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Committee on the Safety of Devices 
 

7 July 2011 
 

MHRA, 151 Buckingham Palace Road, London, SW1W 9SZ 
 

MINUTES 
 
Attendees  
 
Visitor MHRA 
Professor Brian Toft Professor Alasdair Breckenridge 
 Dr Susanne Ludgate 
CSD Members Dr Nicola Lennard 
Dr John Perrins (Chair) Mr Jonathan Plumb 
Mr Guy Alexander Mr Tony Sant 
Dr Steve Bennett-Britton Mr Philip Grohmann 
Dr Graham Brown  Mr Mike Peel 
Mr Bernard Chang Mr Andrew Crosbie 
Mr Christopher Earl Ms Valerie Field 
Dr Karen Facey Dr Catriona Blake 
Mrs Christine Glover Dr Crina Cacou 
Professor Stephen Halloran Mr Steve Owen 
Mrs Rosalind Ham Ms Clare Huntington 
Dr Richard McWilliams Mr Paras Shah 
Dr Sheila Peskett Mr Stephen Lee 
Dr Paul Rylance Ms Mel King 
Dr Mike Simmons Mrs Daniella Smolenska 
Dr Peter Thornton Mrs Marie Wade (Minute-taker) 
Dr Carl Waldmann Mrs Carol Lowry (Minute-taker) 
Mr Timothy Wilton  
Dr David Sandeman  
  
Devolved Administration Industry 
Dr Martin Donnelly (NI) Mr Michael Kreuzer (ABHI) 
Dr Sara Hayes (Wales) Mr Nigel Brassington (SDMA) 
Mr Peter Phillips (Wales) Mr Terry Prodger (BDTA) 
Mr Andrew Wong (Scot) Mr Malcolm Carlisle (ABHI) 
Mr James White (Scot)  
 
1.  Welcome  
 
The Chairman welcomed everyone to the meeting and thanked them for attending.  
He reiterated again how important it was for members to attend the meetings. 
 
2.  Apologies  
 
Apologies had been received from Professor Ellis Downes, Professor Simon Kay, 
Professor Ian Kimber, Professor Kent Woods, Dr Mike Gammage, Professor Sue 
Hill, Dr Beverley Norris, Dr Sara Davies; Mrs Mary Hinds, Mrs Doris-Ann Williams. 
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The Chairman welcomed a new member to the CSD, Dr David Sandeman. 
 
3. Honours 
 
Professor Kent Woods was awarded a Knighthood and Professor Ian Kimber was 
awarded the OBE for work on this Committee and for other activities.  Well done to 
both. 
 
4.  Minutes of last meeting 
 
The minutes of the last meeting (19 November 2010) were agreed, as written, by the 
Committee. 
 
5. Matters Arising/Action Points  
 
Action points from the previous meeting were addressed in the agenda for this 
meeting. 
 
PIP Breast Implants.  The gel filling that had been picked up by the French as not 
being up to specification, also felt that there were dangers with it. MHRA undertook 
our own toxicology tests and we were very reassured and sent round messages 
accordingly to the appropriate Clinicans and Professional Bodies. 
 
There is to be a full update on the Medical Devices Driving Licence at the next CSD 
meeting. 
 
6. Conflict of Interest: Reminder  
 
The Chairman reminded attendees to declare any conflicts of interest. 
 
 
7. Main Items 
 

Regulatory Issues – Professor Brian Toft 
 
i. The Chairman introduced Professor Brian Toft to the group.  He is a Professor 

of Patient Safety and is the Chairman of the NPSA External Reference Group 
for Safer Neuraxial Devices.  Professor Toft contacted the MHRA expressing 
concern about the CE marking process, and offered to attend a CSD meeting 
to discuss these.   

 
 The Current Regulatory System:  Fit for Purpose?   

 
Professor Toft gave a presentation on the current regulatory system – fit for 
purpose?  His response was, it is yes for people who follow all the rules and 
no for the people that just do the paperwork and move on, hiding under the 
CE marking.   
 
Some People think that if a device is CE marked it must be safe to use.   
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He went on to say That the evidence that devices produced are not always up 
to standard comes from a study saying “…in this instance the CE mark as 
applied to this category of instrument has not guaranteed the safety of the 
expected performance requirements of the instruments in question”.  A further 
quote from 2004 “…these facts suggest that the present mechanism, a CE 
marking for control and quality of suitability of this particular product in the UK 
may not be sufficiently robust…”  A further study in 2005 “…it is apparent from 
this study that at present there is no guarantee that a single use instrument 
will be of an acceptable standard when used even if they carry a CE mark”. 
 
Barts and The London Hospital did a study, looking at 4,800 directly.  15% 
had potential problems which could have been revealed in surgery.   “We 
have found a significant number of cases where new instruments did not 
appear to meet appropriate standards…” 
 
Data from every surgical instrument tested by Barts and The London Hospital 
over the past year has been sent to MHRA.  MHRA requested and has now 
got some data on instruments that have been rejected by Barts and The 
London. 
 
Three points were made here: 
 
• It is important that medical devices are safe and fit for purpose. 
• The CE marking provide smoke-screen for faulty and dangerous 

devices that place patients and surgeons at risk. 
• Class I surgical instruments can be marketed in the EU without control. 
 
This is not just a UK problem, this is a world wide global problem that needs 
to be dealt with.  
 
The NPSA are moving from Luer to a non-Luer situation.  They are moving 
from intravenous Luers and Neuraxial work to Luers for intravenous work and 
non-low for the back. 
 
The Chair went on to say that Professor Toft very clearly represented the 
dilemma that faces Regulators and similar, a device is a regulated device, 
purchased by other people, is used by other people, and really all that actually 
matters is what finally happens to the person on whom it was used, or the way 
it was used. It is very frustrating when clearly things don’t seem to work in the 
way we would wish and there have been many examples of problems like this 
throughout the life of the CSD.   
 
Following the presentation, committee members raised a number of 
questions.  In summary, these were: 
 
• The question was asked as to whether the Recast Directive can address 

this question?   
The Directive’s aim quite clearly is to ensure that a medical device is as 
safe as it can be consistent with its purpose.  Inevitably nothing is 100% 
safe.  The Directives are about trying to get the balance between 
performance and safety for the user and the patient.  The primary issue to 
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be addressed is the way the Directives are policed and enforced.  There is 
still substantial progress that can be made in the next revision of the 
Directives, in tightening up the process rather than fundamentally 
recasting the process. 
 

• Does tightening up include changing surgical instruments from being Class 
I to Class II? 
The term “tightening up” was in the process of the Notified Body control, in 
the activities of national authorities themselves, ensuring resources are 
given to this area.   

 
• Is it the impression that the Commission has an appetite to change? 

Yes, the Commission is completely committed and they clearly want to 
ensure that all the new approach Directive of which the Medical Devices 
Directives is one works as effectively as it can.  All analyses which has 
been carried out by Member States and the Commission, Industry, Patient 
Groups, Professional Groups, come up with a good consensus of what the 
problems are, which are as previously described, is in terms of making the 
system work as it should work.  The main objective of the revision exercise 
will be addressing those issues and resourcing is also going to be a big 
issue. 
 

• We need regulations around who checks devices when they are coming 
back into the country?  Not just the Notified Body. 
Complexity of the process was talked about and interest was shown as to 
understand whether we are maximising evidence throughout this.  It is 
concerning that we have the NPSA, CSD, now NICE’s Medicial 
Technology Evaluation Process.  Reassurance is needed that evidence is 
coming into one place so that we are getting a very clear picture of what 
might be happening.  MHRA are doing that and we are promoting 
ourselves as the place people should come to, to report adverse events.  
Adverse events will be investigated by MHRA provided we have the facts. 
 

• It is understood that the CE mark is applied by the manufacturer, concern 
was given regarding distributors.  Is there no quality assurance carried out 
by the manufactures before they are distributed to the hospitals?   
Most instruments in the hospitals are old instruments, have been there for 
many years.  
  

• What is the difference between an instrument that may have been used on 
a daily basis for 5 years, and a new instrument; and is there any difference 
between the quality of a brand new instrument and an older instrument?   
The clear answer to the question is yes.  The quality of the instruments 
that are in use new and old will probably be 100% reliable. Information is 
collated between what was done from a tonsillectomy point of view, and 
then Bart and The London’s work on new reusable instruments coming 
into the hospital, It is known from the single tonsillectomy issue that you 
can arrive at a high quality instrument as single.  In a hospital that doesn’t 
have the same system as Barts and The London, new instruments coming 
in has replacements coming in infrequently, therefore the chances of 
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getting a bad one is a percentage of the error rate in those instruments 
arriving in the hospital.   
 
If the error rate is 15 out of 100 instruments, then the chance of getting a 
bad one is 15 out of every 100 ordered, and when you only order one.  
When it arrives in the hospital it is defective immediately or because of its 
errors, but at that point it is recognised as one incident and manufacturers 
would say they will give you a replacement on the basis of that defect.  
The chances of getting a further bad instrument is again a reflection of the 
original defect rate so you are more likely to get a good instrument.  
Ultimately over time you acquire a set of instruments that are reliable and 
therefore those in use are more likely to be 100% reliable as opposed to 
the new ones that are coming in.   

 
• When does the manufacturer’s responsibility for the device stop? 

If the manufacturer is selling a reusable device it should include all the 
instructions needed for the user to be reprocessed, sterilise etc., so that it 
is fit for purpose again.  If there is expected life of a device, then the 
manufacturer should specify what it is and at that point his responsibility 
ceases.  Industry generally do not specify life expectancy of devices 
consistently and that could be a problem.  This is something that has been 
discussed regarding the recast. 

 
• Is there a mechanism by which people can influence in any way which 

category surgical instrument fall into as medical devices because it is an 
astonishing fact that they don’t seem to be even remotely related to 
implantable devices necessarily.  Surgeons have no control over what 
those instruments are like? 
Devices are currently classified according to a series of rules which are set 
out in law.  They are all inherently risk-based and it is possible for a group 
of devices to change classification by changing some of those rules.  
 
The Chairman thanked Professor Brian Toft for coming and presenting to 
the meeting.  
 

ii. Recast of the Directives – Steve Owen 
 

Steve Owen gave a presentation on the main areas to be addressed by the 
recast of the Directive. 
 
He explained that the Commission has been considering revising the Medical 
Device Directives, and the In Vitro Diagnostic Directives now for a number of 
years and has been working both independently and with member states to 
identify the problems, and identify improvements that could be made.  The 
Commission is expected to produce formal proposals early in 2012 at which 
point the negotiations in the working groups will commence across all 27 
member states.  Changes hopefully will take affect around 2016.  The priority 
areas that the UK have identified, and identified as being key by all other 
member states of the Commission are: 
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• Notified Bodies: (responsible for assessing the conformity to the 
regulations for the manufacturer and his devices – Class IIa, IIb and III 
devices before they get on the market have go through a Notified Body 
assessment).  We need to be more specific about skills, expertise, length 
of time involved in that particular technology). 

• Greater central oversight of NB designation and monitoring:  Perhaps 
member states with a better track record etc. can oversee and help those 
countries which are not so advantaged. 

• Peer review of the Notified Bodies and Designated Authorities who are 
responsible for them. 

• Post Market Surveillance: conducted in all member states.  However when 
something goes wrong, it is important that information is shared effectively 
and efficiently, problems analysed properly and decisions made rationally.  
Any action taken is taken consistently across the board.  We need to 
clarify the roles and responsibilities of manufacturers and Notified Bodies 
in post-market responsibilities.  Currently the Directive says the 
manufacturers should have in place a systematic process to gather 
information in closed production phase.  No such direction in place 
regarding Notified Bodies. 

• Effective system for ensuring that the Directives are consistently 
interpreted and implemented across the EU.  This is not the case at the 
minute. 

• Resourcing the system:  Every change made to the Directives will have a 
cost.  We will not be able to continue working at our current level.  
Consideration has to be given to alternative funding streams. 

 
Additionally, the UK has been pushing for manufacturers to put more 
information about their devices into the public domain when placing their 
products on the market.  A lot of that data should be around the clinical data 
that the manufacturer is relying on as a means of showing his device does 
what he claims it does.  
 
Another serious problem has been in the area of Distributors and Importers 
where the Directives are not very precise at all as to what, if any, regulatory 
responsibilities Distributors and Importers have.  The next revision should 
address this issue. 
 
Following the presentation, committee members raised a number of 
questions.  In summary, these were: 
 
• Under compulsory designation criteria would that stop stamping on 

scissors made in Pakistan, made in Germany?   
The idea that manufacturers put them into a different category, and can 
have the same item listed as a different level in one place than somewhere 
else, seems to defeat the entire purpose of the exercise. 
 
The Compulsory designation criteria for Notified Bodies is designed to 
ensure that the Notified Body has the skills and expertise.  In terms of 
separate bags for the market, different economic areas have different 
regulatory requirements. 
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• Can you explain why we cannot control the distributors of medical devices.  
We control the distributors of pharmaceuticals.  We are aware that in the 
country there are too many distributors of pharmaceuticals and are trying 
to reduce them.   Why can we not do the same with medical devices?  
 
The two systems are totally different.  Currently the Directive does not: 
- define who those people are; and 
- it does not place upon them clear obligations or responsibilities. 

However it is hoped that the next revision shall address these issues. 
 
The Chairman thanked Steve Owen for his presentation and asked CSD 
members who want to put their thoughts, wishes etc. about the recast to 
please e-mail them to John Perrins (jp@johnperrins.com)  
 

iii. Update on Compliance Issues – Steve Owen 
 

Steve Owen reported that following the Hampton Report in 2005, and as a 
reaction to resource pressures, we in the MHRA are trying to refocus our 
enforcement activities to address the higher risk issue such as those areas 
with higher risk devices with potential for serious health or safety issues, or 
where serious health and safety issues have actually arrived.   
 
If we get a complaint it will be subjected to an initial risk assessment, based 
on the classification of the device whether a serious health or safety issue 
arose or could arise, etc. This pushes you either to a presumption that you are 
going to investigate more aggressively or maybe do nothing at all, or to take a 
lower profile of it.  A variety of checks are then conducted and the risk 
assessment is firmed up.  On the basis of the final risk assessment it is 
decided whether we are going to investigate actively and if so it is allocated a 
priority and resources are determined.  
 
This year, April and May, 25 new cases have been opened compared to the 
previous year where 20 new cases per week were opened.  All of this is 
geared towards complaints coming into the Agency.   
 
At the same time the Agency is conducting more focussed inspections on the 
basis of intelligence from, for example, the Adverse Incidents reporting 
system.  The problem will be identified either with a particular device or more 
likely a class of device.  It is then decided whether or not we need to run a 
focussed inspection of all of those products in the UK.  Focussed inspections 
will be very focussed on the areas of concern. 
 
It was suggested that one of the Compliance cases could be placed on the 
CSD Audit process next year.  Perhaps Compliance could take the CSD 
through an example of one of the cases at a future CSD meeting to show us 
how the process works. 
 
Action: The Chairman advised that the CSD intends to carry out an audit-like 
process both on adverse incidents and these compliance cases. 
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iv. Problems with over-the-counter devices with particular reference to 
Instructions for Use – Professor Steve Halloran/Steve Lee 

 
Professor Halloran explained that once clinical analysis moves out of the 
laboratory, out of the hands of experts, it presents challenges.  MHRA and 
predecessor the MDA have done a fantastic job in addressing issues related 
to that and particularly in getting the clinical laboratories to take responsibility 
for what they are testing.   
 
Moving to home care testing and over-the-counter devices, the challenges are 
different.  In April the Which organisation produced a report looking at a 
number of home testing devices, consulted with various professionals and 
highlighted some substantial issues.  
 
Steve Lee’s presentation then started with the definition in the IVD Directive 
about devices for self testing, such as over-the-counter tests, self tests and 
home tests.  We are not talking about Point of Care Tests and we are not 
talking about testing services.  It is not the tests ordered for patients, it is the 
tests you would do on yourself.  HIV tests are not available in the UK because 
there is a set of regulations which prevents that.  The Instructions for Use 
were not very clear on this self test kit.  Professional use test kits have been 
sent to people over the internet as self tests and have been inadequate.   We 
address compliance issues that we see and we try and take action including 
internet sales In addition, the Which report described some Instructions for 
Use as confusing and unduly frightening. 
 
MHRA have seen very few adverse incidents that have come from users, 
healthcare professionals.  However when you come to tests which come from 
manufacturers, since 2007 we have had 1,500 individual reports although all 
about blood glucose meters. Of those 1,500, there were three problems: 
problem with the display, units of measurement and imprecision. 
 
Gary Thorpe was asked to do a study and his basic conclusion was the 
usability of the Instructions for Use could be improved.   
 
Steve Lee made two proposals at this point: 
• Set up a working group to give better guidance to users on how to choose 

a self-test device.   
• Look at the need for guidance to industry and Notified Bodies.   
 
He mentioned that the working group has started to come together and has 
already had a meeting. The working group currently consist of: Stephen 
Halloran, Mike Simmons, Christine Glover, Geoff Crawford and Peter 
Thornton.  They have also invited Danielle Friedman from the Royal College 
of Pathologists (who was one of the authors of the Which report) and Doris-
Ann Williams from BIVDA. 
 
Steve Lee asked If there are any other members of the CSD who would like to 
contribute to this working group, to let them know. 
 
Adverse Event Reporting System 
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v. Background and changes to the Adverse Incident reporting System - 

Tony Sant/Valerie Field 
 

Tony Sant gave a brief background and mentioned that significant changes 
were made to the adverse incident processes, and explained where the 
changes were made and why, also what they hope they will achieve.     
 
There is an increased number of reports coming through and with financial 
constraints we need to reduce our resources over 3 years to a significant 
degree.  We need to focus our activities on those areas where we could make 
the biggest difference in public health.    
 
When an adverse incident come in to us it is put into our adverse incident 
tracking system database.  Every event is put through a Pre-Triage process 
then given a recommendation, categorising any event into one of three 
investigation levels.   
 

• Specialist – where the input of a device specialist at the early stages is required to 
gather information so the specialist can move the incident forward.  

• Monitored- equally as important as the specialist but where a more automated use of 
templated letters can extract the information initially and then pass this information to 
the specialist for review and decision. 

• Trending & Surveillance- equally as important as specialist or monitored but 
immediate action not considered necessary because e.g.: 

o there is insufficient information available-device discarded or manufacturer 
unknown 

o we would expect some incidents but need to monitor if numbers are increasing 
etc. setting trigger points 

 
Pre-Triage and Triage – Valerie Field:  Valerie Field explained that Pre-
Triage has replaced the previous initial risk assessment process known as 
iRAMP.  iRAMP used several different assessment grids dependent on the 
device.  We have replaced this with a single  flow chart, which, together with a 
pre-triage  spreadsheet, determines the  recommendation from the Pre-Triage 
group for either specialist, monitored or Trending and Surveillance 
 
These choices no longer look at just the seriousness of the incidents but the 
most appropriate way of using our resource to make the most impact.   
 
Incidents are then passed to Triage. This involves Clin, senior managers and 
senior device specialists from the technical units who assess incidents that 
have arrived through the flowchart. from pre-triage. Triage meets daily to ratify 
or change these decisions 
 
One question was raised: 
 
• Can you clarify if it goes to Pre-Triage and then they send it to Trending 

and Surveillance, that that issue is not triaged the next day? 
Not every incident is triaged.  Some incidents go directly to Trending and 
Surveillance. 
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vii. Trending and Trigger points for Adverse Incident investigation - 

Catriona Blake  
 
There are two types of reports generated, one is very broad based and the 
other is on very specific areas of interest.  Broad based reports aim is to 
identify a device into a particular device group such as powered surgical 
instruments, manual wheelchairs or coronary stents.  In addition to this broad 
based trending there are specific areas of interest that have been identified as 
suitable for trending, for example a fracture of the cannula or stent grafts.  
Some of these areas were trended before the strategy came into place but 
some have only recently been identified.  The areas were mainly chosen 
because action is very rarely taken on a single case and although the 
incidents were serious, we did find that there was a certain underlying 
frequency of occurrence and we only took action when that became elevated.  
The triggers were based on historic monthly averages in most cases, although 
some triggers were manufacturer specific and based on the market share as 
well.   
 
As this is a new system, there is no specific outcome from these new trend 
reports.   One area that has been trended before was balloon failure of urinary 
catheters.  At the start of 2010 there was a large spike for balloon failure in a 
certain urinary catheter and over that year it was repeatedly breached.  A  
specialist investigation was started.  During early 2010 the specialist 
challenged the manufacturer about the rise in incidents.  The manufacturer 
denied there was a problem as there were few reports from outside the UK.  
With the increasing number of failures the manufacturer did undertake a 
review to improve the manufacturing process and found that there were 
several contributory factors to the rise in failures.  The manufacturer has now 
corrected these problems and we are hopefully monitoring for reduced 
numbers of reports.  We are expecting the full quarter of data since the 
changes were made at the end of this month. 
 
Tony Sant mentioned that the Agency Board in mid April said, we needed to 
do better on our timescales for Medical Device Alerts.  Previously we had 
Immediate Action and Action Alerts and the timescales we allowed ourselves 
were 18 days and 55 days.  We have introduced a Coversheet Medical 
Device Alert, and the difference in that is that the safety information is in the 
Field Safety Notice, we do not add any additional comment and it is very 
much a Coversheet, and we give the timescales.  You need to look at the 
FSN to know what the advice is.  We have now got a 6-day and 10-day 
maximum. 
 
It is important that physicians are aware of the new change, or that trending is 
a mechanism for deciding to investigate, because if they know somebody has 
reported something then they won’t report the same thing assuming falsely, 
that one will be enough to trigger an investigation.  That is the key thing to 
disseminate.  Action 
 
This is a very new system and we are feeling our way and what we actually 
had intended to do in time for the next CSD is actually to audit the system and 
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get all CSD involved with this.  Tony Sant said that he would welcome any 
feedback. 
 
Action: It was asked that the CSD look at the trending levels and say if it is 
appropriate or not.  Also look at what we put into trending and say if it is 
appropriate in terms of public health.   
 

vi. A particular Adverse Event Problem Adverse Events – Paras Shah 
 
A presentation was given by Crina Cacou on a particular adverse incident 
problem/Orthopaedics/Mix and Match. 
In 2010 we saw a 13% increase to about 10,300 reports over 2009.  
Additionally there are about 750 summary reports.  These reports are coming 
from manufacturers and NHS.  The manufacturers see a steady increase in 
reports and about 5% drop in reports from the NHS.  However the total 
number of reports from the NHS has remained steady, about 3,400 reports 
throughout the years.  The event type is based on Technical Standard 19218, 
for adverse incidents and this is what we have had from April to mid June 
2011 reported to us broad level.  The others include Abnormal Use, Out of 
Box Failure, and Device discarded.    
 
For Medical Device Alerts basically showing the Alerts issued for this year by 
month and an increase in May/June where we introduced the new Coversheet 
MDA.   
 
Comment and Action: from Christine Glover - When we get the Medical 
Device Alerts, put in a word to advise what the alerts is about, as well as the 
number of the Alert.    
 

vix. Orthopaedic Mix and Match – Crina Cacou 
 

Mix and match on primary total hip replacements, outlining the problem and 
proposing some solutions.  Total hip replacements systems consist of an 
acetabular cap and a separate femoral stem.  Mix and Match therefore is the 
implication of a combination of different manufacturer components during a 
primary total hip replacement.  Some femoral stems are modular and 
therefore the femoral head is attached to them by means of means of a 
tapered spigot.  Some potential problems that we can be faced with if this 
practice is followed mainly due to the difference in tolerances and materials 
used to manufacture the various components.  There are more than 10,000 
UK primary hip replacements are involved in mix and match.   Some of the 
more commonly used stems account for 64% of the mixed and matched 
operations.  MHRA is aware of only 4 reports involving dislocations, high wear 
and stem corrosion, eventually resulting in revision.  One however was a 
multiple case report and it was a mix and match of metal on metal devices.   
 
The manufacturers state in their Instructions for Use that their components 
should not be used with those of other manufacturers.  The regulators expect 
that hip replacements are used in accordance with the manufacturer’s 
Instructions for Use and it should be noted that the safety of not regulatory 
approved mixed and matched combinations that has not been assessed.  



 

12 
SL: cl: mw: CSD: 07-07-11 

Therefore surgeons implanting not approved mixed and matched 
combinations do so under their own liability. 
 
Three possible solutions were suggested: 
 
• We could give no advice to anybody (no strong evidence of patient harm 

except for evidence of MOM).   
• The 2nd possibility is to issue a Medical Device Alert and focus on not mix 

and matching metal on metal devices only, thereby responding to the 
current clinical evidence.   

• The 3rd option would be to issue a Medical Device Alert advising not to mix 
and match at all, thereby drawing a very clear line about the need to use 
devices as intended by the manufacturer.   

 
Crina Cacou asked if the CSD would endorse the 3rd option?  
 
A member of the CSD said he would not personally endorse the 3rd option 
because all his hip replacements are technically mix and matches by the 
above definition.  Distinction should be drawn between hard to hard-bearing 
surfaces and hard to soft bearing surfaces.   
 
It was asked do we need a working group on this?  There should be a working 
group set up, such as the Metal on Metal working group. 
 
The Chair responded that the CSD could not give specific advice on this at 
the meeting, and it was recommended that a Medical Device Alert not be 
issued at this time, until we have had time to consider this at debrief and 
decide where we are going to go with it. 
 
There is a problem with option 2, by saying it is OK to mix and match some 
but not others, we would then be contradicting the information from the 
manufacturers.  It was not felt that it is a viable position for the Regulatory 
Authority in the UK to put itself into. 
 

8. Feedback 
 
i. Education Committee – Christine Glover 
 

Christine Glover explained that the Committee are not as far forward as they 
would have wished at this time,  and thanked all those who contributed.  The 
most important thing to say at the moment is that the devices bill now exceeds 
the drug bill.   She would like you to think about who could partner us.  The 
key messages are: there are 90,000 devices on the market, annual spend on 
medical devices is £11bn which exceeds the drug budget, £300m is spent on 
UK maintenance, 20% of those admitted to hospital with adverse events 
(900,000) are device related, 50% of these are preventable and 33% leads to 
moderate or severe disability or death.  The highest number of volume of 
claims of devices through the NHS Litigation Authority is related to surgery, 
obstetrics and gynaecology and 5,500 claims notified to the Litigation 
Authority over the past 10 years related to medical device occurring as a 
result of defective devices, equipment malfunction or device/user interface 



 

13 
SL: cl: mw: CSD: 07-07-11 

problems.  This has resulted in £104m payout over the last 10 years.  Report 
on Adverse Device Incidents.  Christine asked for more volunteers about how 
to make links with people we need to meet.   
 
Rosalind Ham asked that the Allied Health Professions are remembers 
through their Health Professionals Council.  
 
GMC are already mentioned but there are other sole Regulatory Bodies that 
ought to be looked at and considered and in view of the amounts involved the 
more friends we can make with this the better.  In terms of post-graduate 
education, CMO, CDO and other people have an immense role to play 
because they hold the purse strings. 
 
Christine Glover went on to say that when the new GMC guidance on to say 
that when the new GMC Guidance comes out, which now specifically includes 
devices. we need to use it as leverage to the whole device safety issue.  We 
also need to link into the NHS and look at where the money is going to make 
sure we are making the best opportunity of the existing education facilities. 
 
She mentioned that there is one small aspect that had not been mentioned, 
and that is to try to embed this into the training programme from the doctors 
point of view at the Royal Colleges. 
 

ii. Endometrial Ablation Workshop – Mel King 
 

At the beginning of 2010 a Medical Device Alert was published entitle 
“Devices Used for Endometrial Ablation”, an update of two safety notices 
issued in 1998 and 1999.  It was decided to hold a workshop, which included 
representatives from the Royal College of Obstetrics and Gynaecology and 
the British Society for Gynaecological Endoscopy as well as a number of key 
manufacturers, including Microsulis, Ethicon, Hologic and Boston Scientific.  
The remit of the workshop was to focus on improving patient safety.  
Everyone came away with a number of roles and responsibilities to take 
forward. 
 
The manufacturers included looking at the production of safety devices, 
especially when it came to upgrading and modifying the equipment where 
necessary.  They would also be looking at their training programme and their 
Instructions for Use, putting in further key warnings such as “if it does alarm, 
please don’t use it”.  Investigate why it is alarming.  They would make sure 
that as part of the training and mentoring part of the process after the initial 
training, they would make sure that key clinical procedures is always 
conveyed and updated to manufacturers.  And remind all clinicians using the 
equipment to report adverse incidents to the MHRA. 
 
The clinicians remit is to ensure the appropriate patient selection.  All 
manufacturers have specific types of patients were Endometrial Ablation is 
not appropriate.  Make sure they are aware of that particular device.  
Clinicians need to make sure they have the training and updated training for a 
device.   
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MHRA outcomes:  MHRA have produced a guidance document.  This is a 
co-badged document and lays down all the actions for the Clinicians, 
manufacturers and MHRA as to what was signed up to.  We continue to 
monitor and trend all the incidents we receive relating to Endometrial Ablation.  
This information to be fed back to the Royal College of Obstetrics and 
Gynaecology and the BSGE.  We continue to be in contact with the 
manufacturers, looking at their post-market surveillance activity.   
 
Since the workshop there has been a significant reduction in adverse incident 
reports. 
 

iii. Vaginal Tape Workshop – Clare Huntington 
 

In March 2011 a workshop was held to discuss Vaginal Tapes and the 
complications associated with these devices.  Vaginal Tapes are used to treat 
stress incontinence.  It is placed under the urethra like a sling or hammock 
and is used to keep the urethra in the correct position. 
 
The increased number of adverse reports was discussed with members of the 
CSD and the Registry of Experts.  They agreed that further investigation into 
these devices and their complications was necessary.  We went to the 
Professional Bodies and they agreed.  We thought we would follow a similar 
pattern as the Endometrial Ablation workshop and had a meeting with 
representatives from the MHRA, Clinicians, Professional Bodies and NICE 
and from some of the manufacturers.   We discussed the regulations, 
particularly the route these devices took to be CE marked, and the 
requirements of the manufacturer for post-market surveillance.  Also we 
discussed the adverse events that we had seen, the adverse events that the 
clinicians have seen, the selection of patients and how key this was, the types 
of devices available and the outcome with the different devices, different 
options for managing these complications and also the guidance from NICE.   
 
Concerns from the clinicians was the device came to the market without 
enough clinical data and also a concern that clinicians were using these 
devices without adequate training or experience.   
 
We are at the drafting stage of a document to include everything that we 
discussed on the day, including the responsibilities of the 3 parties that were 
involved.  For MHRA we have included informing the manufacturers and the 
clinicians of updates.  The clinicians that they pass on the possible 
complications to patients.  The manufacturers responsibilities to keep the 
IFUs updated and to follow the necessary clinical investigation. 
 
We are planning to publish this in the European Urology Journal and also onto 
the MHRA website. 
 

iv. Clinical Investigation Audit – Daniella Smolenska 
 

CSD Audits cover 3-4 applications per year and primarily look at the 
conclusions that the Agency draw on the investigations that we are reviewing.  
They look at any specific grounds for objection that we are raising, the clarity 
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and quality of communication with the manufacturers, and how appropriate 
the assessors are that we have chosen to review those applications, as well 
as whether we meet our own timetables. 
 
CSD looked at 3 trials last year.  The main findings were very positive for 
MHRA.  CSD concluded that they agreed with all our decisions and they 
noted that we very strictly adhered to our procedures and our timelines for it.  
Importantly they agreed with our choice of assessors.  They also commended 
us on the quality of our communication with the companies.  This is important 
since we only have 60 days and we want to give them as much chance to 
address any concerns.  I think this process does help give us confidence that 
we are doing the right thing and we show confidence in our processes that we 
follow.   
 
CSD did raise a few recommendations with regards to our procedures and 
also our record-keeping.  There was some comments that it is not always 
clear from our files exactly how we made some decisions.  We need to better 
document discussions at internal meetings, with external assessors, along 
with what the discussions were and conclusions we have drawn from the 
meetings, the rationale for choosing a certain assessor and the qualifications 
of the assessors that we use.   
 
It was suggested that we ask companies when they are going to CE mark 
their device.  Sometimes we get studies were we can’t find a particular level of 
expertise.  The Chairman has asked us to refer these to him.  CSD also 
suggested that we should encourage external assessors to participate in the 
panel meetings were we discuss specific clinical investigations, especially 
where concerns have been raised. 
 
Steve Bennett-Britton wanted it recorded that he was involved with the audit 
of the Neonate Xenon Breathing Device. He wanted to pass on his 
congratulations to both sides of the Agency because this was both a drug and 
a device.  The meshing of the two went very well. 
 

v. EMF Directive – Valerie Field 
 

It was explained that concern has been raised that this legislation will place 
restrictions on the use of clinical MRI system was initially due to be 
implemented in 2008 but was then postponed to April 2012.  A new proposal 
was published on 15 June 2011, with an implementation date of April 2014.  
There needs to be a number of measures in place about documenting work 
and procedures, rules who can and cannot access various parts of the MR 
Suite, and also looking at a training programme.  MHRA have offered to share 
the Safety Guidelines for magnetic Resonance imaging Equipment in Clinical 
use with the proposed working group. 
 

vi. Medical Devices Technology Forum – Nicola Lennard 
 

The Medical Devices Technology Forum which took place on the 25 May 
2011.  The topic this time was on Instructions for Use, which was brought up 
mainly because of concerns raised by the members of the CSD.  Nicola 
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thanked members bringing up such a good topic.  In terms of IFUs we were 
dealing mainly with devices used by clinicians as opposed to what other 
colleagues were talking about earlier this morning.   
 
The chairman of the Forum was Professor Peter Gaines, Interventional 
Radiologist from Sheffield.  Areas of concern that we were hoping to address 
which were brought up by the CSD were to do with the content of Instructions 
for Use in that the tend to be too large, so big you can’t open them, read 
them, badly made out, and the material contained within is not always 
relevant to what you wish to do with the device.   
 
We wanted to look at various types of format that are available for Instructions 
for Use.  Should they be presented electronically, either in red or on a DVD or 
should we always have written instructions available.  Generally clinicians 
tend to be fairly poor at reading Instructions for Use.  Also, we are going to try 
and have a look at the sticky topic of off-label use. 
 
In terms of the current IFU generally it is felt that they are not up to standard, 
and because of that clinicians don’t tend to read them.  We felt that the 
electronic versions were easier to look at than the written ones and in 
particular they were probably easier to keep up to date.  It may be possible to 
think about having a central repository for IFU somewhere.  It was generally 
felt that a simple, idiot-proof step-by-step guide with pictures if possible, would 
be really warmly welcomed in each device, and that is for clinician’s devices 
as well as lay people’s devices.  IFUs must be updated regularly and it is 
particularly important the list of indications and contro-indications for each 
device should be kept up to date and in line with post-market clinical follow-up 
data. 
 
We are going to produce a working group and aim to produce a guidance 
document which will be circulated to that group initially and once we get a 
consensus from there we will send it out to all interested parties including 
manufacturers and the CSD.   It is aimed to produce a document that will 
have the responsibility of each interested party, so clinicians responsibility, 
manufacturers responsibility etc.  That document will be published along with 
the minutes of the Forum on the MHRA website. 
 
Nicola then asked CSD members if those who are involved with the Forum 
will be part of that group.     
 
The CSD’s response was yes.  
 

9. AOB 
 

There is a high level of interest in the Orthopaedic world on matters relating to 
metal on metal hip replacements.  There has been a continued steady stream 
of publications in the peer reviewed journals about this and the Agency is 
continuing to monitor all those peer reviewed on a close basis. 
 
There has also been a number of reports in the popular press, and on the 
Dispatches programme which went out in the UK in mid May 2011 (Channel 
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4).  Much of the interest in recent months has focussed on the DePuy ASR 
Device.  There has also been increase interest in matters not only relating to 
the soft tissue reactions associated with hip joints but there has also been a 
few concerns about systemic toxicity affects in where you have higher 
concentrations of these materials in patient’s systems.  As a result of this the 
Expert Advisory Group was reconvened.  The main item for discussion was 
did we need to update our advise which had been put in their report of 
October 2011, and which we put on our Medical Device Alert.  The overall 
consensus of that meeting was that yes we do need to update the advice.   
 
We have had great co-operation with FDA and TGA (Australia) on this 
subject.  It is one of the first times that we have been working quite closely, in 
terms of sharing information.  I hope this continues in the future. 
 
The Chairman also pointed out that the next Medical Devices Technology 
Forum would be about Orthopaedic Implants in general. 

  
He went on to say on the subject of toxicity, that in terms of mercury fillings 
we have been looking at this for a long time, and one man’s toxicity is another 
man’s acceptable level, particularly in Europe.  In Europe they are determined 
to get rid of the mercury amalgam fillings, but in all the research shows that 
when you get rid of something like that and replace it with something else, it 
eventually builds up another set of problems.   
 
The Chairman brought to the attention of the CSD that Richard Gutowski of 
the MHRA will be retiring prior to the next CSD meeting.  Richard was a 
cornerstone to the CSD and the Chairman sent Richard best wishes from the 
group on his retirement. 
 

The Chairman thanked all members for attending the meeting and the presenters for 
their interesting presentations. 
 
10. Dates of future meetings: 
 

3 November 2011 
1 March 2012 
19 July 2012 
22 November 2012 
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CSD Action Points 
 
 
 

• Item 5 – Update on the Medical Devices Driving Licence 
 
 

• Item 7 – (iii) Update on Compliance issues 
 
 

• Item 7 – Adverse Event Reporting System  
(vii) – Trending & Surveillance 

 
 

• Item 7 – (vi) – A particular Averse Event problem-Orthopaedic/Mix & 
Match 

 
• Item 7 – (vi) –  When Medical Device Alerts are sent out to CSD 

members, advise what the alerts is about, as well as the number of the 
Alert. 


