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Pharmacovigilance assessment information sharing

	Template for pharmacovigilance assessment information sharing

<This template is intended for assessors to share specific product and/or pharmacovigilance system issues detected during an assessment of a marketing authorisation application or any other pharmacovigilance assessment in the product life cycle. Please provide as complete information as possible.>

	Procedure reference number (if applicable):
	No of pages: 

No of attachments: 
	Date: dd/mm/yyyy

	FROM: (Member State/Agency)



	NAME AND CONTACT DETAILS OF REPORTER:



	TO:
(obligatory)
   EMA INSPECTIONS OFFICE (ema-h-phviwg@eudra.org)
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(optional)
 Supervisory authority and/or national inspectorates: <please specify, if suggested> (forwarded by EMA)

	PLEASE SUMMARISE ACTION ALREADY TAKEN: 

RECOMMENDED ACTION: <multiple can apply>
  For information only <if no action is required and information is shared mostly for awareness>
  To request additional information <if additional information from inspectors is sought>
  For discussion (please select): PhV IWG/PRAC <if discussion and input from one or several forums is sought>
  For assessment to consider inspection action <if the issue is deemed by the reporter to possibly merit an inspection and thus is suggested to be considered by the inspectors>
  For use at the next inspection <if no action or additional assessment is required at present and the information is shared to support future inspections>
  PRAC recommendation requires follow-up (action required by, if applicable :< dd/mm/yyyy>) <if the issue is related to any PRAC assessment /recommendation and additional information from the inspectors is sought to conclude PRAC recommendation or the PRAC has adopted a recommendation including a follow-up action to be considered by the inspectors; please specify the date by which action is required and type of action or required information in the subsequent sections below>
  Other, please specify: <if none of the options above apply or there is a need for additional recommended actions>


	The issue could affect other Member State(s):
 YES

 NO

	PRODUCT/MAH/PHV SYSTEM: <please populate if known and applicable>
Trade name(s), INN:

Indication:
Marketing-authorisation holder(s):
Procedure(s) of marketing authorisation (please select): CAP / MRP / DCP / national 
If known:
PhV System reference number / PSMFL code:

CRO/3rd party:

Other relevant information:



	SUMMARY OF CONCERNS: <please provide explanation on the issues and the purpose of sharing this information; attach any relevant documents, if applicable>


	ACTION / INFORMATION REQUESTED FROM INSPECTORS: (if applicable) <please describe in detail what type of action or information is sought from the inspectors and indicate if there is an ongoing assessment procedure and by when the information needs to be provided/procedure timetable>
  Indicate if there is ongoing assessment procedure and specify if action is required, by <dd/mm/yyyy>


	LIST OF DOCUMENTS ATTACHED: <i.e. assessment report, PRAC recommendation> 



	

	Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
	An agency of the European Union  
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	Address for visits and deliveries  Refer to www.ema.europa.eu/how-to-find-us 
Send us a question  Go to www.ema.europa.eu/contact 
Telephone +31 (0)88 781 6000
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