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Petition 0631/2004 by Ingeborg Vurgun-Kern (German), on behalf of the 
"Selbsthilfegruppe Silikongeschädigter Frauen e.V." (Self-help group for silicone-
damaged women), on a moratorium on silicon implants

1. Summary of petition

The petitioner states that the Commission's communication on Community measures in 
relation to breast implants (COM(2001) 666) has not improved the situation of women with 
silicone implants despite its recommendations. She also points out that, since the European 
Parliament last considered the subject, new scientific evidence has emerged which fully 
justifies a moratorium on silicone implants. The petitioner calls on the European Parliament to 
take the issue up again and press for all the Member States to follow the example of the USA 
and ban silicone breast implants.

2. Admissibility

Declared admissible on 7 February 2005. Information requested from the Commission under 
Rule 192(4).

3. Commission reply, received on 25 January 2007.

Introduction and background

The discussion on the safety of silicone breast implants at the European level dates back to 
1998.  At this time, two petitions were tabled by interest groups citing the negative health 
effects of silicone breast implants and calling for an immediate ban (1). The European 
Parliament (EP) reacted by asking for formal replies and evidence to be submitted to the 
Petitions Committee, and requested the opinion from the Committee on Women’s Rights, the 
Committee on Environment, Public Health and Consumer Policy and Committee on Research.

  
1 Petition n° 470/98 put forward by Ms Vurgun-Kern and petition n° 771/98 put forward by Mr Frank Harvey.
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As part of the information gathering exercise the European Parliament, through its Scientific 
and Technological Options Assessment Unit (STOA), contracted an independent group to 
carry out a comprehensive study on silicone breast implants. This study was not only to look 
at the scientific aspects of breast implants, but also to take into account the concerns and 
voices of different interest groups, with an aim to providing policy options and their pros and 
cons to the European Parliament.

The study was completed in May 2000 and confirmed the absence of scientific evidence on a 
link between silicone implants and serious health risks, such as cancer and connective tissue 
diseases (1).  However, the study also noted, that local complications occur and are the largest 
cause of concern and that these concerns are just as prevalent or more so with other types of 
breast implants, such as saline(2). These relate mainly to rupture of the shell (for example due 
to handling or trauma), migration of the silicone gel (through intact or ruptured shells), 
capsular contracture (shrinking of scar tissue around the implant, which can cause painful 
hardening of the breast or distort its appearance), and infection (3). In the final conclusions, 
the authors recommended not to ban the silicone breast implants, but instead to adopt and 
implement critical specific measures to increase and improve information for patients, 
tracking and surveillance, quality control and assurance and vital research (4).

Following completion of the study, a resolution was passed by the European Parliament in 
May 2001 (5) followed by the Commission Communication adopted in November of the same 
year (6), which proposed tighter controls on safety of breast implants, new provisions on 
information and labelling, the content on informed patient consent, national registries and 
clinical evaluation, reinforced mechanisms to check that rules are observed, and 
reconsideration of European standards for essential safety requirements and conformity 
assessment schemes of Directive 93/42/EEC on medical devices (7) in relation to breast 
implants.

  
1 Martin-Moreno JM, Gorgojo L, Gonzales-Enriquez J, Wisbaun W. Health risks posed by silicone implants in general with 
special attention to breast implants. PE 168.396/Fin.St/rev.

2 Idem, pages 9 and 19.

3 Idem, Local Effects, pages 26-30 and 42-43.

4 Idem, Point 2. Executive Summary, page 9.

5 Report on the petitions declared admissible concerning silicone implants (Petitions Nos 470/98 and 771/98). PE 302.857, 
29.5.2001. See:
http://www.europarl.europa.eu/omk/sipade3?PUBREF=-//EP//NONSGML+REPORT+A5-2001-
0186+0+DOC+PDF+V0//EN&L=EN&LEVEL=6&NAV=S&LSTDOC=Y

6 Communication from the Commission on Community and national measures in relation to breast implants, 15.11.2001, 
COM(2001)666 final. 
See: http://europa.eu.int/eur-lex/lex/LexUriServ/site/en/com/2001/com2001_0666en01.pdf

7 Council Directive 93/42/EEC of 14 June 1993 concerning medical devices (OJ L 169, 12.7.1993, with subsequent 
amendments).
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In February 2003, the Commission Directive 2003/12/EC (1) was adopted upgrading the 
classification of breast implants from Class IIb to Class III with the result that the most 
stringent possible requirements for medical devices apply. In effect, Directive 2003/12/EC 
reinforces quality and safety controls before breast implants can be placed on the European 
market.

At the same time, the Commission’s Services published a summary of information from 
Member States on progress with regard to adequate patient information, informed consent, 
advertising for breast implants and national registers of women with breast implants (2). The 
general outcome of the report was that Member States had national policies either in place or 
being implemented. Several used the Commission’s Communication to update or to 
reconsider policy measures.

In May 2003, the update to the STOA report on “Health risks posed by silicone implants in 
general with special attention to breast implants” was prepared which basically confirmed 
the original findings formulated in 2000: there does not appear to be clear evidence of 
increased mortality or specific major diseases from silicone breast implants, and the surgical, 
local and perioperative complications are still the main safety issue (3). The updated report 
also stated that there is still a need for further research, particularly regarding some findings 
that indicate an apparent increased risk of brain (4) and respiratory cancer (5), as well as 
suicide (6). It followed that some confounding factors should be appropriately controlled in 
the new studies in order to assess the reliability of these preliminary findings. It was also 
emphasized that the need for further research is warranted, due to the limitations of the 
research to date.

  
1 Commission Directive 2003/12/EC of 3 February 2003 on the reclassification of breast implants in the framework of 
Directive 93/42/EEC concerning medical devices (OJ L 28, 4.2.2003). Provisions of this Directive have been applied since 1 
September 2003.

2 Commission staff working paper on national measures adopted by Member States in relation to breast implants, SEC(2003) 
175, 14.2.2003. See: http://europa.eu.int/comm/enterprise/medical_devices/breast_implant/sec_2003-175en.pdf

3 Update Report (Study) for STOA “Health risks posed by silicone implants in general with special attention to breast 
implants”, Dr. L Gorgojo, Dr. J Gonzales, Ms. W Wisbaun and Dr J Martin-Moreno, 30 May 2003.

4 In Title IV (Results), point 1.C. (Cancer), page 9 of the report, it is stated that “the exceptions to the overall lower rates (of 
cancer – comment added) were deaths from brain cancer. Breast implant patients were two times more likely to die from the 
general population compared to a cohort of other plastic surgery patients. Nevertheless, these results were not statistically 
significant”.

5 “As for other tumour sites, the researchers also found no increased risk of respiratory tract cancer among implant patients 
when compared with women from general population, but a statistically significant increased risk when compared with the 
cohort of other plastic surgery patients”, Title IV (Results), point 1.C. (Cancer), page 9 of the report.

6 In page 8 of the report, Title IV (Results), point 1.C. (General mortality and specific causes for death) it is written: “One 
marginal, non-statistically significant finding was a discrete excess of suicide between women with implants compared with 
general population. The higher suicide rates of the implant patients correlate with characteristics described among implant 
patients in previous reports, such as marital difficulties, depression, emotional disorders, and low self-esteem.”. On page 31 
of that report, Title V (Discussion, Scientific evidence), it is added the following: “Regarding suicide, the observed increased 
risk of death from this cause (i.e. silicone breast implant – comment added) may be affected by random error (very small 
number of deaths observed) and may reflect “selection bias” (i.e. greater prevalence of “a priori” psychological 
characteristics) rather than a causal association between implant surgery and suicide.”.
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Regulatory regime for breast implants

Breast implants are covered by Directive 93/42/EEC concerning medical devices as modified 
by Directives 98/79/EC (1), 2000/70/EC (2), 2001/104/EC (3), 2003/12/EC (4), 2003/32 (5), 
and Regulation (EC) No 1882/2003 (6) (hereafter referred to as the Directive).

The Directive defines four classes of medical devices (I, IIa, IIb, and III), that determine the 
various conformity assessment procedures to be followed. Since 2003, as a result of the 
Commission response to the recommendation of the European Parliament to increase the 
safety control of breast implants, the latter have been reclassified, by derogation to 
classification rules as set up in Annex IX to Directive 93/43/EEC, from class IIb to class III 
and subjected to the most stringent requirements applicable to medical devices before they 
can be placed on the European market.

The Directive defines the essential requirements, in terms of performance and safety, which 
medical devices have to meet in order to provide a high level of health protection. Conformity 
with the essential requirements may be demonstrated by compliance with harmonised 
standards, which contain technical specifications to meet the essential requirements.  In order 
to address the concerns identified by the European Parliament, the Commission issued a 
mandate for new harmonised standards specifically for breast implants. These standards are 
expected to be finalised by CEN by December 2007. After adoption they will be immediately 
published in the Official Journal of the European Union allowing their use by manufacturers 
when designing and manufacturing breast implants.

In addition, in order to secure full implementation of the EP’s recommendations, various 
supplementary measures, both at the Community level and national level, have been identified 
in the Commission Communication (7). With respect to Community measures, the 
Commission explained how the essential requirements of the Directive, including provisions 
on conformity assessment, clinical evaluation, information and labelling, and post-market 
surveillance with relation to breast implants, are to be understood by the manufacturer. With 
respect to measures intended for the national level, these were aimed at supplementing 
existing regulatory framework to provide the best guarantees for health protection. In this 
context, the Commission recommended Member States to elaborate additional information 
addressed to women, which would allow them to make more well-informed and considered 
decisions, in full knowledge of the potential risks and benefits of breast implants. Finally, the 
Commission proposed that Member States set up a national register for breast implantation 

  
1 OJ L 331, 7.12.1998.

2 OJ L 313, 13.12.2000.

3 OJ L 6, 10.1.2002.

4 OJ L 284, 31.10.2003.

5 OJ L 105, 26.4.2003.

6 OJ L 284, 31.10.2003.

7 Communication from the Commission dated 15.11.2001 on Community and national measures in relation to breast implants 
(see footnote no 4).
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that should constitute the basis for traceability and long term research on such medical 
devices.

A follow-up survey made by the Commission in 2003 showed that Member States had either 
relevant national policies in place or were in the process of their implementation.

Position towards petition N° 631/2004

The Commission acknowledges the importance to be attached to a continuous verification of 
the scientific data in order to improve the knowledge on the quality and safety of silicone 
breast implants and to increase the understanding of the short and long-term effects on health.

The Commission is pleased to address the issues raised in petition n° 631/2004 and share its 
views with the European Parliament.

Petition n° 631/2004 presents several concerns which can generally be divided into two 
groups: those relating to the safety and those relating to insufficient information. The former 
seems to support the call for a moratorium on silicone breast implants, whereas the latter calls 
for improvement in collection and availability of information.

The arguments invoked by the petitioner have been subjected to a comprehensive analysis by 
the Commission in order to establish whether the call is substantiated. The findings of this 
analysis are presented below.

Safety of silicone breast implants

In view of the petitioner, silicone breast implants are not safe, and therefore should be subject 
to a moratorium. Lack of safety is evidenced by local complications, increased rate of rupture, 
silicone and platinum leakage and the unknown long-term effects of these on a patient's 
health.

The above-mentioned problems relating to local complications, rupture, or leakage, as such, 
have already been thoroughly considered in the STOA scientific report prepared for the 
European Parliament in May 2000. After a full examination of these problems, neither the 
authors of the report, nor the European Parliament or the Commission had proposed a ban on 
breast implants. Instead, it was recommended to adopt specific measures to ensure that 
implants meet the highest possible standard of safety and quality.

Implementation of specific measures, which have been subsequently identified by the 
European Parliament and the Commission, is currently pending. Re-classification of breast 
implants from class IIb to class III, submitting them to the most stringent requirements, has 
been in force since September 2003, and the adoption by CEN of new standards, which will 
define additional test requirements improving the safety of breast implants, should be 
accomplished by December 2007. 

Standards will address the aspects identified in the Commission Communication of 2001, 
such as, the need for procedures to determine the resistance of the shell to abrasion and 
possible rupture, the problems relating to potential migration of the filler (diffusion of 
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molecules of liquid component through the intact shell), and the information to be provided to 
the patients. It should be pointed out that these two sets of measures (re-classification and new 
standards) will complement one another in terms of guaranteeing higher quality and safety for 
breast implants.

As far as platinum leakage from silicone breast implants is concerned, the impact of this 
substance on health was not addressed in the STOA reports.

Data on platinum leakage from silicone breast implants, on which the petitioner relies, comes 
from three scientific articles published in 2003 and 2004. The article from 2003 demonstrates 
platinum leaks from silicone breast implants which were intact. Authors, however, concluded 
that “even though siloxanes and platinum are good indicators for defect implants, this work 
does not prove that they are the cause of health problems in woman with implants” (1). The 
authors of the articles from 2004 (2) updated their evaluation of data on platinum leakage in 
2006 stating that this 2006 article “is the most comprehensive report, to date, to show that 
women exposed to silicone breast implants have Pt [platinum] levels that exceed that of the 
general population and the first to show Pt in various oxidation states present in samples 
from exposed women” (3). The petitioner also mentioned that ionized platinum is a suspected 
respiratory, neurological, immunological, and sense organ toxicant.

In view of the potential adverse impact of the platinum on health, the Commission will 
carefully analyse the available scientific data relating to platinum in silicone breast implants
in order to determine whether the safety and health of patients is not compromised (4). The 
Commission will also draw the attention of the national competent authorities of the Member 
States to this problem. They should subsequently alert their notified bodies, which are 
responsible for assessing the manufacturers conformity to the safety requirements under 
Directive 93/42/EEC.

In this context, it should be reiterated that point 7.1, Section II (Requirements regarding 
design and construction) in Annex I (Essential requirements) to Directive 93/42/EEC clearly 
obliges the manufacturer of medical devices to pay attention to materials used, in particular as 
regards toxicity, and to the compatibility between the material used and external and internal 
parts of the human body. In meeting this requirement, the manufacturer must not neglect any 
new scientific data on the risks of platinum in breast implants.

  
1 “Determination of siloxanes, silicon, and platinum in tissues of woman with silicone gel-filled implants”, D. Flassbeck, B. 
Pfleiderer, P. Klemens, K. G. Heumann, E. Eltze, A. V. Hirner (Analytical Bioanalytical Chemistry, 2003, no 375, p. 356-
362).

2 “Platinum Concentration in Silicone Breast Implant Material and Capsular Tissue by IC-ICP-MS”, Maharaj, 2004 (article 
quoted in the petition, but not delivered), and “Platinum and platinum Species in Explanted Silicone Gel Breast Prosthetic 
Using IC-ICP-MS”, E. D. Lykissa and S.V.M. Maharaj, Analytical Bioanalytical Chemistry, 2004, no. 380, p. 84-89.

3 “Total Platinum Concentration and Platinum Oxidation States in Body Fluids, Tissue, and Explants from Women Exposed 
to Silicone and Saline Breast Implants by IC-ICPMS”, Analytical Chemistry Research Journal, 1 April 2006 (see: 
http://pubs.acs.org/cgi-bin/sample.cgi/ancham/asap/pdf/ac0514016.pdf). This article was not delivered by the petitioner.

4 It should be underlined here, however, that all tested samples evaluated in those scientific articles were exposed to silicone 
breast implants manufactured before September 2003 when reclassification of breast implants came into force, and that vast 
majority of them was manufactured before January 1995 when Directive 93/42/EEC and its safety requirements became 
applicable in the Community.
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Nevertheless, it has to be underlined here that Directive 93/42/EEC, which applies to breast 
implants, acknowledges that there is never zero risk of side effects when using a medical 
device.  However, a manufacturer must do a proper risk/benefit analysis and any undesirable 
side-effect which may be associated with the use of breast implants, can therefore be 
justifiable, provided that it is an acceptable risk when weighted against the benefits to the 
patient and that such risk is compatible with a high level of protection of health and safety (1).

To sum up, the petitioner’s concerns relating to the safety of silicone breast implants have 
already been addressed by the existing and the new measures on improving the quality and 
safety of breast implants. The new measures, which were recommended by the European 
Parliament and executed by the Commission and Member States, should be fully operative by 
the end of 2007.

The Commission is, therefore, of the opinion that the imposition of the moratorium for 
silicone breast implants would not be substantiated at this stage. Nevertheless, it will take the 
necessary measures where the analysis of the available data on platinum leakage from breast 
implants proves that the safety of patients so requires.

Insufficient information on silicone breast implants

The petitioner claims that the collection of information on silicone breast implants and its 
availability to the patients should be improved. In particular, the petitioner criticises the lack 
of registration of complications connected with the use of breast implants, lack of data from 
terminated clinical evaluations of breast implants, and lack of independent information on 
local complications and systematic disease risks for patients implanted with such devices. The 
petitioner also calls for an interdisciplinary information pool for scientific experts.

The need to collect up-to-date information on breast implants and to provide the appropriate 
information to the patients was considered crucial by the European Parliament and the 
Commission in the process of improving the scientific knowledge and patient awareness.

In view of the above, the European Parliament and the Commission suggested that Member 
States should set up national registers for breast implantation where complications could be 
recorded and which would constitute the basis for traceability and long-term research into 
breast implantation.

As far as registration of scientific data from terminated clinical evaluations is concerned, this 
issue is currently discussed in the Council and the European Parliament within the context of 
the current Commission proposal to revise Directive 93/42/EEC.

Member States were also advised by the Commission that information be provided to patients 
beforehand in order to improve their information and health protection; Information on the 
implants themselves, the surgery, potential side effects, contraindications, post-surgery 
monitoring, contact details and information of a general nature should all be given. Certain 

  
1 Point 1.1, Section I (General requirements) in Annex I (Essential requirements) to Directive 93/42/EEC.
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additional information and labelling requirements will be also included in the new harmonised 
standards for breast implants.

The measures, which were recommended by the Commission to be taken at the national level, 
were in the process of implementation by Member States already in 2003. The Commission 
will, nevertheless, continue to monitor whether the implementation of appropriate national 
policies has been accomplished, particularly in the new Member States, which were not part 
of the first follow-up survey made in 2003.

The Commission has recently launched an EU Health Portal, which provides information on 
all health related activities at EU level with links to the websites of Member States and 
concerned NGO organisations.

Therefore, it has to be concluded that adequate measures in order to eliminate the 
shortcomings relating to the insufficient collection and provision of information on breast 
implants, including those called for by the petitioner, have already been taken.

Conclusions

With the exception of the platinum aspect, all other safety concerns raised by the petitioner in 
favour of a moratorium for silicone breast implants were known to the European Parliament 
and the Commission in 2000 and the appropriate counter measures have already been taken. 

Re-classification of breast implants from class IIb to class III, submitting them to the most 
stringent requirements, has been in force since September 2003, whereas the adoption by 
CEN of new standards, which will define additional test requirements improving the safety of 
breast implants, should be accomplished by December 2007. It should be pointed out that 
these two sets of measures (re-classification and new standards) will complement one another 
in terms of guaranteeing higher quality and safety for breast implants.

Given the above the Commission is of the opinion that the imposition of a moratorium for 
silicone breast implants can not be substantiated at this stage. Nevertheless, the Commission 
will carefully verify the available scientific data concerning platinum in silicone breast 
implants and will take the necessary and appropriate measures if the safety of patients so 
requires.

As far as a call for improvement of collection and provision of information is concerned, all 
relevant measures addressing the shortcomings mentioned by the petitioner were also 
identified and recommended to Member States for implementation in 2001. The Commission 
will, nevertheless, continue to monitor whether the implementation of appropriate national 
policies has been accomplished.
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