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Standalone Signal Notification for 
<Active substance/INN – BRANDNAME (therapeutic class) and adverse reaction (MedDRA term)>
	General guidance
This form should only be used by marketing authorisation holders to notify signals detected in the EudraVigilance database for which they conclude after validation and assessment, that further analysis by the EU regulatory authorities is required. 

For a pilot period starting on 22 February 2018, this form should only be used for signals concerning active substances and combinations included in the ‘List of active substances involved in the pilot on signal detection in EudraVigilance by MAHs’.

The requirements outlined in the Good Pharmacovigilance Practices (GVP) Module IX on Signal Management (Revision 1) must be followed when completing the form. 
Standalone signal notifications should not be used for:

- non-validated or refuted signals,

- signals not detected from the monitoring of EudraVigilance data, 

- signals to be included within PSURs or variation applications provided that the conditions outlined in section IX.C.4. of the module are met,

- signals meeting the definition of an emerging safety issue (unless a standalone signal notification is requested by the regulatory authorities).

Once completed, please send the form (in Microsoft Word 2010 format) and any attachments in a single e-mail to the Agency (MAH-EV-signals@ema.europa.eu) and to the competent authorities in Member States where the medicinal product is authorised (see national contact points on the Agency’s Signal Management webpage). Please use as e-mail message subject the following format: EV signal from <MAH> on <active substance> and <adverse reaction>.
All the sections should be completed with the information requested or a justification should be provided. Sections should not be left blank.


1. ADMINISTRATIVE INFORMATION

	Date of this notification
	DD month YYYY

	Active substance(s) (invented name(s)) 
	<Text>

	Pharmaceutical form(s)/Route(s) of administration / Strength(s)
	<Text> 

	Marketing authorisation holder(s)
	<Name(s)>

	QPPV
	<Name(s) and contact details>

	MAH contact person for the signal
	<Name(s) and contact details>

	Authorisation procedure and number [Tick the appropriate box(es) below and complete as appropriate.]

	
	Centralised: <EMEA/H/C/…>

	
	Mutual recognition or decentralised: <XX/H/…>

	
	National: <marketing authorisation number(s)>

	Member State(s) in which the MAH holds a marketing authorisation for the medicinal product(s) [Tick the appropriate box(es) below.] 
<Only applicable for non-centrally authorised products>


	 AT
	 BE
	 BG
	 CY
	 CZ
	 DE
	 DK
	 EE

	 ES
	 FI
	 FR
	 GR
	 HR
	 HU
	 IE
	 IS

	 IT
	 LI
	 LT
	 LU
	 LV
	 MT
	 NL
	 NO

	 PL
	 PT
	 RO
	 SE
	 SI
	 SK
	 UK*
	


	Marketing authorisation legal basis [Tick the appropriate box(es) below.]
<As outlined in Directive No 2001/83/EC>

	
	Article 8(3) - Full application

	
	Article 10(1) - Generic application 

	
	Article 10(3) - Hybrid application

	
	Article 10(4) - Similar biological application

	
	Article 10a - Well-established use application

	
	Article 10b - Fixed combination application

	
	Article 10c - Informed consent application

	
	Other – Please specify: <Text>

	Next PSUR submission date [if PSURs are required for the medicinal product]
	<DD month YYYY>
 PSUR not required.


* As of 1 February 2020, the UK is no longer an EU Member State. However, EU law still applies to the UK during the transition period.
2. SIGNAL DESCRIPTION
2.1. Highlights
Clinical relevance: <Text>
<Please briefly summarise how seriousness criteria were met in the cases, e.g. fatal, life-threatening, hospitalisation etc. See GVP Module VI.A.1.6.>
Relevant statistical measures: <Text>
<Please provide the relevant ROR values (in particular the lower bound of the 95% confidence interval) from EudraVigilance, as well as any other relevant statistical measures if applicable.>
Patient exposure: <Text> 

<Please provide the most recent estimate of the population cumulatively exposed to the medicinal product in the post-authorisation setting and in clinical trials if applicable. Methods used to calculate the exposure do not need to be included>.
Previous awareness: <Text> 

<Please provide information on any regulatory actions or previous assessments, performed at national, EU or non-EU level in relation to the signal. Please ensure, wherever possible, that the signal is not already addressed in other EU SPCs for the active substance, or considered by EMA/PRAC.>
Additional sources other than EudraVigilance:
	 Literature

 Clinical trials
	 MAH database
 Other [please specify below]


2.2. Background 
<Text here.>
<This section should include a concise summary of the relevant information on the product(s)/ active substance (including therapeutic indication(s)), and on the adverse reaction(s) (e.g. morbidity, epidemiology, case definition, etc.)>
2.3. Signal validation and further assessment
2.3.1. Evidence from EudraVigilance
	Date of the query: <DD month YYYY>  
	Monitoring periodicity: <Text here.>


<Text here.>
<This section should include a summary of evidence from EudraVigilance, highlighting the strength of evidence, clinical relevance and a summary of the supportive cases. MedDRA terms used, number of cases, positive de-challenge or re-challenge, seriousness, dose-reaction relationship, biological and temporal plausibility, causality assessment, clinical context (e.g. drug interactions, specific population, risk factors) and quality of documentation should be provided.>
2.3.2. Evidence from other sources
<Text here.>
<This section should include a summary of all additional evidence, e.g. from the MAH database, scientific literature, clinical trials…> 
3. CONCLUSION
<Text here.>
<This section should include a brief statement highlighting why further analysis by the EU regulatory authorities is warranted and proposed actions>. 
4. ANNEXES
<Text here.>
<List of literature references, if applicable>

<List of attachments, if applicable>
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