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Brussels, <Date>{30-08-2000}30 August 2000</Date>
Dear Mr Gemelli,

The {ENVI}Committee on the Environment, Public Health and Consumer Policy considered the above subject at its meetings of {29-08-2000}29 August 2000 and …

At the latter/last meeting it adopted the following conclusions.

In March 1999 after many years of campaigning, two petitions calling for an immediate European Parliament ban on silicone implants were tabled by self-help groups of women who claimed to be suffering adverse effects from silicone-gel breast implants. The Parliament has now responded by asking for formal replies to the Petitions Committee and seeking the counsel of the Environment Committee, the Committee on Women’s Rights and the Committee on Research. This Opinion from the Environment Committee is presented in the form of a letter to the Petitions Committee. It gives a brief subject background; notes the policy options identified in the recent STOA research report; and the concerns expressed by self-help groups of sufferers from problems linked to silicone implants. Recommendations for action are given in the Rapporteur’s Conclusions. 

In May 2000 Dr Martín-Moreno and Ms Wisbaum of the Spanish National School of Health in Madrid presented their study, ‘Health risks posed by silicone implants in general with a special reference to breast implants’ to the Committee on Petitions. 

Silicone implants were used for years before there was regulation or surveillance of their use. Health concerns about the use of silicone–gel breast implants surfaced in the US and Canada in the 1980s, spreading to Europe in the 1990s. Since 1992 in the US silicone breast implants are only available for women with special medical needs who need breast reconstruction and are willing to become part of a clinical trial approved by the US Food and Drugs Administration (FDA). In Canada a moratorium on the marketing and use of silicone-gel filled breast implants was passed in 1992. Saline-filled breast implants are available. 

All EU member states – except France – have no restrictions on the use of silicone-gel breast implants. In France since 1992 silicone breast implants have been restricted. In 1995, all breast implants except saline-filled implants were banned. Surgeons must apply for exemptions in the case of specific medical needs (reconstruction after mastectomy) for silicone implants. 

The focus on silicone-gel implants since the 1990s has led to many different epidemiological studies which have consistently showed no evidence of serious risk for major diseases. However, as the studies have started so recently, most cannot look at long-term effects, have mainly focused on links with certain systemic diseases, especially cancer and connective tissue diseases, and have not always controlled for the different types of implants. Hundreds of different types have been marketed and used since they were introduced in 1962. Alongside the medical studies a significant body of women claimed to be experiencing symptoms which they think are linked with their implants.

In the light of this ‘complex reality’ the recent STOA report identified three possible policy options, as follows:

‘Option 1: Status quo; no ban; keep application of current legal framework. 

Option 2: Ban on silicone breast implants due to lack of complete information regarding risks and petitions by some groups.

Option 3: no complete ban, but the adoption and implementation of critical specific measures to improve information for patients, tracking and surveillance, quality control and assurance and key research’.

The concerns expressed by self-help groups of sufferers from problems linked to silicone implants are varied but include:

· A lack of information on the potential risks with breast implants. Information was lacking in two critical areas. Patients need to know that implants are not for life and may need to be replaced or removed. Rupture occurs significantly, from 5-51% according to studies. Some studies point to a rupture rate of 50% after 7-10 years and up to 95% after 20 years.

· Many women have implants for cosmetic purposes and self-help groups argue that if fuller information on risks and implications was given before surgery fewer women would opt for implants. 

· Lack of registration of implants in Europe means that the overall numbers of women with implants are unknown.

· Many women report the same inexplicable serious symptoms. The STOA study found information from women in six different European countries ‘remarkably, eerily similar’.

· There are shortcomings of the existing research, e.g., lack of long-term data, no figures for numbers of implants, mixing of different implant types in studies.

In drafting the recommendations below the Rapporteur has tried to balance the views of members of self-help groups, plastic surgeons, and women who have had breast implants either after mastectomy or due to breast deformity and for cosmetic purposes. She also noted the views expressed by colleagues on the Environment Committee in the initial exchange on this topic in August. She welcomes the Commission’s revision of its earlier view that nothing need be done and its stated intention to introduce new regulations on the basis of Option 3 of the STOA report.

Conclusions

Action must be taken to meet the concerns raised and the status quo (Option 1) is not an acceptable option. 

The Rapporteur recommends the introduction of  proposals on the basis of Option 3 in the STOA report. Option 3 calls for ‘no complete ban, but the adoption and implementation of critical specific measures to improve information for patients, tracking and surveillance, quality control and assurance and key research’.

The further measures proposed by the report include the following:

1. To facilitate consensus on a breast implant consent form, including information relating to alternatives, benefits and risks.

2. Guaranteed marketing control over breast implants to avoid incorrect and misleading information.

3. Improved certification, technical standards and regulation.

4. Promotion of elaboration of clinical guidelines, standards of care and the development of quality assurance systems.

5. To facilitate consensus, promotion and support of effective surveillance systems to report adverse effects and long-term effects.

6. To consider silicone breast implants a health priority and make funds available in the EU research programmes, specifically focusing on the shortcomings of some of the research to date.

7. To foster tolerance and self-esteem and other conceptual alternatives to breast implants, in collaboration with active groups in this field.

The Rapporteur further recommends that the following points are incorporated into new regulations:

1. All patients should have access to free, comprehensive information.

2. Advertisements of ‘cosmetic surgery’ breast implants should contain a statement that relevant information is available.

3. Advertising of ‘cosmetic surgery’ breast implants should carry clear bold health warnings.

4. ‘Before and after’ pictures should not be used in such advertisements.

5. Details of breast implant operations should be recorded in the EU by compulsory National Breast Implant Registration in each member-state.

6. Manufacturers should supply only to surgeons who observe the European register.

7. The cost of breast implants should include the following – pre-meeting with the surgeon involved; clear informed discussion of the implications of having implants; a cooling-off period of no less than two weeks, post-implant counselling and review.

8. There should be comprehensive national lists of trained plastic surgeons expert in breast implant surgery.

Yours sincerely,

Catherine Stihler






Caroline Jackson

Rapporteur







Chairman




<PathFdR>PA\417110EN.doc</PathFdR>

PE <NoPE>293.664</NoPE>
PE <NoPE>293.664</NoPE>
4/4
<PathFdR>PA\417110EN.doc</PathFdR>
<PathFdR>PA\417110EN.doc</PathFdR>
3/4
PE <NoPE>293.664</NoPE>

