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Inspections and Human Medicines Pharmacovigilance Division
Monitoring of medical literature and the entry of relevant information into the EudraVigilance database (MLM) by the European Medicines Agency
Feedback form on the outcome of MLM activities
This form has been designed to obtain feedback during the Start-up Phase on the MLM activities by the Agency in line with Article 27 of Regulation (EC) 726/2004.
    
As regards the search and screening results, focus is put on:

a. Literature references identified by stakeholders as part of the journals and literature covered by the Agency’s activities, which might have been missed and are not reflected in the MLM Search Results
b. Outcome of the MLM review and screening results differ from the results of marketing authorisations holders’  own assessments
c. ICSRs – confirmed by MAH but missing in MLM ICSR spreadsheet 
d. Comments on MLM ICSRs entered in EudraVigilance 
Pharmaceutical companies are invited to provide feedback for any substance included in the 50 substance groups included in the start up phase. For companies, who wish to focus their review on a subset of substance groups, the following ones are proposed:
· Paracetamol

· Hydrochlorothiazide

· Panatoprazole

·  Montelukast

·  Hydrocortisone

Templates 

	Literature references potentially missing in  the MLM Search Results spreadsheets
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	Difference in outcome of the MLM review and screening results


	Date Range of Search
	Date of Search
	Substance Group
	Article
	Journal
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	Confirmed ICSR potentially missing in MLM ICSR spreadsheet



	Date Range of Search
	Date of Search
	Substance Group
	Article
	Journal
	MAH comments

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


	Comments on ICSRs entered in EudraVigilance 



	World-wide unique case identifier
	Substance Group 
	Article
	Journal
	Area related to the comment:

· Product

· Event

· Reaction

· Coding

· Other
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	Telephone

+44 (0)20 3660 6000
Facsimile

+44 (0)20 3660 5525
Send a question via our website www.ema.europa.eu/contact
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