ajica sa

na ochrane zdravia pacientov a verejného

zdravia.

Good pharmacovigilance practices (GVP) for
the European Union

A set of guidelines for the conduct of
pharmacovigilance in the EU, drawn up based on
Article 108a of Directive 2001/83/EC, by the
Agency in cooperation with competent
authorities in Member States and interested
parties, and applying to marketing authorisation
holders in the EU, the Agency and competent
authorities in Member States.

Spravna farmakovigilan¢na prax v Europskej
unii

Stubor usmerneni pre vykon farmakovigilancie v
EU, pripravenych na zaklade ¢l. 108a Smernice
2001/83/ES Eurdpskou liekovou agenturou v
spolupraci s ostatnymi prislusnymi tradmi v
Clenskych §tatoch a zainteresovanymi stranami, s
vyuzite'nostou pre drzitel'ov rozhodnuti o
registracii, Eurdpsku liekovll agenttiru a prislusné
urady v ¢lenskych §tatoch.

B.Neziaduca udalost’ a neziaduci uc¢inok




Abuse of a medicinal product

Persistent or sporadic, intentional excessive use
of medicinal products which is accompanied by
harmful physical or psychological effects /DIR
2001/83/EC Art 1(16)].

Zneuzitie humanneho lieku

Zneuzitie humanneho lieku je jednorazové alebo
opakované umyselné a nadmerné uzivanie
huméanneho lieku, ktoré je sprevadzané
Skodlivymi fyzickymi reakciami alebo
dusevnymi reakciami.(§ 68 ods. 4, zakon
362/2011 Z.z.)

Adverse event (AE); synonym: Adverse
experience

Any untoward medical occurrence in a patient or
clinical-trial subject administered a medicinal
product and which does not necessarily have to
have a causal relationship with this treatment
[Dir 2001/20/EC Art 2(m)].

An adverse event can therefore be any
unfavourable and unintended sign (e.g. an
abnormal laboratory finding), symptom, or
disease temporally associated with the use of a
medicinal product, whether or not considered
related to the medicinal product.

NeZiaduca udalost’ (AE)

Kazdy nechceny prejav u pacienta alebo
ucastnika klinického skusania, ktorému sa podal
liek, a ktory nemusi bezpodmiene¢ne mat’
kauzalny vztah s touto liecbou.

Neziaducou udalostou moze byt kazdy
nepriaznivy a nechceny znak (napr. abnormalna
laboratérna hodnota), priznak alebo ochorenie
¢asovo spojené s pouzitim lieku, bez ohl'adu na
to, ¢i sa povazuje za suvisiace s liekom.

Adverse reaction; synonyms: Adverse drug
reaction (ADR), Suspected adverse (drug)
reaction

A response to a medicinal product which is
noxious and unintended /DIR 2001/83/EC Art
1(11)].

Response in this context means that a causal
relationship between a medicinal product and an
adverse event is at least a reasonable possibility
(see Annex 1V, ICH-E2A4 Guideline).

Adverse reactions may arise from use of the
product within or outside the terms of the
marketing authorisation or from occupational
exposure /[DIR 2001/83/EC Art 101(1)].
Conditions of use outside the marketing
authorisation include off-label use, overdose,
misuse, abuse and medication errors.

See also Adverse event, Serious adverse reaction,
Unexpected adverse reaction, Off-label use,
Overdose, Misuse of a medicinal product, Abuse
of a medicinal product, Occupational exposure to
a medicinal product

Neziaduci acinok lieku, neziaduca reakcia na
liek, podozrenie na neZiaduci ucinok (ADR)

Reakcia na liek, ktora je §kodliva a nechcena. (§
68 ods. 1, zakon 362/2011 Z.z.)

V tomto kontexte reakcia znamena, Ze kauzalny
vzt'ah medzi lieckom a neziaducou reakciou je
aspoi na urovni zdévodnitel'nej moznosti.

Neziaduci u¢inok moze vzniknut’ pri pouZiti
lieku v ramci alebo mimo ramca jeho registracie
alebo pri pracovnej expozicii.

Podmienky pouzitia lieku mimo registracie
zahrnuju pouzitie na int indikaciu a u inych
skupin pacientov, ako su schvalené,
predavkovanie, nespravne pouzitie, zneuZitie
alebo chybu v podani.

Serious adverse reaction

An adverse reaction which results in death, is
life-threatening, requires in-patient
hospitalisation or prolongation of existing
hospitalisation, results in persistent or significant
disability or incapacity, or is a congenital
anomaly/birth defect [DIR 2001/83/EC Art
1(12)].

Zavazny neziaduci uc¢inok

Neziaduci G¢inok ktory spésobuje smrt’, ohrozuje
zivot, vyZaduje poskytovanie Ustavnej zdravotnej
starostlivosti alebo ju predlzuje, vyvolava
zdravotné postihnutie alebo ma za nasledok
trvalu alebo zavaznu funkénu neschopnost’
alebo sa prejavuje vrodenou uchylkou
(kongenitalna anomalia) alebo znetvorenim
(malformacia).

Poznamka: Zdkon 362/2011 Z.z. v § 68 ods. 2




Life-threatening in this context refers to a
reaction in which the patient was at risk of death
at the time of the reaction; it does not refer to a
reaction that hypothetically might have caused
death if more severe (see Annex IV, ICH-E2D
Guideline).

Medical and scientific judgement should be
exercised in deciding whether other situations
should be considered serious reactions, such as
important medical events that might not be
immediately life threatening or result in death or
hospitalisation but might jeopardise the patient or
might require intervention to prevent one of the
other outcomes listed above. Examples of such
events are intensive treatment in an emergency
room or at home for allergic bronchospasm,
blood dyscrasias or convulsions that do not result
in hospitalisation or development of dependency
or abuse (see Annex 1V, ICH-E2D Guideline).
Any suspected transmission via a medicinal
product of an infectious agent is also considered
a serious adverse reaction. See also Adverse
reaction

uvadza ,, Zavazny neziaduci ucinok humdnneho
lieku je kazdy neZiaduci ucinok humanneho lieku,
ktory spésobuje smrt, ohrozuje Zivot chorého,
vyzaduje poskytovanie ustavnej zdravotnej
starostlivosti alebo jej predlzenie, vyvoldva
zdravotné postihnutie alebo pracovni
neschopnost’, invaliditu chorého alebo sa
prejavuje vrodenou tichylkou alebo
znetvorenim”.

Ohrozenie Zivota predstavuje reakciu, pri ktorej
pacient bol v riziku umrtia v ¢ase reakcie,
neznamena to reakciu, ktora hypoteticky moze
viest’ k imrtiu, ak je tazsia.

Pri rozhodovani sa ma urobit’ medicinske a
vedecké posudenie, ¢i sa za zavazné reakcie
nemozu povazovat’ aj iné situcie , ako je napr.
dolezita zdravotna udalost’, ktora nemusi byt
zivot ohrozujuca, nevedie k smrti ani k
hospitalizacii, ale ktord moze ohrozovat’ pacienta
alebo vyZaduje intervenciu na predchadzanie
niektorého z uvedenych nasledkov.

Prikladmi takychto udalosti je intenzivna liecba
na pohotovosti alebo doma pre alergicky
bronchospazmus, krvnl dyskraziu alebo kice,
ktoré nevedu k hospitalizacii, alebo vyvolavaja
zavislost alebo zneuzitie.

Kazdé podozrenie na prenos infekéného agensu
prostrednictvom lieku sa povazuje za zavazny
neziaduci ucinok.

Poznamka: Reakcie, ktoré nie su zavazné, su
oznacované ako nezavazné, co je dolezité pre
posielanie terminy zasielania hldseni..

Solicited sources of individual case safety
reports

Organised data collection systems, which include
clinical trials, registries, post-authorisation
named-patients use programmes, other patient
support and disease management programmes,
surveys of patients or healthcare providers or
information gathering on efficacy or patient
compliance.

For the purpose of safety reporting, solicited
reports should not be considered spontaneous but
classified as individual case safety reports from
studies and therefore should have an appropriate
causality assessment by a healthcare professional
or the marketing authorisation holder (see Annex

Vyziadané zdroje pre hlasenie jednotlivych
bezpeénostnych pripadov

Organizované systémy zhromazd’ovania tidajov,
zahrnujuce klinické skusanie, registre, programy
individualneho dovozu liekov, iné programy na
podporu pacienta alebo manazment ochorenia,
prieskumy pacientov alebo zdravotnickych
pracovnikov, alebo zhromazd’ovanie informéacii o
ucinnosti alebo kompliancii pacientov.

Pre ucely bezpecnostného hlasenia sa vyziadané
hlasenia nemaji povazovat’ za spontanne
hlésenia, ale maju sa klasifikovat’ ako
individualne hlasenia zo §tadii a preto maju mat’
vhodné postdenie kauzality zdravotnickym
pracovnikom alebo drzitel'om rozhodnutia o




1V, ICH-E2D). registracii.
See also Clinical trial, Post-authorisation safety

study, Non-interventional study

Consumer Spotrebitel’

For the purpose of reporting cases of suspected
adverse reactions, a person who is not a
healthcare professional such as a patient, lawyer,
friend or relative/parent/child of a patient (see
Annex 1V, ICH-E2D Guideline).

Na ucely hlasenia podozreni na neziaduce ucinky
je spotrebitel’ osoba, ktora nie je zdravotnickym
pracovnikom, napriklad pacient, pravnik (pravny
zastupca), priatel’ alebo pribuzny/rodi¢/potomok
pacienta.

Healthcare professional

For the purposes of reporting suspected adverse
reactions, healthcare professionals are defined as
medically qualified persons, such as physicians,
dentists, pharmacists, nurses and coroners (see
Annex 1V, ICH-E2D Guideline).

Zdravotnicky pracovnik

Pre ucely hlasenia (oznamovania) podozreni na
neziaduce ucinky sa zdravotnicki pracovnici
definuju ako medicinsky kvalifikované osoby,
ako su lekari, zubni lekari (dentisti), farmaceuti,
zdravotné sestry a vySetrovatelia.

Individual case safety report (ICSR);
synonym: Adverse (drug) reaction report
Format and content for the reporting of one or
several suspected adverse reactions to a
medicinal product that occur in a single patient at
a specific point of time

Hlasenie jednotlivého bezpecnostného
pripadu, synonymum: hlasenie (0znamenie)
neZiaduceho ucinku lieku

Format a obsah pre hlasenie jedného alebo
niekol’kych podozreni na neziaduce tc€inky lieku,
ktoré sa vyskytuju u jedného pacienta v uréitom
okamihu.

Minimum criteria for reporting

For the purpose of reporting cases of suspected
adverse reactions, the minimum data elements for
a case are: an identifiable reporter, an identifiable
patient, an adverse reaction and a suspect
medicinal product (see Annex IV, ICH-E2D
Guideline).

For the purpose of validation of individual case safety
reports as qualifying for reporting in the EU, see
Module VI.

See also Individual case safety report

Minimalne kritéria pre hlasenie

Pre ucely hlasenia podozreni na neziaduce ucinky
musi pripad obsahovat’ aspon tieto udaje:
identifikovatelny zasielatel’ hlasenia,
identifikovatelny pacient, najmenej jedno
podozrenie na neziaducu reakciu a
predpokladany liek.

Medication error

Any unintentional error in the prescribing,
dispensing or administration of a medicinal
product while in the control of the healthcare
professional, patient or consumer.

Chyba v podani

Kazda nezamysl'ana chyba v predpise, vydaji
alebo podani lieku, zatial’ ¢o bol pod kontrolou
zdravotnickeho pracovnika, pacienta alebo
spotrebitel'a

Medicinal product

Any substance or combination of substances

» presented as having properties for treating or
preventing disease in human beings; or

» which may be used in or administered to
human beings either with a view to restoring,
correcting or modifying physiological
functions by exerting a pharmacological,
immunological or metabolic action, or to
making a medical diagnosis /DIR
2001/83/EC Art 1(2)].

Liek

a) Akakol'vek latka alebo kombinacia latok s
vlastnostami vhodnymi na liecbu alebo
prevenciu ochoreni u l'udi; alebo

b) Akakol'vek latka alebo kombinéacia latok, ktora
sa moze pouzit’ u ¢loveka alebo ktora moéze byt
podana ¢loveku bud’ na ucely obnovenia, upravy
alebo zmeny fyziologickych funkcii
prostrednictvom jej farmakologického,
imunologického alebo metabolického ucinku
alebo na ucely urcenia lekarskej diagnozy
(Smernica 2001/83/ES ¢l. 1 ods. 2)




Misuse of a medicinal product

Situations where the medicinal product is
intentionally and inappropriately used not in
accordance with the authorised product
information.

See also Misuse of a medicinal product for
illegal purposes

Chybné pouZzitie lieku

Situacie, kedy je lieck zamerne a nevhodne
pouzity v nestlade so schvalenymi informaciami
o lieku.

Name of the medicinal product

The name which may be either an invented name
not liable to confusion with the common name,
or a common or scientific name accompanied by
a trade mark or the name of the marketing
authorisation holder /DIR 2001/83/EC Art
1(20)].

The common name is the international non-
proprietary name (INN) recommended by the
World Health Organization, or, if one does not
exist, the usual common name [DIR 2001/83/EC
Art 1(21)]. The complete name of the medicinal
product is the name of the medicinal product
followed by the strength and pharmaceutical
form.

Nazov lieku

Nazov, ktorym moéze byt bud’ vymysleny nazov,
ktory sa neda zamenit’ s beznym nazvom, alebo
bezny ¢i vedecky ndzov, doplneny o obchodni
znamku alebo o meno drzitel'a rozhodnutia o
registracii. (Smernica 2001/83/ES €l. 1 ods. 20)

Vseobecny nazov: je medzinarodny autorsky
nechraneny nazov, odporuc¢any Svetovou
zdravotnickou organizaciou alebo, ak taky nazov
neexistuje, zvyCajny vSeobecny nazov. (Smernica
2001/83/ES ¢l. 1 ods. 21). Uplny nazov lieku je
meno lieku spolu so silou a farmaceutickou
formou.

Occupational exposure to a medicinal product
For the purpose of reporting cases of suspected
adverse reactions, an exposure to a medicinal
product as a result of one’s professional or non-
professional occupation.

Pracovna expozicia lieku

Pre ucely hlasenia podozreni na neziaduce
ucinky; expozicia humannemu lieku ako
vysledok zamestnania.

Poznamka: Za pracovnu expoziciu lieku sa tiez
povazuje expozicia lieku u ludi, ktori nie su
zdravotnickymi pracovnikmi, ale oSetruju napr.
dieta, rodic¢a alebo iného ¢lena rodiny.

Overdose

Administration of a quantity of a medicinal
product given per administration or cumulatively
which is above the maximum recommended dose
according to the authorised product information.
Clinical judgement should always be applied.

Predavkovanie

Podanie takého mnozstva lieku jednorazovo
alebo kumulovane, ktoré je vécsie ako
maximalna odporicana davka podla schvalene;j
informacie o lieku. Vzdy je potrebné klinické
posudenie.

Unexpected adverse reaction

An adverse reaction, the nature, severity or
outcome of which is not consistent with the
summary of product characteristics [Dir
2001/83/EC Art 1(13)]4.

This includes class-related reactions which are
mentioned in the summary of product
characteristics (SmPC) but which are not
specifically described as occurring with this
product. For products authorised nationally, the
relevant SmPC is that approved by the competent
authority in the Member State to whom the

Neocakavany neZziaduci ucinok

Neziaduci t¢inok humanneho lieku, ktorého
povaha, zavaznost alebo dosledok nie je v zhode
so sthrnom charakteristickych vlastnosti
humanneho lieku.

Zahtna tiez skupinove U€inky uvedené v stihrne
charakteristickych vlastnosti (d’alej len SmPC),
ale ktoré nie st zvlast popisané u tohto lieku. Pre
lieky registrované narodne, relevantny SmPC je
ten, ktory bol schvaleny v ¢lenskom State, v
ktorom sa reakcia zistila. Pre centralizované lieky
je relevantny SmPC ten, ktory bol schvéaleny




reaction is being reported. For centrally
authorised products, the relevant SmPC is the
SmPC authorised by the European Commission.
During the time period between a CHMP opinion
in favour of granting a marketing authorisation
and the Commission decision granting the
marketing authorisation, the relevant SmPC is the
SmPC annexed to the CHMP opinion.

Eurépskou komisiou. Pocas obdobia medzi
suhlasnym stanoviskom CHMP o registracii lieku
a rozhodnutim Komisie o registracii lieku, je
relevantny SmPC ten, ktory je pripojeny k
stanovisku CHMP.

Signal, riziko

Signal

Information arising from one or multiple sources,
including observations and experiments, which
suggests a new potentially causal association, or
a new aspect of a known association, between an
intervention and an event or set of related events,
either adverse or beneficial, that is judged to be
of sufficient likelihood to justify verificatory
action [IR Art 19(1)].

For the purpose of monitoring data in the
EudraVigilance database, only signals related to
an adverse reaction shall be considered /IR Art
19(2)].

See also Validated signal, Newly identified
signal, Closed signal, Ongoing signal, Signal
management process

Signal

Informacia pochadzajica z jedného alebo
viacerych zdrojov vratane pozorovani a
experimentov, ktora predpoklada novy
potencialne kauzalny vzt'ah medzi intervenciou a
udalost’ou alebo niekol’kymi stuvisiacimi
udalost’ami, bez ohl'adu na to ¢i st neziaduce
alebo prinosné, ktora je povazovana za
dostatocne pravdepodobnt, aby sa preverila.
Pre ticely monitorovania udajov v databaze
EudraVigilance sa pouzivaju iba signaly
suvisiace s neziaducim uc¢inkom.

Safety concern

An important identified risk, important potential

risk or important missing information (see Annex
1V, ICH-E2C(R2) Guideline).

See also Important identified risk and Important

potential risk, Important missing information

Bezpecnostny problém

Doélezité identifikované riziko, dolezité
potencialne riziko alebo dolezita chybajuca
informacia.

Risk-benefit balance

An evaluation of the positive therapeutic effects
of the medicinal product in relation to the risks
[DIR 2001/83/EC Art 1(28a)], i.e. any risk
relating to the quality, safety or efficacy of the
medicinal product as regards patients’ health or
public health [DIR 2001/83/EC Art 1(28)].

See also Risks related to use of a medicinal
product

Pomer prinosu a rizika lieku

Postidenie pozitivnych lieCebnych uc¢inkov
humanneho lieku vo vztahu k jeho rizikam (t.].
hocaké riziko stvisiace s kvalitou, bezpecnostou
alebo ucinnost'ou lieku tykajuce sa zdravia
pacientov alebo verejného zdravia).

Pozndamka: zakon 362/2011 Z.z. pouziva termin:
“vyvazenost pomeru rizika a prinosu humanneho
lieku”.

Potential risk

An untoward occurrence for which there is some

basis for suspicion of an association with the

medicinal product of interest but where this
association has not been confirmed.

Examples include:

» non-clinical toxicological findings that have
not been observed or resolved in clinical
studies;

» adverse events observed in clinical trials or

Potencialne (moZné) riziko

Nezelany stav, u ktorého je urcity podklad pre

predpokladanie spojenia s danym liekom, ale toto

spojenie nebolo potvrdené.

Priklady zahriuju:

o neklinicky toxikologicky nalez, ktory nebol
pozorovany alebo vyrieseny v klinickych
stadiach,

e neziaduce ucinky pozorované v klinickych
studiach alebo epidemiologickych $tudiach, u
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epidemiological studies for which the
magnitude of the difference, compared with
the comparator group (placebo or active
substance, or unexposed group), on the
parameter of interest raises a suspicion of,
but is not large enough to suggest, a causal
relationship;

* asignal arising from a spontaneous adverse
reaction reporting system;

* an event known to be associated with other
active substances within the same class or
which could be expected to occur based on
the properties of the medicinal product (see
ICH-E2F Guideline, Volume 10 of the Rules
Governing Medicinal Products in the EU).

See also Adverse event, Signal

e signal pochadzajuci zo spontanneho systému
hlasenia neziaducich uc¢inkov,

e reakciu znamu tym, Ze je spojend s inymi
lieCivami tej istej skupiny alebo u ktorej sa
moze ocakavat’ jej vznik na zaklade
vlastnosti lieku.

Newly identified signal

In periodic benefit-risk evaluation reports, a
signal first identified during the reporting
interval, prompting further actions for evaluation
(see Annex 1V, ICH-E2C(R2) Guideline).

See also Signal

Novo identifikovany signal

V sprave o periodickom postudeni prinosu a rizik
signal prvykrat identifikovany pocas
hodnoteného obdobia, ktory je potrebné
podrobne;jsie posudit’.

Ongoing signal

In periodic benefit-risk evaluation reports, a
signal that had been identified before the
reporting interval and was still under evaluation
at the data lock point (see Annex IV, ICH-
E2C(R2) Guideline).

See also Signal, Data lock point

Trvajuci signal

V sprave o periodickom posudeni prinosu a rizik
signal, ktory bol identifikovany pred hodnotenym
obdobim a ktorého hodnotenie nebolo ukoncené
v Case ukoncenia zberu udajov.

Missing information

Information about the safety of a medicinal
product which is not available at the time of
submission of particular risk management plan
and which represents a limitation of the safety
data with respect to predicting the safety of the
product in the marketplace.

Examples of missing information include
populations not studied (e.g. pregnant women or
patients with severe renal impairment) or where
there is a high likelihood of off-label use.

Chybajuca informacia

Informacia o bezpecnosti lieku, ktora nie je
dostupna v ¢ase podania pladnu riadenia rizik a
ktora predstavuje obmedzenie bezpe¢nostnych
udajov v zmysle predpovedania bezpecnosti lieku
na trhu.

Priklady chybajtcej informacie zahfiaja
nesledované populacie (napr. tehotné Zeny alebo
pacienti so znizenou funkciou oblic¢iek) alebo
vysoku pravdepodobnost’ pouzivania lieku v
nesulade so schvalenymi informaciami (off-
label).

Important identified risk and Important
potential risk

An identified risk or potential risk that could
have an impact on the risk-benefit balance of the
product or have implications for public health
(see ICH-E2F Guideline, Volume 10 of the Rules
Governing Medicinal Products in the EU).

What constitutes an important risk will depend
upon several factors, including the impact on the
individual, the seriousness of the risk, and the
impact on public health. Normally, any risk that
is likely to be included in the contraindications or
warnings and precautions section of the product
information should be considered important (see

Délezité identifikované riziko a dolezité
potencialne riziko

Identifikované riziko a potencialne riziko, ktoré
mdze mat’ dopad na pomer prinosu a rizika lieku
alebo na verejné zdravie.

Co tvori dolezité riziko bude zavisiet’ od
niekol’kych faktorov, vratane dopadu na jedinca,
zévaznosti rizika a dopadu na verejné zdravie.
Bezne sa kazdé riziko, ktoré by sa mohlo uviest’
do kontraindikécii alebo do $pecidlnych
upozorneni sthrnu charakteristickych vlastnosti
lieku, mé povazovat’ za dolezité.




Annex 1V, ICH-E2C(R2) Guideline).
See also Risk-benefit balance, Identified risk,
Potential risk, Safety concern

Identified risk

An untoward occurrence for which there is

adequate evidence of an association with the

medicinal product of interest.

Examples include:

* an adverse reaction adequately demonstrated
in non-clinical studies and confirmed by
clinical data;

» an adverse reaction observed in well-
designed clinical trials or epidemiological
studies for which the magnitude of the
difference, compared with the comparator
group on a parameter of interest suggests a
causal relationship;

* an adverse reaction suggested by a number of
well-documented spontaneous reports where
causality is strongly supported by temporal
relationship and biological plausibility, such
as anaphylactic reactions or application site
reactions (see ICH-E2F Guideline, Volume
10 of the Rules Governing Medicinal
Products in the EU).

In a clinical trial, the comparator may be placebo,

an active substance or non-exposure.

Adverse reactions included in section 4.8 of the

summary of product characteristics (SmPC) are

also considered identified risks, unless they are
class-related reactions which are mentioned in
the SmPC but which are not specifically
described as occurring with this product (these
would normally be considered as a potential
risk)).

See also Risks related to use of a medicinal

product, Important identified risk and Important

potential risk, Important missing information,

Unexpected adverse reaction

Identifikované riziko

Nezelany stav, pre ktory existuje dostatocny

ddkaz o spojeni s danym liekom.

Priklady zahriiuju:

e neziaducu reakciu dostatocne demonstrovana
v neklinickych §tiidiach a potvrdenu
klinickymi tdajmi,

e neziaducu reakciu pozorovanu v dobre
dizajnovanych klinickych $tudiach alebo
epidemiologickych studiach, u ktorej rozdiel
V pozorovanom parametri v porovnani so
skupinou komparatora naznacuje kauzalny
vztah.

e neziaducu reakciu vyplyvajlcu z viacerych
dobre dokumentovanych spontannych
hléseni, u ktorych je kauzalita pevne
podporena ¢asovou suvislost'ou a
biologickou plauzibilitou, ako st
anafylaktické reakcie alebo reakcie v mieste
podania.

V klinickych studiach komparatorom méze byt
placebo, liek alebo skupina bez liecby.

Neziaduce uc¢inky uvedené v Casti 4.8 stthrnu
charakteristickych vlastnosti lieku (SmPC) sa tiez
povazuju za identifikované riziko, pokial’ nejde o
skupinové reakcie, ktoré st uvedené v SmPC, ale
neboli zaznamenané v stvislosti s danym liekom
(tieto sa bezne povazuju za potencialne riziko).

Closed signal

In periodic benefit-risk evaluation reports, a
signal for which an evaluation was completed
during the reporting interval (see Annex IV, ICH-
E2C(R2) Guideline).

Uzavrety signal

V sprave o periodickom postudeni prinosu a rizik
je to signal, ktorého postdenie sa ukoncilo v
priebehu hodnoteného obdobia.

Sprava o periodickom hodnoteni bezpecnosti lieku

Periodic safety update report (PSUR)

Format and content for providing an evaluation
of the risk-benefit balance of a medicinal product
for submission by the marketing authorisation
holder at defined time points during the post-

Sprava o periodickom hodnoteni bezpe¢nosti
lieku (PSUR)

Format a obsah pre vykonanie posudenia pomeru
prinosu a rizika lieku, ktoré predklada drzitel
registracného rozhodnutia v ur¢enych casovych




authorisation phase.
In the EU, periodic safety update reports should
follow the format described in Module VII.

lehotach po registracii lieku.

V EU ma PSUR mat’ format podl'a poziadaviek
popisanych v GVP Module VII.

Pozndmka: v zdkone 362/2011 je tento dokument
uvadzany ako ,, periodicky aktualizovana sprava
o bezpecnosti lieku.

Stidia bezpe&nosti po registracii lieku

Post-authorisation safety study (PASS)

Any study relating to an authorised medicinal
product conducted with the aim of identifying,
characterising or quantifying a safety hazard,
confirming the safety profile of the medicinal
product, or of measuring the effectiveness of risk
management measures /DIR 2001/83/EC Art
1(15)].

A post-authorisation safety study may be an
interventional clinical trial or may follow an
observational, non-interventional study design.
See also Clinical trial, Non-interventional studies

Stiidia bezpe&nosti lieku po registracii

Kazda studia tykajuca sa registrovaného
humanneho lieku vykonana s cielom
identifikovat, opisat’ alebo kvantifikovat
bezpecnostné riziko, potvrdit’ bezpecnostny profil
lieku alebo merat’ i€innost’ opatreni na riadenie
rizik.

Stadia bezpeénosti lieku po registracii moze byt
intervenc¢né klinické skusanie alebo moze mat
dizajn pre observacnu neintervencni studiu.
Poznamka: v zakone 362/2011 Z.z. sa v § 68 ods.
5 uvadza:

Stidia o bezpecnosti humanneho lieku po
registracii je neintervencnd Studia tykajuca sa
registrovaného humanneho lieku vypracovand s
cielom identifikovat, opisat alebo kvantifikovat
ohrozenie bezpecnosti pacienta, potvrdit
bezpecnostny profil humanneho lieku alebo
merat ucinnost opatreni na riadenie rizik“.

Non-interventional study

A post-authorisation safety study fulfilling
cumulatively the following requirements:

» the medicinal product is prescribed in the usual
manner in accordance with the terms of the
marketing authorisation;

* the assignment of the patient to a particular
therapeutic strategy is not decided in advance by
a trial protocol but falls within current practice
and the prescription of the medicine is clearly
separated from the decision to include the patient
in the study; and

* no additional diagnostic or monitoring
procedures are applied to the patients and
epidemiological methods are used for the
analysis of collected data.

Non-interventional studies are defined by the
methodological approach used and not by the
scientific objectives. Non-interventional studies
include database research or review of records
where all the events of interest have already
happened (this may include case-control, cross-
sectional and cohort and other study designs
making secondary use of data). Non-
interventional studies also include those

Neinterven¢na klinicka studia
Stadia bezpeénosti lieku po registracii spliiujiica
sucasne tieto kritéria:

e lick sa predpisuje zvyCajnym spdsobom v
sulade s podmienkami povolenia uvedenia
lieku na trh (t.j. registraciou lieku).,

o terapeuticka stratégia uplatnend u pacienta nie
je vopred stanovend v protokole Studie, ale
vychadza zo si¢asnej praxe a predpisanie lieku
je jasne oddelené od rozhodnutia zahrnut
pacienta do Studie,

e u pacientov sa nevykonavaju ziadne dodatocné
diagnostické alebo monitorovacie postupy a

o pri analyze ziskanych tdajov sa pouziju
epidemiologické metddy.

Neintervencné studie st definované podla
pouzitej metodoldgie a nie podl'a vedeckych
cielov. Neintervencné Studie zahrnuju vyskum v
databazach alebo preskumanie zdznamov, v
ktorych vSetky hl'adané udalosti uz prebehli (t.].
Studia pripadov a kontrol, prierezova alebo
kohortova studia). Neintervencnou stidiou moze
byt aj taka, ktora zahfiia primarne
zhromazd'ovanie udajov (t.j. prospektivne
observacné studie a registre, u ktorych sa tidaje




involving primary data collection (e.g.
prospective observational studies and registries in
which the data collected derive from routine
clinical care), provided that the conditions set out
above are met. In these studies, interviews,
questionnaires and blood samples may be
performed as normal clinical practice.

Non-interventional studies do not fall in the
scope of Directive 2001/20/EC.

zhromazduju z rutinnej klinickej praxi), za
predpokladu, Ze st splnené vyssie uvedené
podmienky.

V tento suvislosti sa rozhovor, vyplnenie
dotaznika a odber vzorky krvi povazuje za beznu
klinick prax.

Na neintervencné Stidie sa nevztahuje Smernica
2001/20/ES (§ 26-44 zakona ¢. 362/2011 Z.z.).
Poznamka: v zakone 362/2011 Z.z. sav § 54
pridava eSte medzi charakteristiku aj garant
Studie.

Systém farmakovigilancie, zabezpecenie kvality

Pharmacovigilance system

A system used by the marketing authorisation
holder and by Member States to fulfil the tasks
and responsibilities listed in Title IX of Directive
2001/83/EC and designed to monitor the safety
of authorised medicinal products and detect any
change to their risk-benefit balance /DIR
2001/83/EC Art 1(28d)].

In general, a pharmacovigilance system is a
system used by an organisation to fulfil its legal
tasks and responsibilities in relation to
pharmacovigilance and designed to monitor the
safety of authorised medicinal products and
detect any change to their risk-benefit balance.

Systém farmakovigilancie, systém dohl’adu
nad bezpecnost’ou lieku

Systém, ktory pouziva drzitel registracie lieku a
prislusné organy Clenskych statov pri plneni uloh
a povinnosti hlavy IX Smernice 2001/83/ES,
ktory je zamerany na monitorovanie bezpecnosti
registrovaného lieku a detekciu akejkol'vek
zmeny v pomere rizika a prinosu lieku.

Vo vseobecnosti je systém farmakovigilancie
systémom vyuZzivany organizaciou na splnenie
legislativnych poziadaviek a povinnosti
suvisiacich s farmakovigilanciou a dizajnovany
na monitorovanie bezpec¢nosti registrovanych
liekov a detekciu kazdej zmeny v pomere rizika a
prinosu.

Pozndamka: v zakone 362/2011 Z.z. sa uvadza ako
., systém dohladu nad bezpecnostou humanneho
lieku "

Pharmacovigilance system master file (PSMF)
A detailed description of the pharmacovigilance
system used by the marketing authorisation
holder with respect to one or more authorised
medicinal products data [DIR 2001/83/EC Art
1(28¢)]. See also Pharmacovigilance system

Hlavna sibor systému farmakovigilancie
(dohPadu nad bezpecnost’ou liekov)

Podrobny opis systému farmakovigilancie, ktory
vyuziva drzitel’ registracie lieku, pre jeden alebo
viac registrovanych liekov.

Poznamka: V zakone 263/2011 Z.z. sa uvadza aj
pojem ,, hlavna zlozZka systému dohladu nad
bezpecnostou humdannych liekov .
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