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30 January 2002

Dear M. Brunet,

I am writing both on behalf of Social Audit Ltd and Health Action International Europe (HAI) to ask if you could please help to clarify our understanding of proposed revisions to Article 88, amending Directive 2001/83/EC on the Community code relating to medicinal products for human use. We would be very grateful for your comments on the following points, where possible confusion may arise:

1. A report in SCRIP [No 2712, 16 January 2002, 3] identified a fundamental inconsistency between the English-language version of the Explanatory Memorandum [2001/0253 (COD)] and the versions published in all other Community language. The English-language version states, “ It is proposed that there should be public advertising of three classes of medicinal products” whereas, in all other languages, reference is made to what would translate as ‘information’ rather than ‘advertising’. There is also inconsistency between what is stated in the English-language version of the Explanatory Memorandum (‘advertising’) and the wording of Article 88 (‘information’) in the proposed Directive itself. What exactly is being proposed?

2. At the January 10th meeting on Providing Prescription Medicines Information to Consumers, organised by HAI Europe and the European Public Health Association (EPHA), the speaker from the Netherlands Department of Health (a lawyer) remarked that it would not be necessary to make any change to the existing law to permit any party (including commercial interests) to provide patients with quality information – further explaining that the proposals to change the existing law suggested that the Commission was indeed intending
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to allow ‘advertising’ in some form, at least for the three identified categories of illness. At the same meeting, a representative of DG Enterprise, Mr. Nils Behrndt, suggested that the Commission’s proposal was simply to allow the provision of “information of a non-promotional nature”. If this were the case, why should it be necessary to change the law?

3. The proposed revision of Article 88 emphasises that the dissemination of information (of a promotional nature or not) was envisaged as a response to the needs and expectations of patient groups. The same point has been repeatedly emphasised by other Commission representatives, including Commissioner Liikanen himself. At the Press Conference (18th July 2001) announcing the Pharmaceutical Review, the Commissioner also stated “I want to say that this change has been done very much due to the repetitive demands of patient’ organisations”. We have been unable to find evidence to support this contention, and such evidence as we have appears to contradict it. There is no evidence of such demand in the responses to the G10 consultation and, when I put the point directly to Mr. Behrndt at the HAI/EPHA meeting he said he was unable to confirm any such request had been received in writing from any patient group, adding that it was the Commission “presumption” that such demand existed. Naturally, this suggests the possibility of misrepresentation or misunderstanding, reinforcing the view that the Commission’s proposals have been formulated very largely in response to commercial imperatives and the interests of the international pharmaceutical industry.

4. For reasons explained in the Social Audit/HAI briefing paper we sent you, it seems to us both inconceivable and illogical to propose that information supposedly of value to consumers should be available only to those patients in the three specified categories of illness (asthma, diabetes and AIDS). One of the speakers at the HAI/EPHA conference, a representative of HIV positive patients, further highlighted the limitations of this proposal. He pointed out that someone with AIDS would be likely to be suffering from other illnesses but, under the Commission’s proposals, would be able to get information only about the primary illness. We note also that the Commission’s Director of Public Health, Dr. Fernand Sauer, has expressed the view that the Commission’s proposal to limit access to information in the three specified areas seems quite unrealistic – the inference being that, depending on its value and provenance, such information should be available to none or all. This of course raises concerns that the DG Enterprise proposal to conduct a limited experiment is entirely unrealistic and will turn out to be no such thing.
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You will appreciate there is some urgency to our request for your comments and clarifications, as we are publishing regular briefings on this topic, responding to frequent enquiries from the press and media, and meeting with representatives of the European Parliament and others involved in and concerned about this decision-making. We would appreciate your comments to help clarify the position and look forward to hearing from you. Thank you for your consideration.

Yours sincerely,

Charles Medawar

Director 
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