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EPHA positions supported/rejected in the proposal for a Directive amending, as regards pharmacovigilance, Directive 2001/83/EC and Regulation (EC) No. 726/2004 on the Community code relating to medicinal products for human use. 

[Position generally adopted, position generally rejected, unclear/weak provisions]

	EPHA position
	Position of the amended text

	More stringent requirements for safer market authorisation studies
	MEPs expressed concern during the discussion of amendments about the added-value of newly marketed drugs, but no provisions were included to address this issue. 

	
	

	Enhanced communication with the public and patients
	Compromise amendment 3  allows for public information campaigns, and for the involvement of patients' and consumer organisations in developing these campaigns and related information. 

	
	

	Improve public information leaflets
	Compromise amendments 1a and 1b call for a review of the SPC and PIL within 18 months of the directive's implementation, to address the variety of problems associated with the readability, layout and content of these documents. 

	
	

	Introduce a symbol to indicate new medicines under surveillance
	Compromise amendments 2a, 2b and 2c provide for the universal use of a black symbol (to be designed/decided by the Commission) to denote medicines under monitoring or surveillance. In terms of intensively monitored products, the compromise amendments change the formulation to products under “additional safety monitoring”. 

	
	

	Emphasise the professional obligation of health professionals to report across the EU
	Whilst compromise amendment 3 calls on states to take “all appropriate measures to encourage patients, doctors, pharmacists and other healthcare professionals” to report ADRs, there is no specific mention anywhere of healthcare professionals' obligation to do so. 

	
	

	Encourage direct reporting of ADRs by patients and healthcare professionals
	This is clearly outlined in compromise amendment 3, see above. The text also encourages a “no blame” legal culture for those reporting ADRs, and measures to ensure a variety of methods for doing so, not just the internet. 

	
	

	Improve Europe-wide collection of high-quality adverse event reports
	The text calls for administration of ADRs through the PRAC Committee and the recording of all data in the Eudravigilance database.

	
	

	Opt for rigorous pre-authorisation studies in place of post-authorisation risk management systems
	There is very little mention of more rigorous pre-authorisation studies, though compromise amendment 2c does note that stronger pharmacovigilance must not lead to “the premature granting of market authorisations”. The document focuses more on creating stronger sanctions for those not completing post-authorisation studies, so if anything, puts more emphasis on these rather than less. 

	
	

	Improve transparency
	The web-portal is to be used to provide a transparent, non-promotional source of information, but there is no push to allow universal access to the Eudravigilance database – the majority of its contents shall remain private for commercial confidentiality reasons. The Committee report does, however, provide for much more transparency within the web-portal than the Commission text. 

	
	

	Provide authorities with the means to act independently from industry
	Compromise amendment 6 attempts to ensure the independence of the EMA with regards to fees.

	
	

	Reinforce the public expertise of the national and regional pharmacovigilance centres
	The Committee rejected amendments seeking mandatory audits of member states' pharmacovigilance systems, but increased the power of the Pharmacovigilance Risk Assessment Committee (PRAC) as the EU body responsible for pharmacovigilance. The text envisages communication and advisory dialogue between bodies, but there is no concrete mention of strengthening national expertise. 

	
	

	Stimulate additional longer-term research on specific medicines
	There is no mention of stimulating longer term medicines research. 

	
	

	Encourage twinning of knowledge transfer in pharmacovigilance between countries
	The overarching idea of the Eudravigilance database is to facilitate the sharing of information between member states, and the text mentions this exchange of knowledge throughout.


Links to documents

· Directive 2001/83/EC: http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-1/dir_2001_83_cons/dir2001_83_cons_en.pdf 

· Proposal for a Directive amending, as regards pharmacovigilance, Directive 2001/83/EC on the Community code relating to medicinal products for human use: http://eur-lex.europa.eu/smartapi/cgi/sga_doc?smartapi!celexplus!prod!DocNumber&lg=EN&type_doc=COMfinal&an_doc=2008&nu_doc=0665
· Proposal for a Regulation amending, as regards pharmacovigilance, Regulation (EC) No. 726/2004 on the Community code relating to medicinal products for human use: http://eur-lex.europa.eu/smartapi/cgi/sga_doc?smartapi!celexplus!prod!DocNumber&lg=EN&type_doc=COMfinal&an_doc=2008&nu_doc=0664 

· Report by the ENVI Committee 10 May 2010: 

