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Pienakumi signhalu uzraudziba*

« Uz aktivo vielu ir attiecinams izmé&ginajuma periods (Pilot period):
s Siem RAI signali pastavigi jauzrauga (jamonitore) datu baze EudraVigilance.
- Uz aktivo vielu nav attiecinams izmé&ginajuma periods:

sy Siem RAI ir pieejami EudraVigilance dati, un RAI var integrét $os datus savos
signalparvaldibas procesos. Tomeér izméginajuma perioda (Pilot period) laika nav pienakuma pastavigi
monitorét EudraVigilance datus.

Saistosie dokumenti:

GVP Module IX - Signal management: https://www.ema.europa.eu/en/human-reqgulatory/post-authorisation/pharmacovigilance/good-
pharmacovigilance-practices

Questions & answers on signal management: https://www.ema.europa.eu/system/files/documents/other/q-signal-management en.pdf

* https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/signal-management
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Izmeginajuma periods (Pilot period)

« Attiecas uz aktivam vielam, kas ieklautas List of active substances involved in the pilot on
signal detection in EudraVigilance by marketing authorisation holders. *

. So aktivo vielu RAI pastavigi jamonitoré FudraVigilance, lai konstatétu signalus;

« Sakas 2018.gada 22.februari, pagarinats lidz 2024.gada beigam.

*https://www.ema.europa.eu/system/files/documents/other/pilot list published version en.
xls
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Uz aktivo vielu Ir attiecinams
izmeginajuma periods (Pilot period)

mmmmmm) Ja konstatéts signals, ta validéSanas zinojums japapildina ar visu pieejamo datu

vertejumu (Further assessment): dati no pasa RAI datubazes, klinisko pétijumu un
zinatniskas literaturas dat.i.

Signala iespéjama virziba (Questions & answers on signal management -> What are the
responsibilities of MAHSs in terms of signal management?):
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Figure 1 - Handling of signals detected by MAHs in EudravVvigilance



Atseviska signala pazinosana (Stand
alone signal notification) EEars

30 days

- Registracijas ipasniekiem 30 dienu laika jainforme par validetiem signaliem:

- EMA;

- Nacionalas zalu agentiras, kuras konkrétas zales redistrétas.

- Informeésanai jaizmanto:

- Standalone Signal Notification form (Atseviska signala pazipnojuma standarforma)
https://www.ema.europa.eu/system/files/documents/template-form/wc500241030 en.doc

« Standalone Signal Notification form janosuta uz sadam adresem:

- EMA: MAH-EV-sighals@ema.europa.eu

- National contact points for standalone signal notifications

https://www.ema.europa.eu/system/files/documents/other/national contact points for stan
dalone signal notifications en.xlsx
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Uz aktivo vielu nav attiecinams
izmeginajuma periods vai signals ir no
citiem datu avotiem (I)

) Sje signali japarvalda atbilstosi RAI iek$&jiem signalu parvaldibas procesiem saskana ar
GVP module IX:

Figure IX.1 — Possible decisions during the signal evaluation process
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smmmmmm) Signala validésanas zinojums vienmeér japapildina ar datu vértéjumu no RAI datubazes
datiem no zinatniskas literatiras, kliniskiem pétijumiem, nekliniskiem pétijumiem, biologisko
mehanismu (Further assessment considering all available data). Gadijumu céloniska sakara
vértéjums javeic atbilstosi PVO - UMC standartizétiem c€loniska sakara vértéSanas kritérijiem.



Uz aktivo vielu nav attiecinams
izmeginajuma periods vai signals ir no
citiem datu avotiem (1II)

) J3 signala vértéSanas rezultata tiek konstatéts, ka, balstoties uz jauniem
farmakovigilances datiem, nepiecieSams atjauninat zalu dokumentaciju, jaiesniedz II tipa C.I.4
izmainas, https://www.hma.eu/human-medicines/cmdh/templates/variations.html



https://www.hma.eu/human-medicines/cmdh/templates/variations.html

Emerging safety issue - Draudiga droSuma probléma

Drosuma probléma, kas registracijas apliecibas ipasnieka ieskata steidzami jaapskata
kompetentajai iestadei, jo ST probléma, iespéjams, varétu butiski ietekmét zalu riska un guvuma
saméru un/vai pacientu vai sabiedribas veselibu un radit nepiecieSamibu nekavéjoties veikt
regulativas darbibas un sazinaties ar pacientiem un veselibas aprupes specialistiem.

Péc iespejas atrak (bet ne velak ka 3 darba dienu laika péc tam, kad validets signals vai cits
droSuma jautajums péc definicijas atzits par draudigu droSuma problému) japazino rakstveida to
valstu zalu adgentiram, kuras zales registrétas, un EMA P-PV-emerging-safety-
issue@ema.europa.eu
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