
Many patients are “acting as guinea 
pigs” for medical implants and 
undergoing traumatic device failure 
and revision surgery due to inadequate 
regulation, a Channel 4 documentary 
has claimed.

ABHI and other voices from the UK 
medical devices sector have responded 
by drawing attention to the strong 
record of European medical device 
regulation and the industry’s support 
for changes to the EU legislation that 
are currently in process. 

Dispatches: � e Truth About Going 
Under the Knife looked at devices such 
as metal hip replacements, pacemaker-
de� brillators and cochlear implants that 
have been recalled following widespread 
use, requiring their extraction from 
many patients. It pointed to weak 
EU medical device regulation as an 
underlying problem.

Drawing on recent BMJ studies, 
the programme argued that most 
implantable devices are launched after 
being tested only in the laboratory and 
not within the body. � e foremost 
example discussed was the ASR hip 
replacement from DePuy, where the 
gradual shedding of metal from the 
implant surfaces caused complications 
in many patients more than two years 
after implantation.

� e programme called for greater 
reliance on clinical testing for any 

new brand of implantable medical 
device, and better access to trial data 
and clinical records for surgeons and 
patients alike.

Dr Deborah Cohen, Investigations 
Editor at the BMJ, said: “� is story 
shows the power that companies have 
in deciding the fate of their devices, 
their hold over surgeons, the lack of 
regulatory power in Europe, and the 
lack of premarket clinical studies.”

More bluntly, Dr Carl Heneghan, 
a GP and Clinical Reader at the 
University of Oxford, remarked: 
“Patients are acting as guinea pigs, and 
that’s not good enough.”

Responses from the UK medtech 
industry have been vigorous and 
thorough. ABHI Chief Executive 
Peter Ellingworth and Eucomed Chief 
Executive John Wilkinson wrote to the 
BMJ, responding to its criticisms of 
the regulatory system and the industry. 
� ey noted: “� e EU system is ahead 
in terms of patient access as European 
patients bene� t from the latest in 
safe technology nearly 2 years ahead 
of their US counterparts and up to 5 
years ahead of Japanese patients.”

� ey argued that current reforms to 
the Medical Devices Directive, which 
are supported by the industry, address 
the concerns raised; and that the 
industry’s ethical standards are shown 
by the ABHI Code of Conduct. 

� e letter concluded: “We think 
that much of your criticism of the 
regulatory system and of industry 
behaviour is alarmist and fails to take 
account of both the strong positive 
track record of the medical technology 
industry and the regulatory controls 
applying to it, as well as recent 
developments and reforms which are in 
the process of being made both by the 
authorities and by industry.”

Medical device regulatory expert 
Tarlok Bola noted: “� e key di�  culty 
that exists for manufacturers in 
ensuring compliance is that di� erent 
national CAs are inconsistent in their 
interpretation and application of the 
MD Directive. Sweden’s view of the 
ISO 13485 standard is the most recent 
example of these inconsistencies. � e 
strengthening of the mechanism to 
resolve such inconsistencies between 
CAs is therefore essential.”

Paul Saunders, Account Director 

at recruitment, training and business 
intelligence consultancy Wound Care 
People, added: “� e recent Dispatches 
programme was a sensationalist 
approach to an issue that industry takes 
very seriously, patient safety. If we can 
develop a more proactive, balanced 
approach, then we have a chance of 
people seeing the full picture.

“A possible way to address this is by 
industry helping the consumer and the 
clinicians to understand that there is a 
life-cycle for products from innovation 
to discontinuation. If we can be 
seen as adding value at the top and 
removing outmoded technologies at 
the bottom, then we can start to show 
the improved outcomes and whole-
system bene� ts that these technologies 
bring.”

For more analysis of the regulatory 
issues, see ‘Viewpoint from ABHI’ 
(page 7) and ‘Not mentioned in 
Dispatches’ (pages 8–9).
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Innovation
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Dispatches questions medical 
implant safety

Channel 4’s Dispatches programme
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� e trouble with innovation is that it’s kind of new. Nobody likes that. 
For the medical technologies industry, putting forward solutions that drive 
changes in healthcare delivery is a tough game in a time of economic trouble. 
Is it even worth it?

A recent Channel 4 Dispatches programme used the example of the ASR 
hip replacement to argue that the pace of medical device innovation involves 
too many risks for patients. But these safety issues are not ones about which 
the industry has been either ignorant or complacent. � e pressure for rapid 
innovation in medical solutions comes from the healthcare system and the 
public. Companies have to juggle con� icting customer priorities: we want it 
safer, we want it cheaper, we want it better, we want it now.

Last month, it was reported that an implanted neurostimulation device 
has enabled a young American to walk again two years after his spine was 
broken by a hit-and-run driver. Former baseball star Rob Summers said: “� is 
procedure has completely changed my life. To be able to pick up my foot and 
step down again was unbelievable.” � at’s the other side of innovation.

Our article on page 10 examines the threats posed to medtech innovation 
by healthcare budget cuts and commoditisation. A visit to your local 
supermarket will demonstrate the problem: high-quality and niche products 
are abandoned in favour of what is cheapest and most in demand.

But, as our news section illustrates, the health system can only meet the 
growing demand by developing personalised solutions that empower patients 
to manage their own healthcare. � rough management of the innovation 
process, demonstrating bene� ts to the health system and building new 
solutions through ‘open innovation’, the medtech industry can help to bring 
sustainable health to a far greater number of people.

Innovation is a tough game – but it’s the only game in town.

Chris Ross, Editor

says...says...
Nine medtech industry associations from 
around the world have committed to 
advancing ethical business practices by 
signing a ‘Global Compliance Statement 
on Interactions Between Medical 
Technology Companies and Healthcare 
Professionals (HCPs)’.

� e agreement, � rst signed in 2010 
by US industry association AdvaMed 
and European associations Eucomed 
(for medical devices) and EDMA (for 
diagnostics), now includes another six 
industry associations.

� e extended agreement represents a 
major step forward in the establishment 
of global standards for ethical business 
practices between medtech suppliers and 
HCPs, re� ecting the wordwide reach of 
medical innovation.

� e new signatories are COCIR 
(European Coordination Committee 
of the Radiological, Electromedical 
and Healthcare IT Industry), IMEDA 
(International Medical Devices 
Manufacturers Association) and industry 
associations in Canada, Australia, New 
Zealand and South Africa.

� e nine associations will work 
together to encourage companies to 
adopt compliance programmes and 
policies consistent with the applicable 
industry codes, and to provide guidance 
to companies on ethical business conduct 
relating to interactions with HCPs.

John Wilkinson, Chief Executive of 
Eucomed, said the agreement was “an 
important milestone in our mission to 
provide consistent transparency and 
ethical standards across international 
borders”. He added: “� is is the way 
forward if the medical technology 
industry is to keep on delivering modern, 
safe and e¡ ective medical technology and 
care to patients across the globe.”

Industry agrees on ethical 
practices

BMA calls for ‘integrated’ 
health reform
� e Health and Social Care Bill should 
be changed to reduce its emphasis on 
competition between providers, or else be 
withdrawn, the BMA has said.

In its formal response to the NHS 
Future Forum, the body leading the 
Government’s ‘listening exercise’, the 
BMA warns that its members are seriously 
concerned about the e¡ ects of enforcing 
competition. 

It recommend the development of more 
integrated services based on “more mature” 
commissioning, with greater collaboration 
between NHS providers.

� e BMA calls for a system whereby 
clinical networks of specialists and primary 
care professionals work together alongside 
GP consortia to design patient pathways 
and commission services.

� e submission recommends that the 
primary role of Monitor be amended to 
protecting and promoting high-quality, 
comprehensive, integrated services, not 
promoting competition; and that GP 
consortia should have an explicit duty 
to involve all relevant clinical sta¡  in 
commissioning.

Dr Hamish Meldrum, the BMA’s 
Chairman of Council, said: “We know 
that the NHS has to become more 
e£  cient, and that we need a step change in 
improvements in public health. Increasing 
and enforcing competition is not the 
answer. Instead, we are putting forward 
recommendations that aim to maximise 
the potential for positive change in the 
proposals, by genuinely giving more say to 
patients and to clinicians.”

John Wilkinson

TSB and MRC invest in 
personalised healthcare
Seven major new research projects 
that bridge life science sectors to 
develop innovative personalised 
medicine in the UK will be 
supported by joint funding of £3.7 
million from the Technology Strategy 
Board (TSB) and the Medical 
Research Council (MRC).

Northern Ireland-based 
diagnostics specialist Randox 
Laboratories is among the life science 
companies leading the projects, 
which include developing new uses 
of biomarkers to predict reactions to 
drugs and business models for the co-
development and commercialisation 

of drugs and companion diagnostics.
� e investment is the � rst to be 

made through the new Strati� ed 
Medicine Innovation Platform 
(SMIP), which will oversee the 
investment of over £50 million of 
government funding over � ve years 
to support innovation in such areas 
as tumour pro� ling and biomarker 
development.

Managed by the TSB, the SMIP 
brings together representatives of the 
English and Scottish Government 
health departments, the MRC, 
NICE, Cancer Research UK and 
Arthritis Research UK. Dr Hamish Meldrum
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Drug delivery study 
stresses patient experience
Pharmaceutical and medical device 
companies making combination 
products need to pay more attention 
to patient experience, according to 
a new study by technology design 
and development firm Cambridge 
Consultants.

A survey of healthcare providers and 
over 240 insulin-injecting diabetes 
patients showed that by paying better 
attention to device usability, companies 
could improve patient compliance and 
health outcomes.

The patients surveyed used 
combination products such as injection 
pens and insulin pumps daily. The 
study found that 75% of patients had 
been given a choice of drug delivery 
device; of these, 21% had done their 
own research. Among patients who had 
changed their devices, ‘lifestyle’ factors 
such as discretion and portability were 
the biggest influences. The healthcare 

providers surveyed all believed that 
better device usability improves 
compliance.

“The findings challenge traditional 
industry conceptions about compliance 
and the patient experience,” said 
Melanie Turieo, Human Factors Team 
Leader at Cambridge Consultants. 
“The industry has been good at 
maximising drug efficacy but patient 
experience factors have not really 
been a primary focus. Only now are 
we seeing the patient experience take 
centre stage.

“Drug makers need to realise that 
if you consider the patient’s broader 
needs throughout the development 
process – from conception to design, 
development and commercialisation – 
you are likely to have a more successful 
and effective product, resulting in 
improved compliance and therefore 
improved patient outcomes.”

Eucomed calls 
for eHealth 
‘voice’
European medtech industry 
association Eucomed has called on 
healthcare providers in the EU to 
ensure that electronic healthcare 
(eHealth) has a strong ‘voice’, a 
unified technical framework and 
effective reimbursement.

In its position paper Overcoming 
barriers to eHealth, Eucomed argues 
that the implementation of eHealth 
is a major priority for public health.

Eucomed states that eHealth 
programmes and policies in the EU 
need to meet several major goals, 
including: 

•	 To ensure a framework 
for technical and semantic 
interoperability in the 
health sector that enables 
the standardisation and 
harmonisation of national 
and local eHealth systems.

•	 To ensure a value-based 
reimbursement and funding 
framework that properly 
compensates healthcare 
professionals for the use of 
eHealth technologies and 
remote services.

•	 To establish a leading 
European voice to argue 
the value of eHealth for 
the future of EU healthcare 
systems.

Anna Lefevre Skjöldebrand, Chair 
of the Eucomed eHealth Working 
Group, commented: “eHealth is 
transforming healthcare delivery 
across Europe and it is only a 
matter of time before we drop the 
‘e’ in ‘eHealth’ and view it as the 
benchmark.”

She added that “Eucomed and its 
members will become more involved 
and active in the eHealth arena.”

Genesis DM eHealth monitor

Boston Scientific has won $19.5 
million in damages from Cordis, a 
Johnson & Johnson company, after 
a US jury trial resolved the patent 
dispute over the companies’ small-
vessel stents.

A jury in Delaware, USA, 
determined that the 2.25mm Cypher 
stent for small blood vessels (which 
gained FDA approval in September 
2009) infringed a patent held by 
Boston Scientific for its Taxus Express 
Atom stent (approved a year earlier). 

Boston Scientific was awarded $18.5 
million in lost profits and $1 million in 
royalties. The company had sought $34 
million in damages – more than half of 
Cordis’s $60 million revenue from the 

small-vessel Cypher stent.
Ironically, the original Cypher 

stent was the first drug-eluting stent 
approved for sale in the USA (in 
2003), while the Taxus stent was 
approved a year later after being 
developed to challenge the Cypher 
stent’s monopoly of the US market.

Boston Scientific sued Cordis for 
patent infringement over the similarity 
of their small-vessel stents in 2009. The 
Delaware court has now determined 
that the infringement was both real 
and intentional.

Referring to the extensive patent 
litigation of recent years, the judge 
commented that this could be “the last 
of the stent trials”.

Boston Scientific wins 
stent patent lawsuit

Taxus Express Atom

27 May 2011
Dear Sirs

The report in May’s edition on 
Proact Medical’s NICOM device 
was misleading about the status 
of guidance from NICE’s new 
Medical Technologies Advisory 
Committee.

In March NICE published 
guidance recommending the use 
of Deltex Medical’s CardioQ-
ODM to manage intravenous 
fluids during major and high-risk 
surgery. This recommendation 
is specific to CardioQ-ODM 
and was based on a rigorous 
assessment of a substantial body 
of high-quality clinical evidence 
that using CardioQ-ODM during 
surgery reduces post-operative 
complications and, therefore, 
lengths of hospital stay.

The route to a NICE 
recommendation is transparent: 
manufacturers submit details of 
their product and its evidence base 
and NICE’s committee decides 
whether and how to evaluate 
the product. The process from 
notification of CardioQ-ODM to 
its recommendation took a year 
and involved ten weeks’ hard work 
for a small team, but only modest 
external costs.

The harder and more expensive 
part was, of course, the many 
years spent developing a safe and 
efficacious product that makes a 
real difference to patients and is 
supported by a robust evidence 
base of its clinical and economic 
benefits. We don’t believe there are 
any short cuts, but do believe such 
investment will generate substantial 
returns for those medtech 
companies that are prepared to 
make it. So, if you want to claim a 
NICE recommendation for your 
product, go ahead and get one, 
but only if your product is good 
enough and proven so.

Yours faithfully

Ewan Phillips
Chief Executive
Deltex Medical

Letter to 
Medtech 
Business
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A new blood glucose monitoring 
system that can calculate appropriate 
mealtime insulin doses is now available 
in the UK.

� e FreeStyle InsuLinx Blood 
Glucose Monitoring System from 
Abbott has received CE Mark 
approval.

Designed for people with diabetes 
who use mealtime (rapid-acting) 
insulin, the system has several features 
designed to enable patients to manage 
their condition more e¡ ectively – 
including a mealtime dose calculator 
for insulin, a user-friendly touch screen 
and an automated logbook.

� e FreeStyle Insulinx system also 
o¡ ers USB connectivity, options 
for personalisation and a specialised 
FreeStyle Auto-Assist software that 
provides reports, reminders and 
messages for patients, carers and 
clinicians.

A study foubnd that only 41% of 
people with type 1 diabetes were able 
to calculate an appropriate insulin 
dose with adjustments for both 
carbohydrate intake and blood glucose 
levels.

Dr. David Kerr, Consultant 
Physician at Bournemouth Diabetes 
and Endocrine Centre, Royal 

Bournemouth Hospital, commented: 
“For my patients who require insulin, 
the steps involved in the self-care of 
their diabetes can be complicated and 
overwhelming. Insulin is a powerful 
drug that needs to be dosed accurately 
and carefully or it can lead to 
signi� cant adverse consequences.

“� e introduction of new products 
that are created to make the di§  cult 
task of insulin dose calculation easier is 
important for people with diabetes and 
for their healthcare professionals.”

“� e FreeStyle InsuLinx Blood 
Glucose Monitoring System is a 
signi� cant advance for people with 
diabetes who use insulin,” said Heather 
L. Mason, Senior VP, Abbott Diabetes 
Care. “It has the potential to help 
change the way insulin users manage 
their diabetes, because it has been 
designed to translate glucose results 
into helpful information.”

Blood glucose meter calculates doses

Paediatric CT systems showcased
Paediatric imaging applications of 
computed tomography (CT) scanners 
were showcased by two major 
diagnostic imaging specialists at the 
International Paediatric Radiology 
2011 conference in London.

Toshiba presented the Aquilion 
ONE CT system with dose reduction 
capability and new paediatric software. 
Siemens presented the Somatom 
De� nition Flash with new applications 
for dose reduction.

� e new applications reª ect the 
growing priority of minimising 
children’s exposure to radiation, and 
of avoiding the costs and dangers of 
sedation in very young children.

Toshiba’s Aquilion ONE features 
Adaptive Iterative Dose Reduction 
software, which reduces ‘noise’ to 
increase image quality at a lower 
radiation dose. In addition, the scanner 
can capture a structure up to 16cm 
wide – such as the heart or brain – in 
one rotation, potentially eliminating 
the need for sedation.

� e Aquilion ONE now features 
dedicated paediatric software that 
allows the clinician to set ‘child-sized’ 
examinations by entering the patient’s 
age or weight. A separate Paediatric Kit 

includes a number of child-friendly 
accessories and features, including: an 
audio-visual instructional tool to help 
children maintain breath holds; child-
sized table straps and cushion; and a 
small replica of the scanner to help the 
child understand the process. 

� e Somatom De� nition Flash 
from Siemens Healthcare o¡ ers CT 
scans without sedation or breath holds, 
and with new applications for dose 
reduction. � e system, which uses 
two X-ray tubes and detectors, is the 
world’s fastest scanner. It has been used 
to scan infants in less than 1 second, at 
an X-ray dose of less than 1mSv. Using 
conventional CT technology, the 
procedure would take several seconds 
and require a dose 8–20 times higher. 

� e system has three new dose 
reduction applications:

• � e Care kV function 
recommends the correct 
tube voltage for the patient’s 
anatomy and adapts other 
parameters, allowing the dose 
to be reduced by up to 60%.

• � e Care Child function 
reduces the voltage from its 
usual range (80–140kV) to 
only 70kV.

• � e Sa� re (Sinogram A§  rmed 
Iterative Reconstruction) 
function reduces the time 
required to reconstruct slice 
images, allowing a further 60% 
reduction in the dose.

Somatom De� nition Flash

FreeStyle InsuLinx system

Aquilion ONE
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Portable negative pressure system launched

Ultrasound needle pierces endoscopy market

NICE unsure of whole-body X-ray

The first pocket-sized, portable 
Negative Pressure Wound Therapy 
(NPWT) system is now available 
throughout the EU.

Smith & Nephew’s PICO is a 
single-use therapy for acute and chronic 

wounds, high-risk surgical incisions 
and skin grafts.

PICO combines a disposable one-
button pump with an advanced wound 
dressing that can be worn for up to 
seven days. It allows fluid management 
directly through the dressing, making 
NPWT available to a wider range of 
patients than was possible with canister-
based treatments. 

Preclinical studies have shown that 
PICO delivers negative pressure to the 
wound bed and removes exudates to 
the same extent as standard NPWT. 
The simplified technology means that 
it can readily be applied with minimal 

administration and training. 
“A system like PICO that combines 

the clinical effectiveness of NPWT with 
the known benefits of advanced wound 
care dressings is an ideal solution for 
appropriate patients, especially those at 
high risk in the critical days following 
surgery,” said Professor Donald 
Hudson, Head of the Department of 
Plastic Surgery at the University of 
Cape Town, South Africa.

“PICO opens up some very 
interesting possibilities in treating 
many kinds of small to medium-sized 
wounds in both hospital and outpatient 
settings.”

NEWS  IN BRIEF

Mobile app for NHS Direct
A new mobile app for the Android 
and iPhone enables users to interact 
with the NHS Direct service. 
The free app from Mobikats was 
commissioned by Transform 
Innovation, digital strategy advisers 
to NHS Direct. The user answers 
symptom-related questions and the 
app provides self-care advice, generates 
a call-back from a nurse advisor or 
suggests a course of action.

‘Virtual hospital’ trialled  
in UK
An e-health solution that provides a 
‘virtual hospital’ for patients with long-
term conditions is being trialled by a 
UK hospital trust, which will apply it 
to COPD patients at home. The CSC 
eMEDlink platform enables clinicians 
in primary and secondary care to 
conduct secure, remote audio-visual 
consultations with patients, carrying 
out virtual ‘ward rounds’.

Monitors share patient data
The new Peterborough City Hospital 
is the first UK hospital to install 
the IntelliVue MX800 iPC patient 
monitoring system from Philips 
Healthcare. The first such system 
to incorporate clinical informatics, 
the MX800 iPC facilitates the 
sharing of patient data between 
departments: clinicians can use it to 
access information from other bedside 
monitors or the hospital intranet.

Skin repair spray launched in 
Middle East
ReCell Spray-On-Skin, a regenerative 
therapy for skin damage from UK 
company Avita Medical, has been 
launched in six Arabian Peninsula 
countries. ReCell enables the 
preparation in theatre of a suspension 
of cells derived from a small biopsy of 
the patient’s own skin that can cover a 
wound area up to 80 times greater and 
regenerate skin of normal colour and 
texture.

NEWS  IN BRIEF

A new high-frequency ultrasound 
needle for endoscopy promises to 
improve the diagnosis of cancers in and 
around the gastro-intestinal tract.

The Expect Endoscopic Ultrasound 
Aspiration Needle from Boston 
Scientific has been launched in Europe 
and worldwide.

The needle is used to acquire tissue 
samples for diagnosing and staging 
malignant growths in the pancreas, 
liver, bile duct and intestine.

It combines endoscopic ultrasound 
imaging (EUS), used to produce 
detailed images of soft tissues and 

organs, with fine needle aspiration 
(FNA), used to collect cytology samples 
for cancer diagnosis. 

The Expect Needle has an echogenic 
pattern that aids needle visibility and 
precise guidance. Its cobalt chromium 
material has greater sharpness and 
deformation resistance than traditional 
stainless steel needles.

“Combining EUS with FNA offers 
powerful diagnostic capabilities that can 
help optimize malignancy management 
in the GI tract and inform appropriate 
treatment paths for the patient,” 
said Robert H. Hawes, Professor of 

Medicine, Medical University of South 
Carolina.

“The excellent visibility, sharpness 
and durability of the Expect Needle 
help obtain high-quality diagnostic 
samples easily and efficiently.”

The first draft guidance from the 
new NICE Diagnostics Assessment 
Programme says a new whole-body 
X-ray system has “plausible potential”.

The provisional recommendations 
do not support routine NHS use of the 
EOS Low Dose 2D/3D X-ray imaging 
system from EOS Imaging – but 
recommend its use in research settings 
to explore its clinical benefits. 

The EOS system uses a low radiation 
dose to take 2D X-ray images and 3D 
reconstructions of bones. By scanning 
a line at a time, it allows weight-
bearing images of the whole body to be 
taken. This could assist the treatment 
of orthopaedic patients by showing 
relationships between skeletal areas, 
while cutting patient turnaround times.

Professor Adrian Newland, Chair of 
the Diagnostics Advisory Committee, 

said: “This technology may have a 
number of potentially significant 
benefits for patients, and there is 
evidence to suggest that the system 
does confer some benefits in terms 
of reducing radiation dose. Also, 
simultaneous 2-view imaging may 
permit improved patient throughput.

However, he stated, there was “no 
available evidence” that the benefits 
of using the EOS system translated 
into “health benefits for patients” 
– in particular, no data regarding 
its diagnostic accuracy relative to 
conventional systems – and this, 
“together with the high cost of the 
system”, had led the Committee to its 
provisional conclusion.

Professor Newland added that the 
EOS system has “plausible potential” 
to provide clinical benefits, and NICE 

is recommending further research to 
establish whether it offers better health 
outcomes. Final guidance will be 
published in October 2011.

PICO system

Expect Needle

EOS X-ray
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Skin cancer screening 
with an iPhone
� e � rst mobile-connected 
dermatoscope has been launched in 
Europe and the USA.

handyscope from German company 
FotoFinder is an iPhone-based device for 
mobile skin cancer examinations.

Doctors can use an iPhone, 
handyscope and secure app to capture, 
save and share microscopic pictures of 
skin moles.

� e handyscope device is attached to 
the iPhone and placed directly on the 
patient’s skin. High-resolution mole 
images with up to 20× magni� cation are 
captured and managed in the app and 
can be shown to the patient.

Unlike conventional hand-held 
dermatoscopes, handyscope enables 
doctors to avoid touching the skin and 
to evaluate moles on-screen. � is makes 
home visits more comfortable for the 
patient.

Skin moles can be photographed and 
labelled with patient data and comments. 
� e pictures can be shared with 
colleagues using the iPhone. � is enables 
non-specialist doctors in rural areas to 

carry out initial skin cancer screening.
“We developed handyscope for those 

who want to take pictures of the skin 
and work with them later – doctors 
who miss the ‘capture and save’ function 
when using conventional hand-held 
dermatoscopes,” said Andreas Mayer, 
CEO of FotoFinder.

“For many years we have been 
speaking and publishing on ‘Mobile 
teledermoscopy – melanoma diagnosis 
by one click?’ And now I envision 
that the handyscope will do the job,” 
commented Prof. H. Peter Soyer, 
Dermatology Research Centre, 
University of Queensland, Australia.

German company FotoFinder Systems 
is a global supplier of imaging devices for 
skin cancer diagnosis.

A new imaging technology enables 
cancer researchers to visualise the 
structural and functional attributes 
of tumours in vivo, tracking 
tumour development and the e� ect 
of drug therapies.

� e Vevo LAZR photoacoustic 
imaging system from 
VisualSonics, a subsidiary of 
SonoSite, is now available 
worldwide and could contribute 
to cancer risk reduction, early 
detection and treatment.

� e new system enables 
researchers to observe tumour 
progression from the earliest stages, 
measuring changes in the blood 
� ow and oxygen level in real time.

Crucially, it can be used to track 
the e� ect of a drug on tumour growth 
without reliance on biopsy – o� ering 
a more e�  cient means to screen drugs 
during early stages of research.

� e device sends laser pulses through 
the skin into tissues where they 
are converted into heat, producing 
ultrasonic emissions that are captured 
by a probe and turned into images. 
� is makes visible a wider range of 
cell components than could previously 
be imaged in vivo. Applications 
include targeted imaging of tumour 
biomarkers.

“� e Vevo LAZR is a crucial 
breakthrough, with wide-ranging 
implications for cancer research,” said 

Professor Stanislav Emelianov, 
Department of Biomedical 
Engineering, University of 
Texas.

An early user of the new 
system, David A. Ja� ray of 
the Ontario Cancer Institute, 
added: “Advanced imaging 
technologies like VisualSonics’ 
Vevo LAZR photoacoustics 
system allow our scientists 
to see into the processes that 
sustain a disease like cancer. With this 
knowledge, we can design the next 
generation of therapies.”

SonoSite President and CEO Kevin 
M. Goodwin commented: “We believe 
that the Vevo LAZR system will have a 

strong impact on the discovery of new 
cancer therapies, more e�  cient testing 
of therapies with never-before-seen 
insights into cancer and quanti� ed 
measures of cancer progression, viewed 
from inside the tumour.”

handyscope 

An implanted neurostimulation device 
has enabled a man whose legs were 
paralysed in a car crash to walk again.

Rob Summers, aged 25, was a 
baseball star in the USA when a hit-
and-run driver broke his spine and 
left him with no movement below the 
torso.

� e implantation of a 
neurostimulation device in his 
lower back, followed by two years 
of intensive training, have enabled 
him to stand and even take steps. He 
has also regained bladder and bowel 
control.

� is medical breakthrough 
o� ers hope of restored mobility 
and independence to many people 
paralysed by injury or stroke.

“� is procedure has completely 
changed my life,” said Rob Summers. 
“To be able to pick up my foot and 
step down again was unbelievable, but 
beyond all of that my sense of well-
being has changed.”

� e treatment was the result 
of research funded by the Reeve 

Foundation, which aims to � nd a 
way of restoring mobility to people 
with spinal injuries – such as the actor 
Christopher Reeve, who died in 2004. 

� e neurostimulation therapy 
builds on recent discoveries about 
the role of limb and spinal nerves in 
controlling movement. It proves that 
in humans (as was already known for 
other animals), movement is possible 
without the direct control of the brain.

Professor Susan Harkema from the 
University of Louisville, a neurologist 
involved in Summers’ treatment, said: 
“� is is a breakthrough. It opens up a 
huge opportunity to improve the daily 
functioning of these individuals... but 
we have a long road ahead.”

� ree other neurologists 
commented in � e Lancet that “this 
novel phenomenon of electrically 
enabled motor control” has great 
potential, though further research into 
its applicability is needed. “We are 
entering a new era when the time has 
come for spinal-cord injured people 
to move.”

Spinal implant enables 
paralysed man to walk

VisualSonics poster

Imaging breakthrough arms cancer research
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Many medical technology suppliers 
will have seen the recent media 
coverage surrounding medical device 
regulation. Whilst this may have 
caused some concern, it is important 
that industry continues to explain the 
bene� ts of the European regulatory 
system. A number of the claims made 
during the coverage were alarmist 
and failed to acknowledge many of 
the processes that are already in place 
to ensure that the Medical Devices 
Directives continue to deliver safe 
technologies to patients when they are 
needed. Instead of focusing on a few 
negative incidents, it is important to 
look at the true picture.

Europe is approaching almost 
20 years of proven e­ ectiveness of 
the Medical Devices Directives in 
regulating the safe introduction of new 
medical technology. Established in the 
1990s, the EU system is seen globally 
as one of the best in the world. It takes 
its place alongside jurisdictions such 
as the US and Japan in setting a high 
level of patient safety. 

� e EU system is ahead in terms of 
patient access, getting safe technologies 
to patients ahead of other systems 
around the world. Recent research 
published by Dr Josh Makower shows 
that the regulatory process in Europe 
delivers treatments to patients faster 
than the US and Japan while not 
compromising patient safety.

Any system that regulates rapidly 
developing technologies such as 
medical devices needs to be revised 

periodically. � e original device 
legislation has been updated on 
several occasions. A further revision is 
currently under way – a fact that was 
virtually ignored in recent coverage. 
� e anticipated reforms address many 
of the criticisms that were raised 
including the designation and control 
of Noti� ed Bodies, the availability 
of information and the post-market 
follow-up. 

� e medical technology industry 
has consistently supported the need 
for regulation and we have argued in 
favour of the reforms. We think the 
evidence shows that the Directives 
fundamentally o­ er the necessary 
balance between protecting public 
health and allowing new medical 
technology onto the market. We 
agree with the Commission and 
Member States in that we see no need 
for radical change to the underlying 
regulatory system, but at the same 
time recognise that the system 
should evolve to introduce speci� c 
improvements including overall 
management and co-ordination by the 
Member States’ competent authorities. 

No-one would sensibly maintain 
that the introduction of medical 
technology is without risk or that 
unforeseen adverse events cannot 
occur. Regulation has to maintain a 
balance between the need to avoid 
inappropriate or defective products 
being introduced to the market and 
the need to avoid unnecessary delay 
in making available to clinicians and 

patients new products that can save 
and enhance the quality of lives. 

Criticism also touched on the 
relationships between the medtech 
industry and clinicians. ABHI has 
for many years operated a Code 
of Business Practice, which was 
comprehensively revised in 2008 in 
conjunction with the revision of a 
similar Code of Practice operated 
by Eucomed. � ese codes lay down, 
in strict terms, the way in which 
manufacturers and suppliers should 
interact with health professionals and 
purchasers of medical technology. 
It is a condition of membership 
of both ABHI and Eucomed that 
members adhere to these Codes, 
which are aimed at establishing 
and maintaining high standards of 
business ethics.

ABHI has been responding to 
media coverage and will continue 
to defend industry against criticism. 
Over the coming months we will be 
working to ensure that medical device 
regulation and its role in delivering 
safe technology to patients in a timely 
manner is fully understood.

What next for the NHS 
reforms?
� e Government’s Health and Social 
Care Bill ‘Listening Exercise’ came to 
a close on May 31, meaning there will 
probably be a report to Cabinet in 
June prior to a formal announcement 
of any changes and a new timetable for 
the reforms.

� e ‘Listening Exercise’ was the 
Government’s response to opposition to 
the planned changes. � e NHS Future 
Forum, a group of around 40 experts 
recruited to co-ordinate the exercise, 
held hundreds of sessions across the 
country to give people the chance to 
tell the Government what they think of 
the proposed reforms. 

Once this group reports back, the 
Government will have to decide what 
to do next and formally respond. If the 
Bill is to undergo signi� cant changes, 
the likelihood is that it will go back to 
a Commons committee for scrutiny by 
MPs before it moves to the House of 
Lords. � is delay means it is unlikely to 
become law before early 2012. 

ABHI continues to ensure that 
industry is well represented throughout 
this process. We took part in a number 
of listening sessions and provided a 
formal submission to the ‘Listening 
Exercise’. We will continue to keep 
members up to speed on the changes as 
the legislative framework develops. 

ABHI’s Summer Dinner and 
Networking Dinner will look at the 
NHS reforms in greater detail. We 
will be joined by Health Minister 
Earl Howe, new head of the NHS 
Confederation Mike Farrar, former 
health minister Lord Hunt and Health 
Service Journal columnist Michael 
White. 

You can register to attend the ABHI 
dinner at: https://www.abhi-events.
org.uk/abhi/45/home

Bene­ ts of the European regulatory system

Viewpoint FROM 

MEDTECH

For more from ABHI visit: www.abhi.org.uk
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If the regulatory system in Europe is 
to improve, a number of factors are 
needed. � ere has to be a mindset 

among all manufacturers to fully 
comply with or exceed the essential 
requirements of the directives. � ere is 
a need for more clinical investigations 
(both pre- and post-market), especially 
for higher-risk devices; and for greater 
transparency about the classi� cation 
and presence on the market of all 
devices, especially higher-risk ones. 
� e regulations should be enforced 
in an appropriate and proportionate 
way, with due regard to economic cost 
and the public health interest. Finally, 
all medtech industry representatives 
and other stakeholders need to work 
at improving the medical device 
directives, including the In Vitro 
Diagnostics Directive (IVDD).

Not the whole story
So there is work to do to make the 
medical directives ful� l their intended 
purpose – but Channel 4’s emotive 
� e Truth About Going Under the Knife 

missed out the numerous actions 
currently in train to improve this 
situation, both in Europe and beyond. 
� e programme’s major omissions are 
worth noting.

� ere was no signi� cant discussion 
of the extensive pre-clinical tests 
undertaken by responsible implant 
manufacturers, such as � nite element 
analysis, tribology testing, accelerated 
life testing, destructive testing, 
non-destructive testing, precision 
measurements, biocompatibility, 
toxicology and animal work.

It was not mentioned that the 
products cited in the programme 
were all placed on the market before 
the mandatory implementation of 
Directive 2007/47/EC on 21 March 
2010 that revised the main device 
directives. � ere was no substantive 
mention or discussion of this recent 
revision, which:
• demands better compliance with 

the essential requirements (ERs)
• demands more clinical 

investigations for all products, 

except where their omission can be 
scienti� cally justi� ed

• demands more transparency for 
higher-risk products, especially 
with regulators and in regard 
to product vigilance measures 
including recalls

• demands more scrutiny by 
competent authorities when 
biologics, medicines or human or 
animal tissues are incorporated 
into medical devices

• has generally increased the 
expectations that competent 
authorities (CAs) and 
noti� ed bodies (NBs) have of 
manufacturers, especially in design 
and post-market surveillance 
activities

• has led CAs to demand improved 
performance and standards from 
NBs.

� ere was also no substantive 
mention or discussion of the current 
fundamental review of the directives 
known as the Recast. � e Recast 

reinforces all the above points, and is 
encouraging a very wide consultation 
process. Suggestions made include 
using the Central Management 
Committee to provide better co-
ordination and consistency across all 
EU regulators, both CAs and NBs.

Nor was there any substantive 
mention of the UK Bribery Act 2010 
(though the programme questions 
ethical behaviour in the industry) or its 
international equivalents, or of industry 
codes of business practice such as the 
one long established by ABHI and 
Eucomed.

Dispatches did not refer to the Global 
Harmonisation Task Force (GHTF) 
move to become a regulator-only group 
in preparation to ensure its greater 
in� uence in the drafting of appropriate, 
proportionate and cost-e� ective 
medical regulations all around the 
world (many of which are based on the 
EU model).

� e programme also did not 
acknowledge that other countries, 
such as those in MEDA (including 

Channel 4’s Dispatches programme on medical implants did not show how 
European medical device regulation is changing. Trevor Lewis argues that the 
medical devices directives are a work in progress, and that following the recent 
revision of directives, industry needs to be aware of their impending recast – 
which will have long-lasting and potentially fundamental e� ects.

Not mentioned 
in Dispatches

Not mentioned 
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Algeria, Egypt, Israel, Jordan, Lebanon, 
Morocco, Palestine, Syria, Saudi Arabia 
and Tunisia), have closely examined 
the directives for adoption. Turkey has 
already done so in preparing to enter 
the EU. � ese countries have all opted 
to adopt the EU system or a close 
equivalent.

Finally, there was no clear and 
simple graphical representation to 
put the relatively small number of 
non-conforming products into the 
perspective of the huge number of 
devices that save lives and extend life in 
years, all over the world, without fault 
or concern.

Keeping a balance
Industry should not just believe that it 
will all come right in the end. ABHI 
and Eucomed have been telling their 
members for some time that there 
could be signi� cant opposition to the 
Recast from a minority who think it 
does not go far enough. However, few 
predicted such a depth of interest in, 
and attack on the fundamentals of, the 
‘New Approach’ directives from various 
quarters – including the recent articles 
in the British Medical Journal (BMJ) 
related to the Dispatches programme, 
the withdrawal of ISO 13485 for 
quality management by Sweden, 
and the objection by the European 
Commission to the use of ISO 14971 
for risk management of medical devices 
as a harmonised standard.

All medical technology companies, 
especially SMEs, need to get involved 
in regulation and look after their own 
and their patients’ best interests. Some 
past directives, especially environmental 
ones, have changed in the last stages 
of their tortuous route through the 
European legislative process at the 
European Parliament and Council 
of Ministers. Companies must take 
nothing for granted and keep lobbying 
and putting their case forward until the 
� nal ink of the acceptable transposition 
document is very dry indeed.

Studies have shown the European 
system to be just as e� ective as the US 
Food and Drug Administration (FDA) 

approach. Indeed, the FDA recently 
mooted a ‘Class IIb’ approach with 
more emphasis on design scrutiny and 
use of clinical investigation as part of 
the pre-market clearance approach, 
mimicking the Class IIb approach in 
Europe. A recent US research study by 
Dr Josh Makower indicates that the 
EU system helps to deliver innovation 
to the market more e�  ciently than the 
US system – without compromising 
patient safety. Indeed, a substantial 
majority of companies surveyed in 
the US considered the EU regulatory 
experience much better than its US 
counterpart.

Over-regulation denies patients the 
bene� ts of innovation – a situation 
much reported during the 1990s, 
when FDA Commissioner Dr David 
Kessler adopted a very tough stance. 
� e Wilkerson Group report of June 
1995, Forces Reshaping the Performance 
and Contribution of the US Medical 
Device Industry, is useful in this context. 
During the Kessler years, more than 
100 products were denied to US 
citizens while being used safely in the 
EU and in other jurisdictions. � e 
report provided useful statistics on the 
bene� ts of medical devices that we 
should keep in mind and promote to 
the general public.

� e need for evolution
While claims that the Dispatches 
programme was unnecessarily alarmist 
are justi� ed, it is still true that all 
stakeholders can do better – and 
indeed, the process of improving the 
system through the revision and Recast 
of the directives is well under way. 
� e need is not for undue attention 
to Dispatches, but for focus on the 
vitally important Recast currently 
being discussed. We are clearly at an 
important time in the history of EU 
medical device legislation: the Recast 
will a� ect all devices and all patients for 
a long time to come – probably for 15 
years, maybe for 20. It is not something 
the Commission will want to repeat in 
a hurry either – as was indicated by the 
Commission’s Director of Consumer 

A� airs, Jacqueline Minor, 
when she said “We don’t 
want to do it again” at 
a conference in Brussels 
earlier this year.

Some protagonists, 
including those writing 
for the BMJ, appear to be 
comfortable suggesting a 
pharmaceutical approach 

to medical device regulation – 
including the much vaunted (but often 
inappropriate) use of extensive double-
blind randomised clinical trials as the 
central requirement for regulatory 
clearance. But a more measured and 
cautious approach is required in the 
best interests of patients, so they can 
receive cost-e� ective innovations in 
a timely manner. � e highest-risk 
products must be subject to the most 
rigorous requirements and extensive 
clinical investigations – but this is 
actually a minority of devices, probably 
fewer than 10%. Most medical 
devices can be adequately tested 
with small-scale comparative clinical 
investigations and extensive pre-clinical 
testing and simulation. An extensive, 
comprehensive scienti� c literature 
search and report by an appropriately 
quali� ed person is always required.

� e current position that the 
medical device regulatory world � nds 
itself in causes me much concern. 
� e focus should be on making the 
current system more productive and 
more rigorously used and enforced, 
not reinventing it. In Europe, while 
our medical device regulation is 
long-established, it can be improved. 
If we do not collectively evolve it 
further we risk losing a really good 
system – and doing so mainly because 
too many stakeholders (CAs, NBs 
and manufacturers alike) have not 
rigorously implemented them. We 
need a mix of sticks and carrots to 
improve the unfortunate perception 
that programmes like Dispatches create 
in the minds of consumers.

Most important of all, if industry 
and regulators do not make good 
progress in the next few years then 
a worse alternative is very likely: 
that those currently demanding a 
prescriptive and draconian style of 
regulation, with excessive demands and 
requirements, will prevail.

Trevor Lewis is a medical device 
regulatory expert and Principal 
Consultant at Medical Device 
Consultancy (MDC).

MEDTECH

ABHI comments

Peter Ellingworth, Chief 
Executive of the Association of 
British Healthcare Industries 
(ABHI), commented:

“All patients should be 
able to feel con� dent that the 
medical devices used in their 
treatment are of the highest 
quality and safety. At the 
same time, patients need to 
be assured of timely access to 
medical technologies that can 
allow them to live healthy, 
productive lives.

“Europe is approaching 
almost 20 years of proven 
e� ectiveness of the Medical 
Devices Directive in regulating 
the safe introduction of new 
medical technology. ABHI 
has consistently supported the 
need for regulation of medical 
technology, and we argued in 
favour of the reforms currently 
proposed by the Commission 
and some Member States.

“� e anticipated reforms 
address most of the 
criticisms raised by the BMJ 
and the TV programme 
Dispatches with regards to 
the regulatory framework: 
overall management and co-
ordination of the system by 
Member States’ Competent 
Authorities, designation and 
control of Noti� ed Bodies, 
availability of information 
and requirements for pre-
market testing and post-
market surveillance.”
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� e medical technology industry 
is increasingly under pressure to 
justify the value of the innovation 
it provides to healthcare systems 
around the world. Companies need to 
respond to this pressure by increasing 
their capabilities to manage a wider 
variety of stakeholders, improving 
the robustness of their innovation 
pipelines and managing the process of 
innovation throughout the company. 

Warm words
A quick search of the websites of some 
of the world’s biggest medical device 
and diagnostics companies in 2011 
allows no doubt that innovation is 
deeply scripted into the hearts and 
minds of the industry:
• … bringing innovative ideas, 

products and services to advance 
the health and well-being of people 
(Johnson & Johnson)

• … a global leader o� ering 

innovative products and solutions… 
(3M)

• … to continuously develop 
innovations... (GE Healthcare)

• Our innovations combine state-
of-the-art… solutions (Siemens 
Healthcare)

• … global healthcare products leader 
dedicated to innovation (Covidien)

If is is so vital, why has there lately been 
so much anxiety in the industry about 
the prospects for innovation?

Increasing pressure
Healthcare costs have risen steadily 
and faster than overall GDP over the 
past 50 years or so (see the OECD 
Health Data, October 2010). � is 
growing burden on public spending 
has been exacerbated by weak 
economic performance in recent years. 
Healthcare budget constraints imposed 
by governments around the world 

have resulted in pressure on device 
manufacturers to justify the value of 
new products.

New is not necessarily innovative. 
Like-for-like replacement of older 
versions of a product with newer 
ones is experiencing pushback on 
pricing. Improved and advanced 
solutions that are ahead of their 
time, economically viable, possessing 
widespread appeal and like nothing 
done or experienced before require 
validation and justi� cation in terms 
of patient outcomes and health 
economics.

� roughout the world, new policies 
and regulations are being set up to 
allow a better understanding of the 
value of innovation to the healthcare 
system. Comparative e� ectiveness 
research, Health Technology 
Assessment (HTA) and cost-
e� ectiveness are some of the tools that 
are being explored to this end.

� ese are the brutal facts of 
the pressures faced by healthcare 
innovation. In the light of this 
increased scrutiny, what should medical 
technology companies do to rise to the 
challenge?

Towards a new dynamic
Living up to the new reality requires 
companies to press ahead and go much 
further in expanding their innovation 
abilities and � nding even smarter, more 
di� erentiated ways of o� ering both 
incremental innovation (developments 
of existing technologies that further 
advance existing healthcare solutions) 
and disruptive innovation (radically 
new technologies that create new 
healthcare solutions).

Insight into the company’s own 
value drivers of innovation can 
release untapped potential. However, 
an internal focus is not enough. 
Expanding our understanding of the 

� e pressures of healthcare cost-cutting and commoditisation threaten the 
vital role of product innovation in taking healthcare forward. Claudia Graeve 
looks at how the medical technology sector can rise to the challenge.

Innovation in danger
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