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Disclaimer

» The following presentation reflects the personal views of the speaker and may not be
understood or quoted as being made on behalf of or reflecting the position of of Zentiva

* The speaker is employed by Zentiva Group, a.s. as Risk Management Lead
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Osnova

* Rizika z pohledu Risk Management Planu
* Definice identifikovanych a potencialnich rizik
» Sledovani identifikovanych a potencialnich rizik

* Tvorba a aktualizace RMP (a PSUR/PBRER) — praktické pozadavky
* Jakimplementovat zjiSténé signaly do RMP (a PSUR)

* Post-authorization safety studies (PASS) — nové poZadavky
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RIZIKA z pohledu RMP

Definice identifikovanych a potencialnich rizik
Sledovani identifikovanych a potencialnich rizik
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GVP

Zdroje dato ICSRs (vlastni dtb, EV), agregovana data,
bezpecnosti literatura, studie, kvalita, partnefi,
autority,..

4

Signal management

detekce, validace, analyza a prioritizace, hodnoceni (refuted
signal/ potential risk / identified risk / ESI), doporuceni k akci,
process (cvpix) komunikace, tracking

%

Ifig:tifikované Nezadouci jev, pro ktery existuji dostateéné dikazy o souvislosti s danym
riziko é&ivym piipravkem.
?OF:"Ciél"'l Nezadouci jev, pro ktery existuje urgity podklad k podezieni na souvislost s
riziko danym éCivym pripravkem, avSak tato souvislost nebyla dosud potvrzena.
Dulezite Identifikované riziko nebo potencialni riziko, které by mohlo ovlivnit pomér
identifikované/| . . .. .. . . o . "

i e pfinost arizik lé¢ivého pfipravku, nebo mit dopad na vefejné zdravi.
potencialni
riziko
thbéjic{ Mezery ve znalostech o léCivém piipravku tykajici se jeho bezpecénosti nebo
informace it I . T . ot lin - 2

poutziti u specifickych skupin pacient(, které mohou byt klinicky vyznamné.

Retrospektivni
souhrn
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Risk Management

Plén (RMP) . A
(Safety concerns Plan, prospektivni
/bezpeénostni aspekty) dokument
GVPV,

GVP XVI, GVPV

+ potieba ziskavat dalsi data /
+ potieba dodate¢nych RMM aktivit

Periodické zpravy

bezpeénosti (PSUR /

PBRER)
GVPVII

Systém fizeni rizik, plan fizeni rizik
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Systém fizeni rizik (Risk Management System) -
RMS

O Soucast farmakovigilanéniho (PV) systému

QO Soubor PV CINNOSTI (aktivit) a OPATRENI (zasahi) uréenych k:
« identifikaci, popisu, prevenci a minimalizaci rizik spojenych s l&Civym
pfipravkem (LP),

« vcetné hodnoceni miry Gi¢innosti téchto ¢innosti a opatreni

Plan fizeni rizik (Risk Management Plan) - RMP
= PV dokument (Modul 1.8.2. registra¢ni dokumentace)

= Podrobny popis systému Fizeni rizik pro konkrétni produkt
(molekulu)

= Transparentnost

» Centralizované procedury = v ramci EPAR publikovan:
v/ RMP body + Annex 4 + Annex 6

» SUKL zagal publikovat Souhrn pland fizeni rizik (SRMP) pro LP registrované po 1.9.2025
v sRMP

Vyznam risk managementu:
O Zajistit pro kazdy LP, aby jeho pro
pro:

— Jednotlivce
— Celou populaci

Risk

Unacceptable risk

Acceptable r

spéch

prevysoval rizika v nejvy$Sim mozném rozsahu a to

isk

Benefit
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Definice identifikovanych a potencialnich rizik

Bezpecnostni specifikace (Part I| RMP)

Informace v bezpec€nostni specifikaci RMP by mély odpovidat:
» potiebé ziskavat dalsi poregistracni data (Part Il RMP)

» potfebé minimalizovat riziko dal§imi opatfenimi - nad rdmec rutinnich (Part V RMP)

— Rizika zahrnuta do RMP = dllezita:
v’ Dopad na pomér pfinos/riziko

v' VWyzadujici dodate&né farmakovigilanéni ¢innosti/aktivity (farmakovigilan¢ni plan) nebo
v’ Wyzadujici dodate&na (additional) risk minimaliza&ni opatfeni nebo specificka klinicka opatfeni/monitoring (risk minimizacni plan)

RMP Safety concerns / Rizika
* Important identified risks / Dilezita identifikovana/zjisténa rizika
* Important potential risks / Dalezita potencialni/mozna rizika

* Missing information / Chybéjici informace
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Otazky kladené pri sestavovani
bezpecnostni specifikace:

?  Mariziko klinicky dopad (jaky je jeho
vlivna pomér pfinos/riziko)?

Jeriziko dileZité v terapeutickém
kontextu?

Jeriziko tfeba lépe poznat/popsat?
(délka na trhu, zkusenosti?)

Jeriziko tfeba lépe komunikovat?
(respektovano, aplikovano do
praxe...?)

Identifikované
riziko

Nezadouci jev, pro ktery existuji dostateéné diikazy o souvislosti s danym
é¢ivym piipravkem.

Eq‘:ndélm’ Nezadouci jev, pro ktery existuje uréity podklad k podezieni na souvislost s

riziko danym éCivym pripravkem, avSak tato souvislost nebyla dosud potvrzena.

Dilezite Identifil é riziko nebo alni riziko, které by mohlo ovlivnit pomér

identifikované /| .. . .. .. . = o 2l "
fiyggps pfinosu arizik légivého pfipravku, nebo mit dopad na vefejné zdravi.

potencialni

riziko

Chybgjici Mezery ve znalostech o léCivém pfipravku tykajici se jeho bezpecnosti nebo

informace

poutziti u specifickych skupin pacient, které mohou byt klinicky

vyznamné.“

Definice identifikovanych a potencialnich rizik

Bezpecnostni specifikace (Part || RMP)

Ne v§echny nezadouci reakce jsou nutné povazovany za riziko lé€ivého pfipravku v daném terapeutickém
kontextu a ne v8echna rizika spliuji kritéria pro to, aby byla povaZovéana za dllezita a zafazena do seznamu
bezpecnostnich opatfeni (safety concerns) pro ucely planovani fizeni rizik

A drug-induced liver injury was identified as a new
adverse reaction after a referral procedure and
considered to have a major impact on the benefit risk.
Warnings in section 4.4. of the SmPC have been
implemented and the recommendation to perform
regular liver function tests have been added to the
SmPC as a precautionary measure in the post-
marketing period. Educational materials were
proposed for physicians. “Hepatotoxicity” or a similar
term should be classified as an important identified
risk.
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Gaps in knowledge for certain anticipated utilisation or for use in
particular patient populations within the approved indication, for
which there is insufficient medicinal product exposure.

Use in

subpopulation from clinical studies) but within the approved
indication: the absence of data itself does not automatically
constitute a safety concern; instead, a scientific rationale for
anticipating a different safety profile
subpopulation / use is needed = missing information

subpopulations not studied (e.g. exclusion of a

in the particular

QTc prolongation is a known adverse reaction of another
medicinal product of the same class, observed in clinical
trials and included in section 4.8 of the SmPC; however, no
events of Torsade de Pointes have been observed in the
clinical development programme. Consequently, specific
adverse event follow-up forms were designed. “Torsade de
pointes” would be an important potential risk.
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Definice identifikovanych a potencialnich rizik
Bezpecnostni specifikace (Part Il RMP)

* DOvody pro nezahrnuti rizik mezi dllezita rizika:

* Rizika s minimalnim klinickym dopadem na pacienty (vzhledem k zavaznosti léCené
indikace)

* Rizika s klinickymi dUsledky, véetné zavaznych, av§ak vyskytujici se s nizkou frekvenci a
povazované za pfijatelné vzhledem k zavaznosti indikace)

* Znama rizika, kterad nevyzaduji dalSi charakterizaci a jsou sledovana prostfednictvim
rutinni farmakovigilance a u nichz jsou dodrzovana opatfeni pro minimalizaci rizik uvedena
v informacich o pfipravku

* Znama rizika bez dopadu na pomér pfinosu a rizik

» Dalsi dlvody
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Definice identifikovanych a potencialnich rizik
Bezpecnostni specifikace (Part || RMP)

Prezentace dulezitych rizik v RMP

* Potencialni mechanismus

* Zdroje dukazu (sila)

* Charakteristika rizika

* Rizikové faktory a rizikové skupiny

* Preventabilita

* Dopad na pomér pfinosu a rizik pfipravku

* Dopad na vefejné zdravi
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Sledovani identifikovanych a potencialnich rizik
Farmakovigilan¢ni plan (Part Ill RMP)

Slouzi ke SBERu DAT :
* ldentifikaci a dalSimu popisu bezpecnostnich rizik
* Hodnoceni efektivity risk minimalizacnich opatfeni

Dodateéné (additional) PV

Rutinni PV ¢innosti aktivity (Ginnosti)

Poregistraéni studie
bezpeénosti (PASS)
- (Preklinické)
- Klinické
- Neintervenéni
*Survey
* Drug Utilization Study (DUS)

P=ghs
Specifické dotazniky « G

Pro vSechny produkty:

- case management (ICSRs)
- signal management

\Neb}ivajl’rozepisova’ny vRMP

PASS - nastroj aktivni farmakovigilance

= studie, tykajici se registrovaného LP provadéna za ucelem:

«  Zzjisténi/ popsani / kvantifikace bezpecnostniho rizika

«  upresnéni/ doplnéni/ potvrzeni bezpecnostniho profilu LP

*  Zzji$téni miry Ucinnosti opatieni provadénych v rdmci fizeni rizik (efektivity)
«  klinické studie nebo neintervencni studie

Neintervencni PASS = LP pouzivan v souladu s podminkami
registrace
*  pouziti LP neni uré¢eno zafazenim pacienta do studie, ale rozhodnutim lékare
bez dodate&nych diagnostickym/monitorovacich postupti
analyza ziskanych dat epidemiologickymi metodami
*  bez propagace/marketingu

Jiné formy rutinni

farmakovigilance (rozsifeny
pasivni dohled)

N GVP Module VIII

Studie, které nejsou vyzadovany EMA/nérodni autoritou by nemély byt zahrnuty do farmakovigilanéniho planu

C2-Internal

Sledovani identifikovanych a potencialnich rizik
Farmakovigilan¢ni plan (Part lll RMP)

~
Katergorie 1

* Imposed as condition of MA = NARIZENA
Klicové pro benefit/risk produktu

PRAC |<

Kategorie 2

« Specific obligation = ZVLASTNI POVINNOST
* U podminénych registraci nebo registraci za vyjimecnych
_ okolnosti

* VYZADOVANA v RMP (to investigate safety concern or
evaluate the effectiveness of risk minimisation activities)

Imposed
PASS

Required

Table V.3. Attributes of additional pharmacovigilance activities

Type of activity

In annex Study Supervised under
II of MA category

(CAPs (Phv
only) plan) Article | Article
107m 107 n-q
- S . Yes, in
Interventional™* annex IID 1 Mandatory No
N Y N and subject
. 2 es, in to penalties  Yes Yes
interventional annex IID
- - - : Yes, in
Specific Interventional"* ADReITIE Mandatory No No
obligation — o 2 and subject
interventional  annex IIE e WS
“Interventional"* No No No
, L2
on- enforceable
interventional [ = B

GVP Module V
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A4 Ve rN Vv 7 7 Ve . .
RMP - Opatreni ke snizeni/zvladani rizik (Part V)
(Risk Minimisation Measure = RMM)
Opatreni ke snizeni/zvladani rizik:
U zésah, jehoZ cilem je pfedchazet vzniku nezadoucich uéinkd spojenych s expozici lé¢ivému
pfipravku, snizit jejich vyskyt, nebo zmirnit jejich zavaznost ¢i dopad na pacienta, pokud k
nezadoucimu ucinku dojde.
U dvé slozky
v RMM sdéleni/podstata: klicové informace (tj. nikoli celé znéni) o riziku a o opatfenich, ktera maiji byt pfijata
zdravotnickym pracovnikem nebo pacientem za U€elem snizeni rizika;
v’ verbalni
v' nonverbalni
v" RMM nastroj: prostfedek, kterym jsou RMM sdéleni $ifena a kterym je podporovano a/nebo kontrolovano
dodrzovani zamyslenych opatfeni ke sniZeni rizika; tento nastroj spada bud do kategorie rutinnich, nebo
dodatec¢nych opatfeni ke snizenirizika.
* RMM material pfedstavuje finalni individualni opatfeni ke snizeni rizika, v€etné jeho uplného znéniv
mistnim jazyce/jazycich, tak jak bylo schvaleno pfislusnymi regulacnimi organy.
C2-Internal

RMP - RMM naéstroje

Edukaéni nastroje
SPC/PL/Oznaéeni na obalu - Edukaéni brozury pro zdravotniky nebo pacienty
Velikost baleni |

- Kontrolni checklist
Zplisob vydeje Rx/ OTC - Formuléf pro dialog
Preskrip&ni omezeni

- Pacientské karticky
. Y - Pacientsky denik pro minimalizaci rizik
Formulace, lékova forma, Y P
medical device...

Kontrolni nastroje

- Kvalifikace zdravotnickych pracovnikil
- Akreditace zaizeni

- Traceability /sledovatelnost

- Predpis vazany na vysledek testu

—[ Specificka klinicka opatieni ]

' ¢

Cilem je pozitivni vliv na znalosti a chovani pacientt /
zdravotnickych pracovnikd vedouci k optimalizaci
Klinickych vystupti

Kontrolni programy (napf. program prevence
poceni) - kombinace nastrojl

| »

L

Usité na miru zdravotnimu systému zemé
(schvélené autoritou)

Komunikaéni plan:

cilové populace, distribuéni cesty,
periodicita

DHPC muize byt pouzit jako komunika&ni
néstroj k podpofe rozsifeni RMMs

Q vybér vhodnych a imérnych nastrojd / jejich kombinace
Q jejich integrace v lokalnim zdravotnim systému
0 diraz na jednoduchost, G&elnost; nikoli zatéZ

»Potfeba pokracujicich opatfeni ke snizeni rizik by méla byt pravidelné prezkoumavana
a ucinnost téchto opatfeni hodnocena.”

T

PFim&fené riziku Le'f‘.)tval aurQr'tta
(oprévnéné, rzitele r-evgl’s race .
Odl:lVOdnéné) * zdravotnicti pracovnici

* pacienti

Konzistentni pfistup
riznych MAH se
stejnou uginnou

latkou...

Pro LPs schvélené
necentralizované maze byt
jejich potfeba a obsah
schvélena na Grovni
&lenskych statl

RMP up-date:
zména / roz8iteni RMMs
/odstranéni aRMMs

Hodnoceni efektivity (dosazeni jagné definovanveh ¢ild):
distribuce (dosazeni cilové populace)

znalost, zména chovani, dodrZovani instrukei (osvojeni
informaci, utvafeni postoju)

klinické vystupy

o

o

Trendy komunikace - Digitalizace

+ Elektronicka produktova informace; edukacni

materidly, instruktazni videa

QR kédy, webové stranky, aplikace

e-Healthcare, e-Prescription (pop-ups)

Patient-centric (UCast na tvorbé, feed-back)

Communication excellance (smérem k pacienttim)
« Effective, innovative, (regulated)
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Ve - f Rare situations, e.g. teratogenicity; misuse; abuse;
R M M N a St rOJ e Table XVI.3.: Risk minimisation control tools l ATMPs, ..
Risk minimisation control tools
Healthcare professional qualification required for the prescribing, dispensing and/or administration of the
medicinal product, and/or the supervision of the administration by the patient
Healthcare facility accreditation of the ilabl i and qualified healthcare professionals required for
using the medicinal product at this facility
Traceability system to be completed at dispatch of the medicinal product from the manufacturing site, all
distribution points and the healthcare facility where the medicinal product is dispensed or administered
System for documented exchange of patient information (e.g. results of medical tests) one healthcare
professional is required to receive from another healthcare professional
Check of patient certificates of medical interventions required for the prescribing or dispensing of the medicinal
product
C a te g 0 rl S a tl O n Of R M M Table XVI.2.: Educational/Safety advice tools
Educational /Safety advice tools
Guides for patients or healthcare professionals for risk minimisation
Healthcare professional checklist for risk minimisation
Additional Risk awareness dialogue form/aid
Patient card
RMM tools
Patient diary for risk minimisation
Routine (Package leaflet and outer packaging| Where applicabl, the SmPC should mention
that additional RMM materials exist for a
RMM tools Summary of product characteristics (SmPC), specific risk and may include information
. +formulation Rt matarel 1+ targceed t panents, the-
’ .
legal status and pack size +devi package leaflet should contain information on
evice... the availability of this material and may
include accessibility information too.
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-risk-minimisation-measures-rev-3_en. pdf 15
C2-Internal

Hodnoceni efektivity implementace RMMs

Rutinni RMM jsou monitorovany prostfednictvim rutinnich / standardnich farmakovigilancnich €innosti.

Dodate¢né RMM jsou hodnoceny prostfednictvim post-autorizacnich studii bezpecnosti (PASS).

PASS:

+» Hodnoceni by mélo ghvykle probéhnout nejprve béhem 12-24 mésicl po implementaci a nasledné
znovu do 4 let pro komplexni posouzeni.

+» Vysledky jsou dokumentovany v RMP a pravidelnych zpravach o bezpeénosti (PSURs)

+» Vysledky slouzi jako podklad pro pfipadné Upravy opatfeni k Fizeni rizik (RMM).
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Hodnoceni efektivity implementace RMMs

Klicové porozuméni kontextu: —— ‘ evaluatio
Poutziti lé¢ivého pfipravku
Management onemocnéni
Celkovy klinicky kontext Health Non-targeted
Zdravotnické prostfedi a procesy outcome effects
Typické prostfedi pacienta
Okolnosti a procesy poskytovani péce
Individualni a systémové faktory A 4
usnadiujici nebo branici implementaci '“,",':;:J“ Knc ge = =

st o 7 Attitude - e

Effectiveness of risk minimisation

« Targeted Evaluation measures
individuals’
beliefs
= feasibilita * Motivation for * Patient health
L o o . . * Risk change outcomes
= limity pfistupl a zdrojovych dat i i chapat
zamyslené i nezamyslené dopa * Risk factor compliance * Prevented
. L [t d d f;
* nastaveniprahovych hodnot * Dissemination awareness * Patterns of birth defects
. o i i use (targeted * Patient
= Interpretace vysledkl _"‘e"'_“ :“".“a'"mi ‘M( 2 i

C2-Internal

Hodnoceni efektivity implementace RMMs
Primarni data: Data shromé&zdéna speciélné pro danou studii ‘
r—>

(napf. dotazniky, rozhovory).

Sekundarni data: JiZ existujici data pouZita pro analyzu (napf.
zdravotni dokumentace, Udaje z pojisténi). Behaviour Health Non-targeted
- outcome ’ effects
Hlavni zdroje dat:
Rozhovory / Fokusni skupiny: Hloubkové poznatky od
pacient( a zdravotnickych pracovnikd.
Dotazniky: Standardizovana data od cilovych populaci.
Registry: Sledovani specifickych skupin pacient( v ase. . 1 )
Zdravotni dokumentace: Hodnoceni dopadu opatieni k Effectiveness -
fizeni rizik (RMM) na preskripci a zdravotni vysledky.
Administrativni udaje z pojisténi: Analyza vzorctl uzivani Evaluation methods
LéCiv.
Propojovani zaznamu: Kombinace vice datovych zdrojd pro
komplexni vhled.
» (Before/after) = (Before/after) .

* Case study cross-sectional time series Kombinace

* Surveys study * Registry based kvalitativnich a
Volba datovych zdroji: » Dissemination * Semi- *Drug cohort study kvantitativnich
Na zékladé relevance, dostupnosti, kvality dat a metrics structured utilisation * Chart review pFistup/metod
reprezentativnosti za Gi¢elem efektivniho hodnoceni. * Web statistics interviews study * ADR i

Lm * Focus group ) tu\mmuw ) &M -

-gvp-module-xvi-addendum-ii-methods-evaluating-effectiveness-



https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-risk-minimisation-measures-rev-3_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-addendum-ii-methods-evaluating-effectiveness-risk-minimisation-measures_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-addendum-ii-methods-evaluating-effectiveness-risk-minimisation-measures_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-addendum-ii-methods-evaluating-effectiveness-risk-minimisation-measures_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-addendum-ii-methods-evaluating-effectiveness-risk-minimisation-measures_en.pdf
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Struktura EU-RMP

* Partl: Product(s) overview Ptény Fizeni rizik
e . Format planu Fizeni rizik
* Partll: Safety Specification
. » Module SI Epidemiology of the indication(s) and target population(s) Plin fizeni rizik sestiva z téchto modulii:
Charalfterls !(a N » Module SIl Non-clinical part of the safety specification it D tipeavia: (plipeavd
bezpecnostniho profilu » Module SllI Clinical trial exposure astl: Popis pripravku (pripravid)
» Module SIV Populations not studied in clinical trials Cast II:  Bezpeénostai specifikace
» Module SV Post-authorisation experience Modul SI:  Epidemiologické indikace a cilové populace
» Module SVI Additional EU requirements for the safety specification Modul SII: inické prvky "
N » Module SVII Identified and potential risks
Farmakovigilanéni plan > Module SVIll Summary of the safety concerns Modul SIII:  Expozice pii klinickém hodnoceni
'::l:;,":l,l;’a"li clf]"ﬂé;;jzk:‘my < Modul SIV:  Populace nezahmuté do Klinickych hodnoceni
. . o
bezpeénosti Part ll: Pharmacowgllance plan Modul SV:  Porcgistraéni zkuscnosti
* PartIV: Plans for post-authorisation efficacy studies Modul SVI:  Dalsi pozadavky EU tykajici sc bezpeénostni specifi-
ace
— ——— * PartV: Risk minimisation measures (including evaluation of Modul SVII:  Zjisténa a potenciilni rizika
IsK minimizacni plan . . PP . PR
« Opatfenik L the effectiveness of risk minimisation activities) Modul SVIII: Shrnuti bezpeénostnich obav
prevenci/minimalizac! k LP . . . Cast 1L igilanéni plin (vEctné poregistraénich studii bezped
e MR (R Part VI: Summary of the risk management plan 3 ) o o
Cast IV: Plany poregistraénich studii G&innosti
.

Part VII: Annexes Cést V- Opatieni pro minimalizaci rizik (véetné hodnoceni Gcinnosti Ginnosti
zaméfenych na minimalizaci rizik)

Annex 1: N/A

Annex 2: Tabulated summary of PV study programm Cist VI: Shmuti plinu Fizeni rizik
Annex 3: Protocols of proposed, on-going and completed studies in the PV plan
Annex 4: Specific adverse event follow-up forms

Annex 5: Protocols of proposed and on-going studies in RMP part IV

Annex 6: Details of proposed additional risk minimisation activities

Annex 7: Other supporting data including referenced material

Cist VI Prilohy

Annex 8: Summary of changes to the RMP over time

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-format-risk-management-plan-rmp-eu-integrated-format-rev-201_en.pdf
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Pozadavky na RMP z pohledu pravniho zakladu

Table V.5. Summary of minimum RMP requirements for initial marketing authorisation applications
(for full description see text below)
EUROPEAN MEDICINES AGENCY
Product SCIENCE MEDICINES HEALTH
31 oaer 2018
BRGS0 0.1 scompanyon P Mo v
0. Full MA application vV VvV VvV VYV VYV VYV VYV
. Guidance on the format of the risk management plan
*
EGenexcprodley v = | (RMP) in the EU - in integrated format
2. Informed consent product DA VA A VA A VA VA R A VA VA Goneat comsicaration and uidance
This guidance shoud b read n conjuncton with GYP modte V.
3. Hybrid product v i HEAEAEAERE Acorin o GV modie ,th i o 3k mansgment o ()t docmet e sk
ecesary to ey, impotant ks of
4.a. Fixed combination product - new active substance v T T T T T 7T Vv Vv Vv v Vv V 2 medicinal product. To this end, the AP contains
4.b. Fixed combination product - no new active substance V' tot vV vV o *x J v o i ey e e 1 aneped s r i it sty
Spectcaton?;
5. Well established medicinal use product v v v v v Vv V to characterise
iks and o iy new advers escions the ‘harmacoviance pan’;
6. Biosimilar product v V|| v v S o st
V = applicable/relevant Saved nd tht 5 oe ek cids sy st o prmesre otor: Comtdor whch ot
+ = relevant only if “originator” product does not have an RMP and its safety profile is not published on 0 vl o he e Understanang o e salety rotle ol the el prodct nd P best
CMDh website uronding he dormaton svabl. s fcus the document sceodigy, Tabation ofany dta
* = relevant only when a PAES was imposed for the “originator” product o sncournped it ks thepresetation
J = statement of alignment of safety information in PI is sufficient i eCT0 desir o the upperigdecumens o PSURe, when sppicable. oot th AP
+ = requirements based on risk proportionality principle, addressing new data generated or differences (et st ot kb pec gt o S s ot
with the “originator” product applications. of the tempiate.
T = focus on the new active substance o b epated o echan 8 e oo, Eoch A okt o e ot sttt
T H

https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-module-v-risk-management-systems-rev-2_en.pdf
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f S, SUKL A2 con Py
sRMP: . .
ONAS VEREJNOST ZDRAVOTNICTI PRACOVNICI PROMYSL A ORGANIZACE DOLEZITE INFORMACE
Urceny pro vefejnost
GVODNISTRANKA > PROMYSLAORGANIZACE > LECIVA > FARMAKOVIGILANCE > PODKLADY KFARMAKOVIGILANCNIOBLASTI > SOUHRNY PLANO RIZENI RIZI
Informace o:
o i . o vs P
* dulezitych rizicich Souhrny plana fizeni rizik
. v
opatrenICh Zverejnéno: 3. 11. 2025 | Aktualizovano: 10. 11. 2025 | Odbor farmakovigilance
zavedenych pro
dalsi charakterizaci Souhimy plind Haent itk obsabul dile2t nfrmacs vedené v plinech Hzen itk asous{ ke zvfdent ransparentoost famakoviglnéich
- . . opatrent se k zajisténi co &n&jstho pouzivani dotcenych Ié8ivych pipravkil
a minimalizaci
o iy . P Nazev piipravku Nézev €¢ivé Itky/kombinace  Registragni &isla Datum zvefejnéni pe Datum zvefejnéni pred
dulezitych rizik I I ’ l l
. . NAZEV NAZEV LEGIVE v REGISTRACNI DATUM v
Pro LP registrované PRIPRAVKU LATV/KOMBINACE Sisio ZVEREINENI DETALL
¢ narodné o sodné sillevothyroxinu (evothyroxinum 10.lisopaciy ot >
. . natricum) 2025 D
* harmonizované u
2 21. listopad
procedur, kde CR Gasenlan gabapentin 21/304/23-C, 21/305/23-C opacy Zobrazit »
vystupuje jako Gasenlan (tvrdé tobolky)  gabapentin 21/306/23-C, 21/307/23-C, 21/308/23-C 1. prosince 2025 Zobrazit >
referen¢i zemeé Inflanor Prolong, Iphodor, - ofen 07/004/24C, 07/005/24-C, 07/006/24.C - listopadu Zobrazit >
Epimid 2025
Oxytocin AVMC oxytocin 56/227/23-C 3. listopadu 2025  Zobrazit >
* EN i
44/349/23-C, 44/350/23-C, 44/351/23.C,
Pomalidomide Abdi pomalidomid 7. listopadu 2025  Zobrazit >
K j Teriflunomide Koanaa teriflunomid >, 59/547/21-C 7. listopadu 2025 Zobrazit >
C2-Internal

Tvorba a aktualizace RMP (a PSUR /PBRER) -
- praktické pozadavky

ee v

Jak implementovat zjistené signaly do RMP

(a PSUR / PBRER)
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= Obsahem pfiméreny
o zjisténym (,identified“) a moznym (,potential®) rizikdim konkrétniho LP v konkrétni dobé
o potiebé ziskavani poregistracnich idajli o bezpe¢nosti
o potrfebé risk minimalizacnich opatfeni
= Prospektivni, dynamicky dokument
= Vznika pfi vyvoji LP, pfedklada se pfi registraci LP, aktualizace v poregistra¢ni fazi: NAZEV PLATNOST 0D
o Vyznamna zména informaci (oproti sou¢asné RMP verzi) LR 11.1.2016
o Vyznamnazména v poméru piinos/riziko Neintervencnf
N . poregistracni studie
o NavyZadani autority bezpednosti
. humannich lécivych
= Aktualizace RMP: pripravki
o Aktualizace safety concerns (important identified/potential risks, missing Information) em— 15.7.2019
o Specifické dotazniky (nové / up-datované / odstranéné) kwytvareni, obsahu
a distribuci edukacénich
o PASS-dle milestones materiald urcenych
pro zdravotnické
o zména/ rozSiteni RMMs / odstranéni aRMMs pracovniky a pacienty
PHV-8 verze 11.1.2023
Pozadavky SUKL
k vytvafeni, obsahu
a distribuci
Informag&nich dopist
pro zdravotnické
pracovniky
C2-Internal

Jak implementovat zjistené signaly
do RMP a PSUR - zodpovédnosti MAH

Signaly zjisténé z EudraVigilance definovano v GVP IX (up-date expected Q2/2026) Dllezitd rizika: podéni zmény do 3 mésich
Implementing regulation 2025/1466! «  dulezita rizika vs rizika (nepovaZzovana za dilezita) (produktové informace); dopad na RMP
« ,safetyvariations“ —produktova informace RBizika nepovazovana za dlleitd
l « PSUR (produktové informace); +/- dopad na RMP

itd: podani zmény do 6 mésict

Signaly zjisténé z jinych zdrojl dle vlastniho systému nastaveného MAHem dle MAH nastaveni (risk-proporéni)

(v souladu s principy GVP IX)

¢  Povil drz aktualni produk informaci (a
RMP) (zménoveé fizeni)

*  Odprezentovani signaliv PSUR

ESI (emerging safety issues) z jakéhokoli zdroje musi byt oznameny autoritam (kde je produkt registrovan  nejpozdgji do 3 pracovnich dnii od okamziku, kdy je

(..jejichz naléhavost a zavaznost neumoziuji prodleni) + EMA) + implementované a planované akce s timelines StéIUOYGSDf,‘i? Y%“STOVEHV signal/bezpecnostni problém
spliije definici

Doporugeni/vystupy publikovand EMA/CMDh/autoritami  dle konkrétniho doporuéeni dle konkrétniho doporuceni

PSUR - retrospektivni dokument =

RMP — prospektivni dokument = PLAN

Closed and refuted signals.
Closed signals that are categorised as important potential risks.
+ Closed signals that are categorised as important identified risks.
Closed signals that are potential risks not categorised as important.

« Closed signals that are identified risks not categorised as important.

Aktualizace (ad-hoc) pokud ma vysledek signalniho SOUHRN/ZPRAVA §

procesu dopad na seznam bezpeg&nostnich aspekt( Predklada se dle EURD Listu / rozhodnuti o registraci i
ajejich fizeni (PV plan, aRMMs) Sekce Prehled signald (nové, probihajici, uzaviené) a :

’ GVPV Hodnoceni signald arizik  Gyp V||

J
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IX. Appendix 1. Figures on the EU signal management G\p |x.
process EUROPEAN MEDICINES AGENCY
Up-date SCIENCE MEDICINES HEALTH
Figure IX.2. Notifications and procedural options for emerging safety issues and for signals detected planned for
by marketing authorisation holders based on the continuous monitoring of EudraVigilance data Q2/2026
28 January 2026
EMA/243145/2025 Rev. 2*
European Medicines Agency
Questions and Answers on Implementing Regulation (EU)
2025/1466: Amendment of Regulation (EU) No 520/2012 and
Conclusion of the Signal Detection in EudraVigilance Pilot by
MAHs
Marketing
authorisation Yes
holder's signal
m‘:ff::m Yes. 2. What is the impact of the deletion of Article 21 paragraph 2 of the
Implementing Regulation (EU) No 520/2012?
No With the deletion of Article 21, paragraph 2,, which took effect in August 2025, MAHs are no longer
—— ‘L“m‘ expected to submit validated signals to the EMA and NCAs via the standalone signal notification form.
Y taking into Signals detected through all sources, including the EudraVigilance database, should be handled
issue/signal in oo ot according to the marketing authorisation holder’s own signal management process, considering the
(completion = Day 0) guidance in GVP IX.B.
A Actions triggered by signal assessments should be performed using existing legal framework in the EU
as appropriate, taking into account the general obligations of the MAHs to keep their product
ves. ‘"‘:;::“' information up-to-date throughout the product’s lifecycle by variation applications and to present the
signal evaluation in the PSURs (see GVP Module VII) for the MAHs with obligation to submit PSURS.
No 1
Subamit standalone
Planned
nal notification,
> thin 30 days EURD List
Yes. MAH signal
etectiog Validated
‘Submit variation signals
Include in L T i )
‘within 3 months PSUR SCUI . httosi//www.ema.eurona.cu/e
e — n/events/20th-industv:
6 months (non-
important risks) Stakeholder-platform:
. - -
eharmacovigilance
C2-Internal

Nové pozadavky
RMP-PSUR, PASS

13


https://www.ema.europa.eu/en/events/20th-industry-stakeholder-platform-operation-european-union-eu-pharmacovigilance
https://www.ema.europa.eu/en/events/20th-industry-stakeholder-platform-operation-european-union-eu-pharmacovigilance
https://www.ema.europa.eu/en/events/20th-industry-stakeholder-platform-operation-european-union-eu-pharmacovigilance
https://www.ema.europa.eu/en/events/20th-industry-stakeholder-platform-operation-european-union-eu-pharmacovigilance
https://www.ema.europa.eu/en/events/20th-industry-stakeholder-platform-operation-european-union-eu-pharmacovigilance
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- Official Journal EN
of the European Union L series
7 4
Noveé pozadavky e
COMMISSION IMPLEMENTING REGULATION (EU) 2025/1466
of 22 July 2025
amending Implementing Regulation (EU) No 520/2012 on the performance of pharmacovigilance
activities provided for in Regulation (EC) No 726/2004 of the European Parliament and of the
Council and Directive 2001/83EC of the European Parliament and of the Council
(Text with EEA relevance) N
(9)  In order to clarify and strengthen the content of the periodic safety update report, that report should include updates Fully effective 12 Feb 2026
on the impl ion of risk minimisation measures. .
| aRMM Implementation in PSUR |
-~
(10) If national competent authorities, the Agency or the Commission have concerns about the safety of a medicinal \
product, they may oblige a marketing authorisation holder to initiate, manage and finance non-interventional post- . .
authorisation safety studies. In order for them to be transparent, the marketing authorisation holder should put such GVP Module _V” ADD I on RMM implementation
studies in the electronic post-authorisation study register maintained by the Agency. — updates in PSURs planned for Q2/2026
| PASS details in EMA RWD Catalogue |
T
(15) in Article 34, paragraph 3 is replaced by the following: GVP VIIl on PASS planned for
‘3. The periodic safety update report shall contain updates on the implementation of the risk minimisation Q2/2026
measures and the results of assessments of the effectivencss of risk minimisation activities relevant to the risk-benefit
assessment.’;
(16) in Article 36, paragraph 5 is added:
‘5. The marketing authorisation holder shall enter the study protocol, the abstract of the final study report and the
final study report in the electronic post-authorisation stuj Tegister maintained by the Agency. The marketing
authorisation )Eo der shall Submit electronically to the register the study protocol before the start of the data
collection and the abstract of the final study report within one month after the finalisation of the final study report.’;
(17) in part Il of Annex II ‘Format of the electronic periodic safety update reports’, point 16.5 is amended as follows:
‘16.5.  Implementation of risk minimisation measures and their effectiveness (if applicable)’;
(18) in Section 3 of Annex III ‘Format of the final study report’, point 5(f) is amended as follows:
“f)  any other important milestone of the study, including the date of the study’s registration in the electronic post-
authorisation study register maintained by the Agency.".
C2-Internal

EMA RWD katalog

 https://catalogues.ema.europa.eu/cat
* Obsahuje studie z pfedchoziho EU PAS Register®
* Pro PASS kategorie 1 a 2 povinné

* Pro PASS kategorie 3 doporucené
(highly recommended)

* Protokol studie
* Pred zahajenim sbéru dat

* Abstrakt/summary zavérecné zpravy
+ Do 1 mésice od finalizace zavére¢né zpravy
* Finalreport (zavérecna zprava) studie

* \Vcetné uvedeného data registrace studie vEMA RWD
katalogu

o EMA | rwD catalogues 2 g

Home

W Support

Catalogue of RWD studies

(The catalogue also includes the studies previously registered in the EU PAS Register®)

See all studies

Add a study to the HMA-EMA Catalogue.of real-world data
studies

You need to log in with your EU Login account to r r a study.

The Catalogue of RWD studies focuses on observational research, and its purpose is to:

« increase transparency;

« reduce publication bias;

« promote the exchange of information and facilitate collaboration among stakeholders (including academia, sponsors and regulatory bodies);
« ensure compliance with EU pharmacovigilance legislation requirements.
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EMA katalog RWD studii
. . .
Standardizovana struktura metadat How the RWD Catalogues connect data
* Rozsitené funkce vyhledavani I -
* Propojeni mezi datovymi zdroji a e— Py
zdznamy o studiich S o
* OteVFeny pFI’Stup Possibility to view i
L, ., information about data ! Nemr‘k(s)
* Dostupné dokumenty ze studii E e [ e instton tht aduciny
* Postupny narlist poétu zaznam(
\\‘ ~  Institutions that L /”NEtworks
C2-Internal

EMA RWD katalog

Data collected

Data source record
Temporal
Administrative
etai

. Acalabity of data on
~Finanda support preguancy Snd neonates

tormaton ‘ncalabity of
gemaicpamarker

Exposure.

“modica dovdes
Y recodres
iy faccors

Linkage to other data

speccatons

Study record

Administrative Details
Sty sotus
Other reistraion 103
Organjsation(z)responitle
R oy 4 o
nvesigetorts

Methodological
aspects

Study timelines
- Study country(es)
- Funding details
Regulatoy requirements
(€., EU RP category)

—
Data management Resources &
‘details Documentation

Data source(s) used

COM mapping/ETL Study results
epeancabens. Publcations
Data quaty speafications Other study
Data characterization documents

L

Mozna vyuziti:

* Identifikace vhodnych datovych zdrojd pro
pléanovani studie

Porovnani vice datovych zdroja

Analyza datového zdroje pouZitého ve studii
Vyuziti standardizovanych informaci
(metadat) ke zefektivnéni pfipravy
studijnich dokumentd

Funkce vyhledavani dle klicového slova nebo
s vyuzitim filtrQ, napf:
* RMP kategorie
*  (1;2;3; nonEU, N/A)
* Scope

* (assessment of RMM implementation or
effectiveness;...)

Risk management plan

Filter options category

Value +
Data source
Insttution ATC code
Network Select Value +
O study
Substance (INN)
Select Value I
Status
. Medicinal product name
Select Value +

Medical condition

Select Value +
Study type
Select value v Data source type
+
Non-interventional study
design
Select Value Special population group
Select Value +
Scope of the study
Select Value + Population age groups
Select Value +
Study topic
Select Value +
CDM Mapping
ect Value +
Study required by a regulator
Select Value + ceor [
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Nové pozadavky

Tehotné a kojici Zeny a jejich déti vystavené
ucinku in utero nebo prostfednictvim
materského mléka

» Addendum | to GVP Module XVI on risk minimisation measures (RMM)
for medicinal products with embryo-fetal risks (effective 29/08/2025)

» Product- or Population-Specific Considerations llI:
Pregnant and breastfeeding women and their children exposed in utero

or via breastmilk (09/02/2026)

C2-Internal

Add | GVP XVI

The patient target populations of the RMM may be:

« Females (or individuals) who have reproductive potential;

« Females (or individuals) who have or suspect to have become pregnant while using the medicinal
product;

« Males (or individuals) where seminal fluid may carry potentially harmful levels of the active
substance contained in the medicinal product or where the semen/germ cell may be harmed by the
product;

« Children/adolescents with a view to their future reproductive potential;

« Individuals who use the medicinal product and intend to donate blood, to deter their blood
donation to avoid a pregnant female receiving such blood donation;

« Parents of minor patients/carers of patients described above, as applicable.

This guidance mainly focusses on the female patient target populations, because embryo-fetal risks via

the male patient are rare (as far as evidenced to date). However, for this latter case, the guidance can

be used as applicable.

C2-Internal

“The overall guiding principle is that:

RMM for embryo-fetal risks should not
compromise addressing the medical needs of
a patient when there is no suitable alternative
treatment available.

Patients and healthcare professionals should
be adequately informed about the risks and the
actions for minimising the risks.”
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Add | GVP XVI
Opatfeni pro minimalizaci embryo-fetalnich rizik

—_
Kontraindikace; zvlastni upozornéni a opatfeni pro pouziti Adpofeno RMM nastroji \
¢ Rutinni

*Téhotné zeny; zeny s eni dlem; opatfenik ¢ Produktova informace (vyuZiti textu na

. . . krabicce, vizualizace), velikost baleni,
Risk counselling (poradenstvi o rizicich) preskrip&ni omezeni.

*Osobnirozhovor; pfed prvni preskripci * ZékaZ poskytovénl' bezplatnych VZOI’kCI
PFijimani opatfeni k zabranéni ot&hotnéni . Additional/d?d,ateéné_ ) )
*  Edukagni materialy pro zdravotniky a
«Pfed zahajenim terapie, v prib&hu (intervaly) pacienty
*  Program Prevence Poceti (PPP) -
otenské testov: souhrn/kombinace pfedeslych néstrojd
— v systém +/- kontrolni nastroje

Dohled nad lé¢bou zku§enym a/nebo specializovanym lékafem Komunikaci lze podpofit DHPC
Pravidelné vyhodnocovéni/revize
Zakaz darovani krve a spermatu/semene

<K I{ isujiciho lékafe;

« Vysazeni égiva Vyhodnocovani efektivity
E:l';”;f::’kyy Spontanni hlageni (Pregnancy FUQ)

« Prenatalni monitoring PASS (Pregnancy registries, DUS, survey)

C2-Internal

Population-Specific Considerations llI:
Pregnant and breastfeeding women and their children exposed in utero
or via breastmilk

» benefit-risk balance for female patients

» beneficial effects and particularly risks for the embryo, HM A ROPEAN M ES AGENCY
fetus, neonate, infant or child Headsof Mdicins Agecis FURQPEAN MEDICING AGENGY
» the benefits of breastfeeding and the risks of the medicinal 2renn 2026

product for the neonate, infant or child exposed through
breast milk.

Guideline on good pharmacovigilance practices (GVP)
Product- or Population-Specific Considerations III: Pregnant and

» the effects of the medicinal product on breast milk

production and breastfeeding |tSe|_f breastfeeding women and their children exposed in utero or via breastmilk
Drat inalised by the Agency in collaboration with Member States 27 November 2019
o . Yo v . . . Draft agreed by the EU Network Pharmacovigilance Oversight Group (EU-POG) | 29 November 2019
Limitované mnoZzstvi dat pred registraci (obvykle non-clinical), vt et 1y et e 4 December 2019
duraz na poregistraéni zkusenost/data Release for public consultation 6 December 2019
End of consultation 28 February 2020
Cilem dodat zdravotnikiim a pacientfjm dostatek dat k pod pofe Revised draft agreed by the Agency’s Pharmacovigilance Risk Assessment 5 January 2026
v terapeu tickych rozhodnutich Commite (PRAC)an nled by th Agencyincllsoraon wih Hember
L. . . Revised draft agreed by the Co-ordination Group for Mutual Recognition and 26 January 2026
Paternal exposure to medicinal products is out of scope of this Decentraised rocedures - human (CHDH)
. Revised agreed by the Head of Human Medicines Division as final under 2 February 2026
guidance delegated authority by the Exective Director
Date for coming into effect 9 February 2026
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Population-Specific Considerations llI

* Pdsobeni LP v rGznych fazi gestaéniho stafi
* Vlyjasnéniterminologie
* Pouziti v téhotenstvi a pfi kojeni+/- jako soucast safety concern v RMP
* +/-dostupna data, indikace, znamé/potencialni riziko
* Potfeba systematického sbéru dat (PASS, registr) nutno zvazit u LP:
Onemocnéni/stavy v téhotenstvi vyzadujici l€Ebu (riziko neléEby) — astma, diabetes, epilepsie,..
Symptomy bézné [éEené béhem téhotenstvi (zacpa, alergie, horecka, bolest...)
Podobnost (strukturalni, mechanismus G¢inku) s lé¢ivem s pfedpokladdanym embryo-fetdlnim rizikem/toxicitou)
Léciva — nova tfida, novy mechanismus G&inku
* ICSR, Strukturovany Pregnancy Follow-up dotaznik (standardni vs specificky)
* Follow-up v pribéhu téhotenstvi, po narozeni, 3m, 12m
* Specificky pregnancy/brestfeeding FUQ — RMP Annex IV
* PASS
» Farmakokinetické (rozdily FK u téhotnych Zen; prostup do mléka/kumulace)
* Epidemiologické (DUS; drug safety studies; evaluation of effectiveness of RMM)
» Dalsi zdroje dat (EU/International)
* EV algoritmus (signal detection)

* Nové pozadavky na strukturu PSUR

C2-Internal

Deékuiji

Efektivm’komunikace

Cilem risk managementu je, aby -

* spravny lékaF pfedepsal Spoluprdce MAH - autorita
e spravny lécivy pfipravek, ktery bude

e spravné vydany

* spravnému a compliantnimu pacientovi
* ve spravné davce a

* spravném case....

—HCP - pacient

C2-Internal
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ma.europg.cu/en/human-regulator horisation/oharmac: /go0d-phar lance:practice:
Module V - Risk Management Systems (Rev. 2) - planned for revision (Q2/2026 for public consultation)
. NNios/jevw, oo 0uropa, ou/en/documentscientifc-suideling/suideline:200d-oharmacovilance-practices module v sk aNaEOmENL SySIom 102 on,
+  Effective date 31/3/2017
Module XV - Safety Communication (Rev. 1) - planned for revision (Q4/2026)
. T —— gudoline/eudoling-00s piaciicos module rvisaiel g
Effective date 13/10/2017
Module XVI - Risk Minimisation Measures (Rev. 3)
hitosy/www.ema.europa regulatory-procedural il Jul K- mini 3 en.pdf
Effective date 06/08/2024
Module XVI A I - Risk minimisati for icinal pi with embryo-fetal risks
Litoss a.cuons culer/docuonis/sioninc:euideline/auidaline coog aaciices 2v0:modulor i 94 sk nuionisaiion wegsures modicinal ioducts v olal sk cn ol
+  Effective date 29/08/2025
Module XVI Addendum Il - Methods for i i of risk
. 10,0100, duraloideline/evidel " Ul ddend, hods-eval o nodf
+  Effective 06/08/2024
Guidance on the format of the RMP in the EU - in integrated format (Rev. 2) - planned for revision
© b w.ema.eurona.cu/en/documents/reg v-procedural line/guidance-formatrigk-management-plan-rmp-eu-integrated:for 201 en.pdf
+  Effective 31/3/2017; PDF, Word; Rev. 2.0.1. 31/10/2018
Annex Il - Templates:
+  Direct i c ication (DHPC) (Rev.1) - Effective 13/10/2017
+  Communication Plan for DHPG - Effective 13/10/2017
Dalsi doporuéeni:
. i on good i practices (GVP): Product- or population-specific considerations Ill: Pregnant and breastfeeding women and their children exposed in utero or via breastmilk: Effective 09/02/2026
Lttos/www.ema europa.eu/en/, 1s/sciontif quide Jpharm act oduct-or-populg £ nantbr potheir-childs g
+  Guideline on specific adverse reaction follow-up questionnaires: Effective 01/02/2025
bitosy/www.ema.europa.ol is/sciontif -specific-agverse:r: follow fic:ar:fug enpdf:0
+  Good practice guide on risk i and p of medi errors; Effective 27/11/2015
bitosy//www.ema.europa.ou/en/ ts/regulatorv-procedural act de-risk-minimisa J-prevent Lors en.pdf
C2-Internal

Seznam zkratek

DHPC Direct Healthcare Professional Communication /Informacni dopis pro zdravotnické pracovniky
DUs Drug Utilisation Study

EM Edukaéni materialy

EMA European Medicines Agency / Evropska lékova agentura

EU European Union / Evropska Unie

GVP Guideline on good pharmacovigilance practices

MA Marketing Authorisation

MAH Marketing Authorisation Holder / DrZitel rozhodnuti o registraci

NU Nezédouci Giginek

LP Lécivy pripravek

PASS Post-authorisation Safety Study /Poregistracni studie bezpecnosti

PL Package Leaflet / Pribalova informace pro pacienta

PV Pharmacovigilance / Farmakovigilance

QPPV Qualified Person Responsible for Pharmacovigilance / Kvalifikovana osoba za farmakovigilanci
RMM Opatieni ke snizeni rizika

RMP Risk Management Plan / Plan fizeni rizik

RMS Risk Management System / Systém fizeni rizik

SPC Summary of Product Characteristics / Souhrn tidajd o pfipravku
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https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/good-pharmacovigilance-practices
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-module-v-risk-management-systems-rev-2_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-module-xv-safety-communication-rev-1_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-risk-minimisation-measures-rev-3_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-addendum-i-risk-minimisation-measures-medicinal-products-embryo-fetal-risks_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-addendum-ii-methods-evaluating-effectiveness-risk-minimisation-measures_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-format-risk-management-plan-rmp-eu-integrated-format-rev-201_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-product-or-population-specific-considerations-iii-pregnant-breastfeeding-women-their-children-exposed-utero-or-breastmilk_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-product-or-population-specific-considerations-iii-pregnant-breastfeeding-women-their-children-exposed-utero-or-breastmilk_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-specific-adverse-reaction-follow-questionnaires-specific-ar-fuq_en.pdf-0
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-risk-minimisation-and-prevention-medication-errors_en.pdf

