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PICTURE OF THE WEEK
This brochure was designed to promote a fictitious hip implant invented by the BMJ and the 
Daily Telegraph. The BMJ and Telegraph modelled their hip on an implant described as one of 
the biggest disasters in orthopaedic history, yet European device regulators said that they were 
prepared to take forward an application to license the fictitious device. Full report starts on p 19. 
See also news, p 1, and editorial, p 10.
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50.2% voted yes (total 1099 votes cast)

 � News (BMJ 2012;345:e6884)
This week’s poll asks: 
“Who is mainly at fault for denying access to 
negative clinical trial results?”
Legislators; Pharma; Regulators; Universities; Ethics 
committees

 � Vote now on bmj.com
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I am aware of several doctors and other clinicians 
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the night in fear of being persecuted after a patient 
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defensively and you did all you could to prevent the 
“flat line” while on your shift . . .. 

Martin C Scholtz, consultant psychiatrist, Devon, UK, 
in response to “The imprisonment of Cyril Karabus is 
deplorable” BMJ 2012;345:e6815
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Try describing Europe’s system for regulating medical 
devices and, as Peter McCulloch says in his editorial 
this week, the response from your audience will be 
incredulous (p 10). Read his description and see if 
you too find yourself asking, “How could this have 
come about?” It’s a question that now demands 
urgent remedy. If this was not already clear from 
recent BMJ investigations (BMJ 2011;342:d2748,  
BMJ 2012;344:e1410), a new investigation makes it 
uncontrovertibly so. Working with undercover reporters 
from the Telegraph newspaper, the BMJ’s Deborah 
Cohen has exposed a fragmented, poorly regulated, 
market driven system, with financial incentives to 
prioritise manufacturers’ interests over those of 
patients, and with no requirement for clinical evaluation 
of a device’s safety or effectiveness (p 19).

Armed with a fictitious hip implant modelled on 
one that was recalled on safety grounds in 2010, the 
reporters approached 14 of the 78 “notified bodies” 
to which the European Union delegates the job of 
certifying medical devices. The one to which they 
eventually submitted their glossy dossier was happy 
with the design and confirmed that it would approve 
the device subject to manufacturing documents and a 
factory visit.

Why did we decide to work with the Telegraph on this 
“secret shopping” exercise? Firstly, there was a clear 
and pressing public interest. Secondly, we took the view 
that the information could not have been obtained by 
other means. Thirdly, we were reassured by the fact that 
the BMJ has successfully used fake information to test 
various systems in the past. As part of a randomised 

trial published in 1998 (JAMA 1998;280:237-40), 
we sent out for peer review hundreds of copies of a 
research paper into which we had inserted errors. 
The reviewers were not told that the paper was a fake. 
For this study, as with the fictitious hip implant, we 
obtained approval for our plans from the BMJ’s ethics 
committee.

More famously, in 1868, the BMJ’s then editor Ernest 
Hart placed a newspaper advertisement in which 
he posed as a father seeking a foster mother for his 
illegitimate child. His aim was to expose the notorious 
Victorian practice of baby farming, in which unwanted 
infants were taken in to be nursed in exchange for 
payment, but were instead neglected and often killed. 
The advertisement received 333 replies and sparked a 
series of articles calling for reform (BMJ 28 March 1868, 
301-2). According to the historian Peter Bartrip, the 
journal’s influence was crucial in achieving legislation.

If the latest undercover operation has similar effect, 
we will consider the means worthy of the end. Because 
legislation is what is now urgently needed to protect 
patients. McCulloch says this must go beyond the 
tinkering reforms proposed by the EU. Instead, he calls 
for a system of provisional licensing in which devices 
could only be marketed if they were being used within 
clinical studies of their safety and effectiveness. 
Whatever new system is proposed, he is right to say that 
it must have patient safety, not trade, at its heart.
Fiona Godlee, editor, BMJ fgodlee@bmj.com
Cite this as: BMJ 2012;345:e7180
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