	COMM(2008) 663 is a proposal for a Directive of the European Parliament and of the Council “amending, as regards information to the general public on medicinal products subject to medical prescription, Directive 2001/83/EC on the Community code relating to medicinal products for human use.”[footnoteRef:1] The proposal seeks to harmonize rules on the provision of information on medical products that are subject to prescription. The current legislation on this issue prohibited advertisements for prescription drugs to the general public, but it did not provide any detailed provisions on what information can be shared about these products. The legislation inadvertently allowed Member States to develop their own such provisions as long as they complied with the restrictions on advertising in the existing Directive. Further, the boundaries between information and advertising “are not interpreted consistently across the Community.”[footnoteRef:2]  [1:  European Commission, COM (2008) 663: Proposal for a Directive of the European Parliament and of the Council amending, as regards information to the general public on medicinal products subject to medical prescription, Directive 2001/83/EC on the Community code relating to medicinal products for human use.” 10 December 2008. < http://www.europarl.europa.eu/registre/docs_autres_institutions/commission_europeenne/com/2008/0663/COM_COM(2008)0663_EN.pdf>.]  [2:  European Commission, “Summary for Legislative Proposal: COMM(2008)0663.” 10 December 2008. 
<http://www.europarl.europa.eu/oeil/popups/summary.do?id=1061193&t=d&l=en>.] 

	The amendments to the current Directive seek to encourage accurate information flow about prescription drugs to the public while maintaining a prohibition on direct advertising to consumers. Specifically, the proposal seeks to:
· Clarify that the provision of information on prescription drugs directly from marketing authorization holders is allowed and unhindered by the prohibition on advertising.
· Establish harmonized conditions on the content of information provision.
· Determine the authorized channels of information provision.
· Oblige that Member States establish a monitoring system to ensure compliance with the aforementioned provisions. 
· Establish specific monitoring rules for information disseminated through websites.[footnoteRef:3] [3:  Ibid] 

The Commission invited stakeholders to express their opinions on the proposed amendments and legislation on this issue more broadly. The arguments presented can best be divided into six clusters. The clusters were overwhelming coded “5” for a public health frame of argument.
	Cluster one is a general discussion of the relationship between more accessible information on medication and positive health outcomes. This cluster retains its substantive coherence across all seven combinations of clusters and is evident in the list of the top ten most frequently used words, with “information” and “public” coming in at numbers one and two. Most of the documents argued in support of either greater access to information or greater cross-border standardization of which information is provided. Most of the justifications used were in the interest of public health, but some expressed concern for the environmental impact of medicines and thus wanted this information to be included.
	Cluster two features a debate over the utility of the consultation’s distinction between “promotional” and “nonpromotional” information. Specifically, certain actors are concerned that pharmaceutical companies will be able to manipulate the vague definition to suit their interests. On the other side, stakeholders argue that private companies cannot afford to be burdened with such stringent regulations and are wary of mass bureaucratic oversight. Many wish to see a more specific definition of “information” in the interest of consumer protection. Appropriately, the top ten words for this cluster include “medicines,” “advertising,” and “distinction.” 
	Cluster three is centered on a more general discussion of the conflict of interest between pharmaceutical companies and the public. While some of the documents in this cluster do reference the problem of definitions and deception, most documents consider the conflict of interests to be prohibitive even without the definition issue. The terms “pharmaceutical,” “quality,” and “public” are featured among the top ten words.
	Cluster four documents stress the issue of bureaucratic oversight of information provided by pharmaceutical companies as well as the issue of selecting an appropriate regulatory body. This debate incorporates arguments for pharmaceutical self-regulation, EU-level oversight, and national oversight. Many of the documents argue in favor of oversight on the basis that pharmaceutical interests are directly at odds with those of the public and thus cannot be trusted to provide reliable information. The top ten words for this cluster included “industry,” “pharmaceutical,” and “quality.” 
	Cluster five is primarily a discussion on which media and institutional venues are optimal for disseminating relevant medical information to the public. It frequently included words such as “health,” “advertising,” and “public.” Many of these stakeholders cited the Internet as a practical and unbiased medium for information dissemination. Television and radio are also discussed.
	Finally, the documents in cluster six concern the adaptations required of national healthcare systems and regulatory bodies as standardization is implemented. This cluster is similar to cluster four in that they both deal with national-level institutions. However, cluster six primarily focuses on non-regulatory actors such as national healthcare providers. The word “member” is among the top ten words in this cluster, reflecting the discussion of Member State health systems.
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