


Drug Promotion





Medical journal apologises about conflict of interest


An internal inquiry regarding violations of financial conflict of interest policy in the prestigious New England Journal of Medicine identified 19 violations since January 1997. The violations occurred in the journal’s “Drug Therapy” column, which reviews the latest drug therapies for a variety of illnesses. All of the violations involved the selection of doctors asked to review new drug treatments for the feature. The journal admitted that it had allowed doctors with financial ties to the drug makers involved to write the articles, although these writers should have been disqualified.





Dr. Marcia Angell, editor-in-chief of the journal, conceded to carelessness but explained that authors who had personally received significant research funding had been disqualified. However, authors whose institutions received grants or authors who served as consultants to drug companies had been overlooked. 





Angell apologised for the lapse in journal policy and assured readers that steps have been taken to prevent reoccurrence of such violations. (CNN.com.health, February 23, 2000) 





Belgium to tackle rep visits


The Belgian government recently began a campaign to control the costs of medicines and to encourage the use of generic drugs. In an effort to further reduce costs, the Minister of Health announced her intention to curb the number of company sales representative visits that can be made to doctors. The move to reduce the visits to two per year has angered the pharmaceutical industry. Its association (AGIM) criticised the initiative saying that promotional and informational activity is already strictly controlled by the industry’s code of conduct.





The generics market in Belgium remains small, however a number of new companies have recently introduced generic products, discounted at 40-50%. In order to further encourage the use of generics, the government has also reduced the patient co-payment on generic prescription drugs by 16%. (Scrip No 2522, 15 March 2000)





EU explores advertising and e-commerce


In March, the EU Commission’s Directorate General on Enterprise created an informal working group to examine issues of advertising and Internet commerce affecting pharmaceutical policy. Consumer representation in the group is limited, at present there are two members attending on behalf of the European Consumers’ Association (BEUC): HAI member Clara MacKay of the UK Consumers’ Association and Charlotte de Roo from BEUC.  Other participants come from national health regulatory agency staff, the pharmaceutical industry and health professionals. 





As one of its first steps, the working group advised the DG to undertake a survey of existing laws and attitudes related to advertising and e-commerce within the EU’s member states. HAI and a number of its members reacted to this questionnaire and most responses can be requested from the HAI Europe office. 





HAI is currently requesting the DG to broaden the consumer representation on the working group and to circulate transparent guidelines about the criteria by which representatives are selected. For an update on the group’s activities, see HAI’s website: http://www.haiweb.org/news/news.html.


 


Can a gift ever be just a gift?


There are few medical issues as controversial as the relationship between the pharmaceutical industry and the medical profession. More than US$11 billion is spent each year on drug promotion—with US$5 billion of that sum going towards sales reps. One estimate calculates that between US$8,000-US$13,000 is spent annually on promotion towards each physician. Key to this topic is clearly to what extent such gift giving influences the prescribing habits of physicians.





A journal article written by Dr. Ashley Wazana, a psychiatrist at McGill University in Montreal, Canada, aimed to “identify the extent of and attitudes towards the relationship between physicians and the pharmaceutical industry and its representatives and its impact on the knowledge, attitudes and behaviour of physicians.” Accessing Medline, Wazana identified 538 studies providing data on the topic and finally used 29 articles for analysis. 





His findings demonstrate that interactions between physicians and the drug industry start during medical school and continue at a rate of about 4 times a year. Although many doctors denied that promotional gifts could ever influence their prescribing behaviour, meetings with reps were associated with changes in prescribing practice. Changes included non-rational prescribing, changes in awareness, preference and rapid prescribing of new drugs and a decreased prescribing of generics. Similar changes were observed following presentations given by pharmaceutical representative speakers.





In one of the cited studies involving medical students, Wazana found that 85% believed it was improper for politicians to accept gifts. However, only 46% of the same group thought it was inappropriate for them to accept such gifts.





While the researcher reports that physicians felt promotional material was not particularly influential he found that attending continuing medical education (CME) sponsored events and accepting funding for travel and hotel expenses were in fact associated with increased prescription rates of the sponsor’s medication. Wazana concludes that there is a clear need for systematic intervention and puts forward the idea of industry independent drug information mailings as an alternative. (Journal of the American Medical Association, 19 January 2000, Vol. 283, No 3)





US agency acts to stop illegal Internet sales


The US Food and Drug Administration (FDA) has announced that Internet sales of prescription drugs are one of its priorities this year. The drug regulatory agency has issued warnings to more than ten operators of non-US-based Internet sites illegally selling online prescription drugs. The “electronic warning” advised the web operators that they were in violation of  US law and warned that any further shipments would be intercepted and refused entry into the US.  So far, only one targeted site has agreed to cease its illegal activities.  (Scrip No 2512 9 February 2000)





Campaigns





Secrecy in the Canadian drug regulatory system: Does industry run the show?


The Health Protection Branch (HPB), Canada’s drug regulatory agency, is severely jeopardised by a complete lack of transparency in the way it operates, a recently published study asserts.





Secrecy has always been a part of the HPB, but new efforts to privatise and downsize have seriously compromised its work and resulted in unsafe drugs reaching and remaining in the Canadian market, charges an article in the International Journal of Health Services written by HAI member Joel Lexchin. The weakening of regulations controlling the promotion of pharmaceuticals to consumers will likely lead to irrational drug use and also threatens the ability of the HPB to set priorities for the country’s drug regulation system, the author suggests. 





In 1992, the Canadian health ministry commissioned an inquiry into the drug approval system. The 152 recommendations that formed part of the subsequent report failed to make any mention of transparency. Although the current Director General of the Therapeutic Products Programme has made a move to address access to information no new information has been released. At present, health professionals and consumers have no access to information regarding products under review by the HPB. All stages of approval for new drugs are confidential. Information continues to be withheld even after a new drug has been approved for marketing. Information about a particular drug is only released once a clinical study has been made public and the manufacturer agrees to its release. Unlike the US Food and Drug Administration (FDA) which issues a “Disclosable Summary” outlining why the drug was approved and providing information about the safety and efficacy of the drug, the HPB only provides information in the product monograph. Here the information is often based on unpublished or inaccessible studies and verification is impossible. 





Severe HPB funding cuts have resulted in the introduction of ‘user fees’. Pharmaceutical companies now pay an annual fee for each drug they market and an additional fee to have a new drug evaluated. In 1997-1998, 70% of the CAN$ 49 million (approximately US$33 million) of HPB revenue was contributed by the industry and the industry is now demanding changes in the approval system including eliminating the backlog of drugs awaiting approval. (International Journal of Health Services, Volume 29, Number 1 –1999).





The future funding of drug regulatory agencies


A disturbing new trend can be seen in the world of medicines regulatory agencies. It has become increasingly popular for countries to set up profit-oriented agencies responsible for licensing new drugs and carrying out postmarketing surveillance. Traditionally these tasks have been roles of national health ministries. In Europe this role has been partially taken on by the European Medicines Evaluation Agency (EMEA).
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