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Date: 04 January 2012 
 

RE: POLY IMPLANT PROSTHESE (PIP) SILICONE BREAST IMPLANTS 
 

Dear Mr McNeil 

 

Thank you for your letter of 21 December 2011 requesting details for the Health and 
Sport Committee on the steps which the MHRA intends to take in order to provide advice 
and guidance to women who have received these implants. 
 
As you will know, it has been widely reported in the press that the French Government 
will, on 23 December, recommend that all women who have PIP breast implants should 
have them removed as a preventative measure because of health concerns about high 
rates of implant rupture and cancer. The French regulatory Agency AFSSAPS have 
confirmed to MHRA that a statement on the safety of the implants will be made on that 
day. 
 
MHRA have continued to monitor the safety of these breast implants.  In 2010 MHRA 
commissioned testing on the silicone gel filler. Results from this testing demonstrated that 
there was no evidence of genotoxicity (potential for cancer) or chemical toxicity.   
 
MHRA has also continued to review available evidence for association of cancers of 
women with breast implants in consultation with the relevant UK Professional Bodies for 
breast surgery and surgical oncology and has concluded that there is no evidence to 
indicate an association with cancer.  Additionally the MHRA worked with the Cancer 
Registry and could find no evidence for an association.   
 
In addition, the MHRA consulted with experts to discuss whether there was any danger to 
babies having been breastfed by mothers with these implants.  It was concluded that 
there were no safety issues. 
 
MHRA continues to monitor any associations of all types of breast implants, including 
PIP, with cancers and any other health implications.   
 
From discussions with our colleagues in AFSSAPS we understand the French 
Government is likely to recommend routine removal of all PIP breast implants (even in 
asymptomatic women) as a preventative measure because of concerns about rupture 
rates and inflammatory responses. The French government will remunerate women for 
the removal of the implants in all cases. Women who have received them after 
reconstructive surgery will be reimbursed for both removal and replacement of the 



 

implants; women who have received them for aesthetic purposes will be reimbursed for 
removal only.  
 
However AFSSAPS are not aware of any new scientific information to be published 
simultaneously with the recommendation, and they do not believe that a detailed scientific 
analysis by the expert committee will be made available when the announcement is made 
tomorrow. 
 
In light of the above we plan to provide the following advice to women: 
 
DH/MHRA are aware of the statement made by the French however, in the UK we are 
not recommending routine removal of PIP silicone gel breast implants. We currently have 
no evidence that rupture rates are abnormally high (approximately 1% in the UK) and we 
therefore do not believe that the associated risks of explantation surgery can be justified 
without further evidence. We are awaiting the evidence to support the French statement 
which will be evaluated as a matter of priority by our clinical and toxicological experts and 
we will issue further advice as necessary. In the absence of clear evidence to the 
contrary, we see no reason to alter our current advice. However, in the meantime we 
would recommend that all patients who have questions or are concerned about their 
breasts implants should seek advice from their implanting surgeon.  
 
MHRA professional advisors from the relevant professional societies are clear in their 
support of the above advice. 
 
You may find the following link to the breast implant portion of MHRA’s website helpful. 
This will be updated with any further advice. 
 
I hope this provides sufficient information for the Committee. 
 
Yours sincerely 
 
 
 
 
 
 
 
Sir Kent Woods 
Chief Executive 
MHRA 
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http://www.mhra.gov.uk/Safetyinformation/Generalsafetyinformationandadvice/Product-specificinformationandadvice/Product-specificinformationandadvice-A-F/Breastimplants/index.htm

