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LONDON : 28 June 2019 

To: The Rt. Hon. The Earl Howe PC 

From: PIP Action Campaign 

Re:  MHRA Review  PIP Implants: The Howe Report 2012  

 

Dear Lord Howe 

 

We are writing to you today on behalf of the large cohort of British and international women and 

families who have been directly impacted by the PIP implant Public Health Crisis during which time 
you were called upon to review and report on the actions of the MHRA on behalf of the government.  

The limits of your report meant that you were unaware of the looming public health crisis ahead for 

more than 50,000 UK women whose lives have changed, often permanently, through trauma, pain, 
suffering and injury associated with PIP implants but also, in large measure, due to the inertia and 
inaction of the MHRA. 

When the news of two PIP deaths in France hit the headlines in the UK, it was the week before 

Christmas 2011. The MHRA was aware that French police had forced the closure of the PIP factory 
almost two years earlier. Perhaps you were also aware that preliminary findings from the French 
authorities showed that PIP were manufactured using unknown, unapproved and toxic materials and 
had been removed from the market in March of 2010. The MHRA’s laissez faire response to both the 
enormity and seriousness of the problem of PIP for British women was reflected on by the, then, editor 
of the BMJ.   

Regrettably, things have changed little at the MHRA since the publication of your report, except that, 

alarmingly, even more vulnerable and innocent women have been exposed to and injured by 
dangerous medical devices and the already high cost to the NHS of treating those seriously and 
avoidably injured by medical devices, is rising.  

We are writing to you today to ask you to investigate the following concerns in the light of recent 

developments, and as more details emerge from the PIP breast implant health crisis, via the courts, 
through costs to the NHS and through science and genuinely rigorous reporting by medical 
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professionals and recent exposures by the International Consortium of Investigative Journalists who 
have published extensively on medical devices scandals and corruption in their global Implant Files 
investigation. 

Did the MHRA deliberately mislead government ministers over the PIP public health crisis in the 

2012 Howe Review?  

Several key points we are keen to unravel: 

1. The truth about the cancer caused by breast implants and the number of DEATHS linked to 

Ruptured and Leaking PIP Implants both at the time of your report and since.  

We understand that the number of reported PIP deaths was incorrect at the time your report was 

published. We wish to know whether you were aware of PIP fatalities at the time of your report. And if 
not, when you became aware that there had, in fact, been PIP fatalities. And whether, in retrospect and 
in the light of shocking reports from medical doctors treating devastated women, the issue of 
fatalities and failure to keep records would have impacted at all on your exoneration of the MHRA and 
its handling of the PIP crisis. 

2. The truth about the actions taken by MHRA as well as those required and those carried out 

in relation to serious concerns raised by senior health professionals regarding the safety or 
otherwise of PIP implants in 2006. 

In 2006 serious concerns were raised by senior NHS breast cancer consultant regarding PIP. By 2010 

only 8 NHS trusts were using PIP in breast cancer reconstructions. The majority of PIP were 
implanted through private clinics. 

According to your report, MHRA received reassurances from TUV that all was well at PIP and all 

concerns were resolved during a recertification inspection at PIP scheduled for June 2007. (See 
Howe, 2012 4.30 - 4.31)  

We are keen to understand this process as the Howe report underlines the sole responsibility for PIP 

crimes lay with PIP.  

For clarity we asked MHRA   

a). What action was documented and/or taken in respect of these concerns and when this action 

took place   

b) What reassurances were provided by the Notified Body, TUV, that were relied upon by the MHRA 

and referred to in your report.  
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We assume that in your review of the actions of the MHRA these two points would be material to both 

the remit and conclusions. Indeed, we have uncovered evidence that neither TUV nor MHRA acted 
appropriately and evidence of negligence is concealed with vague and insupportable claims 
reproduced in your report. 

3. We would like to know whether manufacturers of PIP, any other breast implant or medical 

device, has negotiated contracts with the MHRA limiting safety recall actions. For example, agreeing 
deals with manufacturers reserving their rights to claim compensation in relation to product recalls, 
if/where the product is later deemed to be safe.  

We are exceedingly concerned about accountability and transparency of the MHRA. And we are 

worried that the agency, with public duties for safety,  is primarily geared to protecting manufacturer’s 
interests, hiding behind broken EU regulations and commercial secrecy laws. This is a recognised 
form of corruption known as “Regulatory Capture”. 

  4. MHRA fails to demonstrate changed behaviour in the light of repeating pattern of events 

relating to breast implants.  
With increasing evidence of harm, including breast implant cancer /BIA-ALCL, several brands of 
implant have been banned in France for failure to comply with safety requirements of medical devices 
regulations. News of the ban was AGAIN delivered a week before Christmas 2018, indicating a 
repeating pattern of burying very important health news which negatively and substantially impacts 
women’s lives at especially stressful moments in the year. Women who have managed to join the 
2016 Breast Implant registry (PIP women are excluded) have yet to be informed of the EU ban. Even 
though, some of these implants are also banned in UK because of the failed CE applications. 

5. Change of staff at senior level at the MHRA and the accountability of agency with 

responsibility for patient safety. 

We are aware that the employment of John Wilkinson, Director of Devices, formerly head of the EU 

medical devices lobby Eucomed, was contingent on releasing interests that could give rise to a 
conflict. We would like to see evidence that, in the light of such an alarming tenure at the MHRA, Mr 
Wilkinson did comply with the terms of his employment and the share interests in question were 
actually divested.  

6. Chemical/ financial conflicts of British Experts and industry lobbies 

We are aware that the Committee on the Safety of Medical Devices (CSD) was scrapped by the 

Stephenson Review of the MHRA. We have become increasingly concerned with the over-reliance on 
so-called ‘experts’, who have strong links to chemical, medical devices, silicone, plastics or agro 
chemical manufacturers. We are also concerned that patient representative organisations and 
advocates are routinely excluded from stakeholder meetings.  
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7.  The True Cost of PIP Public Health Crisis 

Seven years on from the publication of your report and the large scale suffering continues. The MHRA 

persists in undermining the seriousness of PIP implants, maintaining its position, unchanged for over 
a decade, insisting that keeping PIP implants in the body until they rupture is somehow a better / 
logical / more appropriate course of treatment than removing them.  We take this opportunity to 
mention to you that removing ruptured implants means not only a much longer, more complex surgery 
but a higher risk of complication. The British policy on PIP has obstructed women from care, 
information and timely treatment. It has resulted in inappropriate diagnostics, failure to monitor, 
biopsy and diagnose. It is perfectly clear that cost not patient safety is driving policy on PIP. Yet we 
have no indication of the true costs. Even though, every single NHS trust in the country has treated PIP 
victims for medical reasons. 

In the light of the role your report in exonerating the MHRA for their failures, the importance of the 

responsible regulation of surgically implantable medical devices in the UK, we urgently request a 
recommendation for a Public Inquiry. 

We look forward to your very earliest reply. 

 

 

 

Yours truly 

Jan Spivey, Marie Robinson & Louise Smith 
On behalf of members 

PIP Action Campaign 
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