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Response from Medical Healthcare Regulatory Agency, by email 
 
 
"Medical and Healthcare Products Regulatory Agency— 
•          What are your views on the issues raised in the petition? 
 
Background 
  
The number and range of medical devices is vast and includes most healthcare products other than 
medicines used for the diagnosis, prevention, monitoring and treatment of disease, injury, or disability. 
This means everything from breast implants to wound dressings, incubators to insulin injectors and 
scanners to scalpels. 
 
In general, a medical device cannot be marketed in Europe without carrying a CE marking. A CE marking 
is applied by the manufacturer and means that the device meets the relevant regulatory requirements 
and, when used as intended, works properly and is acceptably safe. For all but the very lowest risk 
devices, this must be verified by an independent certification body, called a Notified Body before the CE 
marking can be affixed. The MHRA is responsible for appointing UK Notified Bodies and regularly audits 
them to ensure that they perform to high standards. It should be noted that breast implants are in the 
highest risk classification and the manufacturer must therefore go through the highest conformity 
assessment process. 
 
Manufacturers should be able to support their performance claims for the device. In many cases, and in 
particular for higher risk devices, this information will come from a clinical trial. Where a manufacturer who 
plans to carry out a clinical trial in the UK, agreement must be obtained from the MHRA.  
  
Every medical intervention carries some risk. It is because such risks exist that women need to have 
accurate and complete information prior to deciding on surgery. 
  
 Review of Risk From Ruptured Implants 
  
The risks associated with silicone gel breast implants have been investigated on three occasions by 
independent expert groups working on behalf of the Department of Health. The Independent Review 
Group (IRG) concluded that silicone gel breast implants are not associated with any greater health risk 
than other surgical implants, and that silicone induces a conventional biological response, rather than an 
unusual toxic reaction.  The group also made a number of recommendations regarding the provision of 
information to, and the follow-up of patients.  Its report was published in July 1998 and is available on the 
IRG website 
 
The Department of Health published a booklet in September 2000 (revised April 2002) that summarised the key 
issues and suggested questions that women could ask to help them make an informed choice about surgery. The 
MHRA updated this booklet and produced it in a new format in November 2005:  
http://www.mhra.gov.uk/Publications/Postersandleaflets/CON2022635 
  
 
All breast implants can rupture. It is difficult to obtain an accurate estimate of either the rate of rupture or 
its incidence at any particular point in time for breast implants in general or for any particular model. 
MHRA have placed on their website some information on rupture rates collected from the literature. A 
Shortcut to to this information is:  



http://www.mhra.gov.uk/Safetyinformation/Generalsafetyinformationandadvice/Product-
specificinformationandadvice/Product-specificinformationandadvice-A-
F/Breastimplants/Siliconegelbreastimplants/IndependentReviewGroup-siliconegelbreastimplants/Rupture/index.htm 
  

MHRA also monitor for significant patterns and trends of implant failures from their surveillance database 
of adverse incident reports received from all parts of the UK.. 

  
Advice to Clinicians 
  
The IRG report referenced above includes advice to clinicians.  
  
Advice to Women 
 
 
The MHRA continues to endorse the clinical advice given in such situations for all breast implants 
irrespective of the type i.e. women should seek advice from their implanting surgeon concerning future 
management which may include diagnostic investigation and/or explantation. The actions taken in each 
case will depend on the clinical findings, the clinical symptoms and the wishes of the implanted woman.  
 
The regulations require manufacturer’s to operate a post market surveillance system and report adverse 
incidents which caused or have the potential to cause death or serious injury to the regulatory Competent 
Authorities in the EU. We also encourage users to report adverse incidents to the MHRA. 
  
The IRG Pamphlet referenced above also includes advice to be passed on the patients 
  
Recommendation for a MRI Scan  
 

It has been recognised that there is little point in carrying out routine regular MRI scans on breast 
implanted women. This is because a percentage of women will develop rupture of their implants but be 
unaware of such a rupture because the filler gel stays in place contained within a reactive fibrous capsule. 
The only place for MRI scanning with breast implants is in circumstances where the patient has abnormal 
findings or is symptomatic in relation to the implant such that an assessment needs to be made as to 
whether surgical intervention is necessary." 

 
 


