Appendix 3 - Procedure for reporting of pharmacovigilance inspections requested by the CVMP

	Template for collecting information on Pharmacovigilance issues for the attention of the inspectors/assessors

	Reference number:
	No of pages: 

No of attachments: 
	Date: dd/mm/yy

	From: (Member State/Agency)



	TO:
(obligatory)

   EMA COMPLIANCE AND INSPECTIONS SECTOR (gcp@ema.europa.eu)


(optional)

   PhV INSPECTORS (forwarded by the EMA)


   PhV WP (LIST-V-PHARMACOVIGILANCE@EUDRA.ORG)


   RAPPORTEUR(s) (email)


   CORAPPORTEUR(s) (email)


   CMD(v) (LIST-V-CMD@EUDRA.ORG)


   OTHER, please specify: 



	PRODUCT/TRIAL/MAH:

Trade name(s):

INN: 

Indication:

Procedure(s) of marketing authorisation (please select): CAP / MRP / DCP / national 
Clinical trial title/number:

Post-marketing experience:

Other:

Marketing Authorisation Holder(s):

Sponsor of the clinical study:

CRO/3rd party:

Other, please specify:



	RECOMMENDED ACTION AND/OR ACTION ALREADY TAKEN:

   For information and/or discussion 

   For use at the next inspection

   Triggered inspection should be scheduled 

   Other, please specify:



	INFORMATION: (explain the issues and observations)


	REASONS FOR REPORTING THIS INFORMATION:  (summarise relevant evidence for concern and impact on other areas, NCAs, etc.; please also provide in this section guidance on whether an inspection at local level is recommended and if this is the case please specify the points to be checked at the local inspection)



	SOURCE OF INFORMATION: (please select)
   Preclinical data

   Authorisation assessment (pre- / post-)
   Inspection outcome/report

   MAH’s communication with NCA/EMA

   PSUR(s)

   Post-authorisation safety data/safety signals

   NCA, specify…………..
   Other, specify……………..

	

	ADDITIONAL INFORMATION: (if applicable)


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

 NO

	INFORMATION REQUESTED: (if applicable)


	NAME AND CONTACT DETAILS OF REPORTER:
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