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SUMMARY OF MINUTES 
 
1. Welcome 
 

The Chairman welcomed all present to the meeting, together with 3 further 
members of Industry.   

 
2. Apologies 
 

Apologies were received from Professor Irving Taylor, Mr Guy Alexander, Dr 
Michael Gammage, Dr Graham Brown, Dr Carl Waldmann, Mr Bernard Chang. 
Professor Stephen Halloran, Mr Richard Milner, Dr Sheila Peskett and Mr Peter 
Feldschreiber. 

 
3. Minutes of the last meeting – (2012/006) 
 

Some changes were suggested which have been incorporated. 
 

4. Matters arising/Action points – (2012/007) 
 

Action Points covering PIP Breast Implants, Devices Adverse Incident Strategy 
and Communication between CSD members are on the agenda.   
 
An update was provided on the Metal on Metal Expert Advisory Group, the advice 
circulated to the Health Service from this group and the recent attendance of 
MHRA at the FDA Panel Meeting in Washington.  It was noted that MHRA came 
out as the only country that had produced advice.  MHRA were referred to in 
almost every presentation and the point was made that it was absolutely 
essential that regulators worked with clinicians. 
 
The question of metal on metal and cancer was raised.  It was noted that there 
are a number of initiatives looking at this issue.  A paper by Ashley Blom 
published in the BMJ showed no evidence of cancer associated with metal on 
metal hip implants.  John Parkinson of MHRA also did work looking at the GPRD 
and found no evidence of increased cancer.  There is also another piece of work 
coming from Professor Möller and Alex McGregor who are tying up the Cancer 
Registries with the National Joint Registry, the results of which are expected 
sometime in September/October. 

 
5. Conflict Of Interest Reminder 
 

The Chairman reminded members to highlight any conflicts of interest that may 
have that may preclude them from discussions on the agenda. 

 
6. Main Items 
  
 CSD Expenses – Salim Master
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 Salim Master from Finance presented information on expenses.   



 

i. Recommendations on how we communicate with the public on Clinical 
Issues with particular reference to Vaginal Slings and Meshes: 
Professor Ellis Downes and Mrs Sally Mounter 

 
 The Chairman welcomed and introduced the 3 Industry Observers to the 

meeting:  Keith Pelatowski (AMS), Piet Hinoul (J&J Ethicon) and Brian 
Kaneviko (J&J Ethicon). 

 
 Raising awareness of complications with vaginal meshes and tapes was used 

as a discussion point to decide as a committee what the role of the CSD was 
in supporting patients, who want objective advice and what their options are, if 
that role exists at all.  This is a big clinical problem for patients.  Clinicians and 
members of the CSD are receiving some very anguished e-mails from 
patients who have not been able to identify surgeons with the experience of 
removing mesh, sometimes the surgeon can’t be contacted or there are 
delays in getting referral and they want objective advice.  The question CSD 
needs to consider is how advice can be given.  The MHRA ran a workshop 
bringing together stakeholders to review this and it was clear that this is an 
important problem and we need to have support for patients, however it is not 
clear what we should do.    

 
 For the devices:  Vaginal Tapes for Stress Urinary Incontinence (SUI) and 

Vaginal Mesh for Pelvic Organ Prolapse (POP), here have been very few 
adverse incident reports to MHRA. Only 140 incidents reported for SUI tapes 
– yet HES  (Hospital Episodes Statistics) data shows approximately 13,000 
tapes for SUI are implanted per year.  Half are reported from patients and half 
from manufacturers. There are a lot less reported incidents for POP meshes.  
We are in contact with HES for how many of these are implanted each year.   

 
 MHRA are dealing with a lot of correspondence from angry women.  There 

are two main patient/lobby groups: ‘TVT Meshed-Up-Mesh’, and ‘Meshies 
United’. MHRA has met with representatives of both groups.   

 
 We are developing Patient Information Leaflets with colleagues from the 

Royal Colleges.  There is now one for SUI tapes, with a link to our website. A 
leaflet for the Pelvic Organ Prolapse mesh is being prepared.   

.   
 We have weblinks to NICE Guidance and the NHS Choices Webpages.  

MHRA have commissioned a Literature Review from York University about 
the problems associated with tapes and meshes.  MHRA are encouraging 
clinicians to report any adverse incidents with these vaginal mesh and tapes.   

 
 This is not just a CSD or MHRA issue.  This is an issue for the Medical 

Profession, patient interaction and patient expectations, and trying to get a 
much broader message out to all the Professions, not just Gynaecologists.  A 
much bigger push at the Specialist Societies and the Royal Colleges is 
needed to bring to their attention that we need these issues brought to the 
attention of MHRA, or to somebody with the capacity to answer the queries 
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 If a device is causing havoc but functioning normally, it can only be removed 
from the market if the device itself is not performing properly or was unsafe.   

 
 After a suggestion that a pamphlet be sent out nationally to all clinicians, 

MHRA said feedback on this was that hospitals do not like universal 
pamphlets and some will not let them be used in their hospitals.  They want to 
produce their own.   

 
 The MHRA patient leaflet will include questions they should ask their surgeon, 

including how many operations have you done?  what are the results? what 
are your adverse events? can you remove this? This was put into the Breast 
Implant Pamphlet and has proved extremely successful.   

 
 Patients should be informed of what devices they are having implanted.  A 

statement should be made to the medical profession that the least a patient 
can expect after implant surgery is that their GP will be provided with details 
of what has been implanted.   

 
 A Patient Information Leaflet is inserted into every medicine that is prescribed.   

Why is there a problem with a similar thing with devices as the precedent is 
already there?  The answer is that one is required by regulation, one is not. 

  
 Mr BrIan Kaneviko and Dr Piet Hinoul from Johnson & Johnson and Mr Keith 

Pelatowski (AMS) made presentations from the industry point of view.  
 

 The Chief Executive of MHRA stated that this is one of a category of problems 
where we are at the interface between Device Regulation, Clinical Guidance 
and Professional Performance.  It seems from what I have heard that patient 
selection, patient information, patient consenting and arrangements for follow-
up are central to the solution of this difficulty.  I haven’t heard it said that these 
devices are intrinsically unsuitable for anybody.  In other words the case is not 
with the devices themselves but the key issue is they way they are used, who 
they are used in and the expectations of patients receive them.  I think as 
regards the question of under-reporting, which has clearly been an issue, but 
it seems to be particularly troublesome with respect to implantation because 
unless we have current observational data on the outcomes of implantation, 
we really can’t give information for truly informed consent.  An implant needs 
some form of systematic follow-up, because that’s the only way we are going 
to get outcome to get informed consent.  I am interested to know the 
outcomes between the Agency and the Professional Associations, and 
secondly the interaction between the MHRA and NICE because clinical 
Guidance would not come from MHRA but from NICE.  

 
  We should publicly acknowledge that Stress Incontinence and Pelvic Organ 

Prolapse are miserable conditions that have a huge impact on the quality of 
life of women and their families, and we should be grateful to the devices 
industry having invested a lot of money in allowing clinicians to help treat 
miserable symptoms in a variety of women with minimal complications.  
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The Chief Executive said he cannot see the difficulty of using Medical Device 
Alerts aimed at the Trusts to point them to the guidance which has come out 
from the Professional Association of NICE.  This needs to be thought out.   

 
 The Industry observers were asked to leave the meeting. 
 

Action Points: 
 

• MHRA have worked very closely with the relevant Professional Bodies and 
Royal Colleges and they have or are producing pamphlets for patients.   
MHRA are also working closely with NICE.  It was acknowledge however 
that a bigger push is needed with the Speciality Societies and Royal 
Colleges encouraging them to report adverse events to MHRA. 

• Consider issuing a Medical Device Alert. 
 

ii. Future of the CSD –  Dr John Perrins
 
 Dr Ludgate introduced this topic indicating that there was no thought of 

disbanding the CSD since it has been authoritative with the Agency, Industry 
and a wide range of stakeholders is valued and respected for both quality of 
discussion and information they provide.  Additionally, work and support 
carried out by individuals has been invaluable both as a contribution to Expert 
Advisory Groups and on an individual basis.  The question is bearing in mind 
the change in the Agency and the expectations that MHRA no longer simply 
gives advice on the device but that this needs to be accompanied by clinical 
advice.  It is also noted that CSD act as External Experts to inform MHRA 
about clinical problems that they are encountering that MHRA needs to 
address.   

 
 The Chief Executive of MHRA is open to suggestions as to how the forward 

provision of expert advice to the MHRA Devices, can be achieved with 
reference to the efficient use of time, the best support of the Agency in its 
function, bearing in mind that there is a great deal of change going on in 
Medical Device Regulations. 

 
 Should there be a Steering Group of the CSD and should there be a smaller 

group that meets more commonly that formulates and brings together groups 
of people from the CSD and others co-opted into the group, the expert 
working groups have been partly from people on the CSD and others.  CSD 
can’t fulfil all the clinical needs of MRHA Devices, but could possibly help 
more if organised in a slightly different way. 

 
 MHRA has to have people on CSD who can give time to carry out CSD work:   
 

- Is it possible to have a CSD forward into a co-ordinating organisation 
between the Specialists Societies and Industry? 
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- Should the group have a wider consumer representation on the CSD.  
Could the CSD be evidence based.  Do we need a Statistician or 
Epidemiologist? Do we need all the clinical specialities around the table 



 

and are there stakeholders who are appropriate to have here or elsewhere 
in other guises in the Agency? 

-  
iii. Howe Review – Dr Susanne Ludgate

 
 The Earl Howe report went through the processes of MHRA in some detail .  

A number of recommendations were made about the processes, and some of 
the strategies that MHRA Devices needed to look at for the future.  A number 
of these were under way but they have been well captured in this report and 
gave MHRA a very helpful framework to move things forward.   

 
• Liaison Officer System: MHRA have an identified Liaison Officer in each 

of the Trusts who, firstly put out advice, like the Medical Device Alert or 
other documentation and secondly to gather adverse events and relay 
those back to MHRA.  In many Trusts the Liaison Officer is not at a high 
enough level and if we are saying devices are important, it should not be 
somebody lower grade who feels too junior to challenge people and too 
junior to say to surgeons are you reporting this.  This is something we 
would like to take forward and a group is being set up to look at the system 
in place and say to Chief Executives, do you know what you are spending 
on devices; do you realise it is bigger than the drug bill now; do you know 
you have adverse events; you need somebody very senior in order to co-
ordinate functions within the Agency. 

• Adverse Incident Reporting: Strategies are needed to persuade 
patients, clinical organisations to report device-related adverse events. 

• Communication Strategy with Professionals, Patients: MHRA need 
further strategies to communicate better with Professionals and patients, 
taking advice on what should go onto the website to give optimal 
information for both groups.  MHRA is looking to set up a patient group to 
advise on website information and promotion of adverse events with 
patients. 

• Adverse Incident System:  It was noted that this has been changed, 
focussing on trends.  It was agreed however that the system needed to 
ensure that we are acting in the best interest of public health. 

• Revision of the Directives: that is already underway. 
 

It was stressed that with the new NHS Structure, MHRA need to be in 
communication with the Commissioning Board.  It is also essential that the 
private sector is actively engaged. 
 
It was noted that doctors were recently sent a document from the General 
Medical Council on Child Protection and Child Abuse.  It was discussed 
whether it would be  possible to have a similar guidance from the General 
Medical Council on aspects of safety on devices.  However, MHRA have 
already been in discussion with the GMC who have incorporate devices in 
their current guidelines already. 
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An MHRA Manual of Good Practice on Use of Medical Devices might be 
useful but in a more specific way, perhaps a manual of implanted devices, etc. 



 

MHRA could perhaps be clearer about it, and perhaps the CSD could help to 
produce to be rather specific.  
 
The Revision of the Directives was not discussed at the meeting,  but included 
in the Revision being discussed is traceability of devices through Unique 
Device Identification. 

 
iv. Feedback on Expert Advisory Group regarding toxicology, conclusions 

and recommendations – Mr Philip Grohmann/Professor Ian Kimber 
 
 PIP Breast Implants – Summary 

 
• March 2010 AFSSAPS warning on PIP and Medical Device Alert issued; 
• July 2010, MHRA commissioned Covance toxicology, and genotoxicity 

testing of the PIP silicone gel  
• September 2010 summary results on MHRA website.   
• March 2011, AFSSAPS results confirmed no additional issues regarding 

toxicology or genotoxicity. 
• December 2011. French Government recommended explantation of PIP 

Breast Implants.  Department of Health set up an expert group under the 
Chairmanship of Sir Bruce Keogh. 

• Early 2012 request to private providers for all PIP data,  PIP Expert Group 
produced report.  

 
Conclusions from this report:   
 
• No higher risk of cancer from the filler used; 
• Not enough evidence to recommend routine explantation unless there is 

evidence of rupture.   
• PIP implants provided by NHS would be removed and replaced by the 

NHS.  The expectation that private providers should do the same.  
• PIP implants substandard with higher rupture rate (2 to 6 times).  
 
Toxicology – Professor Ian Kimber

 
• The Expert Advisory Group on Toxicology addressed two main issues\ 

- Does PIP silicone differ from medical grade silicone?  T 
- Is there any human health risks associated with exposure to PIP 

silicone.   
• Commissioned analysis from LGC to address the first of those questions.  

They found that silicone from PIP implants contained higher levels of 
certain siloxanes, these are the low molecular weight building blocks of 
silicone and in particular they found a significant increase in siloxanes B4, 
B5 and B6.  Also found by the Australian authorities.  No other organic 
impurities in PIP silicone. 
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• Commissioned additional tests to compliment work carried out in France 
and Australia and this was commissioned at Covance Laboratories.  We 
asked them to look at a range of PIP silicone batches and compare with 
medical grade silicone, look at genotoxicity, look at cellular  toxicity using a 



 

standard ISA guideline method; a third was to look at skin irritation.  Work 
is still in progress.  Covance are providing results as various tests are 
completed and so far there is no sign of genotoxicity, cellular science 
toxicity or skin irritation.   

• Looking at a sample of breast milk from one person who had a ruptured 
PIP implant.  Siloxanes are detectable at a very low level in breast milk.  
However, a study showed that the levels of siloxanes in breast milk from 
unselected pregnant women and in approximately 5% of those women, 
with no implants they found levels of siloxanes comparable to the findings 
found in the ruptured breast milk 

 
v. Audit of the Adverse Event System – Dr John Perrins 
 

There is a need to do some simple “case review” very similar to the things 
done for a Clinical Investigation Audit, where a few selected or unselected 
adverse incidents come through.  There is a need to set up a working party to 
consist of people from the CSD and others from MHRA and possibly 
elsewhere to work with the adverse incident reporting team to find ways to 
modify their systems so that one can allow effective retrospective audit at a 
minimal cost in terms of disruption or additional work or whatever because the 
Agency has to be able to justify its decisions to external question and how this 
fits into the system is complicated.  This is a good time to have this discussion 
because of the changes being made to the Adverse Event System.   

 
7. Feedback 
 

a. Viaspan – Dr Nicola Lennard 
 
 This incident happened this year towards the end of March, regarding the 

contamination of Viaspan.  This is a preservation solution that is used 
preferentially in certain organ transplants, particularly pancreatic transplant, 
the liver and bowel transplantation.  Can also be used in kidney 
transplantation.   

 
 MHRA were notified that there was potentially some contamination in this 

fluid.  The nature of the contaminant was not known.   The information to hand 
was that the manufacturer did something called a media fill which washes out 
the production line every several months and then cultures some fluid from 
that.  They noticed that in the most recent fill that had been done there had 
been some cloudiness.  It also became apparent this solution was not CE 
marked.  The medical license for this device had lapsed.  No other similar 
solutions were CE marked either.   
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 MHRA then spoke to the NHS Blood and Transplant Group.  Professor Mayer 
one of their Clinicians got back in touch with the MHRA.  It became apparent 
that if MHRA were to say don’t use this, potentially lives would be put at risk 
and that transplants would be cancelled over the weekend.  MHRA took the 
decision with NHSBT that it would pass on a message to transplant units that 
if you do have an alternative, please use it, however if you don’t have an 
alternative, please do not cancel your transplants.  Inform the patients, 



 

consent them as much as you can, maintain the heightened clinical suspicion 
and send some of this fluid for culture when it is used.  MHRA also informed 
the Minister and Chief Medical Officer.   

 
 It became clear that the manufacturer was going to issue a world-wide recall 

with regard to this solution.  The clinicians were concerned that if this was 
recalled initially patients could miss out on transplants.  MHRA needed to 
involve several agencies to try and solve this problem:  NHSBT, DH. CMO, 
Health Protection Agency and Human Tissue Authority and a group from 
Department of Health called MPIG which was essentially to do with 
procurement of pharmaceuticals generally.   

 
 With daily teleconferences we came to the conclusion that if the device was 

recalled we were going to advice the clinical centres to hang onto the solution 
whilst we continued to look for alternatives and arrange for availability of 
alternatives.   

 
 It was with great relief when the Field Safety Notice was finally issued by the 

manufacturer it did say we are recalling it, however if you don’t have an 
alternative, keep using it.   

 
 By the use of co-ordinated communication MHRA have kept clinicians well 

informed. The CMO issued a statement and NHSBT put forward a clinician to 
do some media interviews that helped allay the fear that was starting to rise in 
the media and also help to inform the public. Other solutions were found that 
were equivalent to this solution and arrangements were made for 
humanitarian derogations to enable the solutions be used without CE 
marking.  MHRA are pleased to say that 3 of those 4 solutions are now well 
on the way to gaining their CE mark.   

 
 There was no interference within the transplant programme within the UK and 

there were no recorded episodes of related infection in any of those transplant 
patients.   

 
b. Education Committee
  
 Christine Glover gave an Education Committee brief report.  She had a small 

sample of “credit card” size, information leaflet.  This has just been received 
and there are some changes that need to be made.  The aim of this is to hand 
it to clinical practitioners as a basis for device information..   

 
c. CSD Forum
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 It was noted that there were a few items on the Forum including the Revision 
of the Directives.  Geoff Crawford has put on a couple of samples of MDA’s  
which had already been published.  Geoff would like to propose that, despite 
some reservations to do with security, audit trail, potential workload and 
Freedom of Information indication, that we do try a trial for a less difficult draft 
MDA and see how it works.  Mr Crawford thinks that  the security will not 



 

prove to be an issue, nor the Freedom of Information, He also hopes the audit 
trail won’t be an issue and the workload we will only find out if we try it.   

 
 Perhaps we could put on the Forum for discussion the future of the CSD. And 

also adverse incidents.  The Chairman advised members to please keep 
Freedom of Information in the back of your mind when putting anything on the 
Forum.   

 
d. Medical Devices: Maintenance Problems – Dr Susanne Ludgate 

 
 MHRA had an application from a clinician in a Midlands hospital who wrote 

that he felt the patients were suffering due to lack of maintenance of some 
devices.  The main problems appear to be no service or maintenance 
contracts, lack of regular service or outside contractors being brought in.  One 
manufacturer made MHRA aware that their hospital had brought in a sub-
contractor to do the maintenance on their Endoscopies at 1/3 the price but 
decontaminated material was left behind.  Should we be doing anything about 
this, should we be issuing advice, what are your feelings, or should people 
know about this anyway?   

 
 There is also an issue with cystoscopes which are marked by the 

manufacturer as not serviceable and are being serviced by a third party and 
put back into use and the manufacturer claiming that the device that came 
back was out of specification.  It was noted that there have been two recent 
Medical Device Alerts highlighting these issues.   

 
 It is an issue in the Health Service at the moment because of financial 

pressures.  In procurement maintenance contracts go outside your control 
and there is tendency for Trusts to centralise those maintenance contracts for 
balances for labs, pathology etc.  Once that happens the appropriate level of 
maintenance may not be there.  There is an MHRA document produced 
(DB2006/05).  There is a section in there for maintenance and servicing and 
having a policy.   

 
Action Points: 

 
• There should be some regulatory policing on telling Trusts that they can’t 

service things that are non-serviceable.   
 

8. Vignettes 
 
1. Lack of Connection, Needle-free Connectors– Ms Sharon Knight 
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 The issues occur with needle-free connectors that have a split septum and 
central spike.  With some pre-filled glass syringes if the syringe is too narrow 
to fit over the spike, this prevents fluid flowing from the syringe to the 
connector.  Attempts to force a connection or remove the syringe after a 
forced connection can damage the syringe and the connector and fragments 
can then block the syringe lumen preventing any flow of fluid at all.  This can 
result in a delay in administering therapy and in resuscitation cases can result 
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in patient death.  These syringes and connectors can be made compatible by 
the use of an adaptor, however if the adaptor is left on the pathway remains 
open and there is then a risk of infection or air embolus.  There was a Medical 
Device Alert issued in 2004, however, we continued to receive reports.  As a 
result, in 2011 we decided to look at it again and see what action needed to 
be taken.  MHRA contacted colleagues in Vigilance and Risk Management in 
Medicine and a working group was set up to look at it.  A further Medical 
Device Alert was issued to highlight the problem and advise users to check 
compatibility of needle-free connectors and the pre-filled glass syringes.  
There was also a One Liner issued and a trending strategy developed.  The 
Instructions for Use were reviewed and these appeared to be adequate.  
Following discussions with the pre-filled glass syringe manufacturer and the 
needle-free connector manufacturers, one manufacturer agreed to revise their 
connector design and the pre-filled glass syringe manufacturer agreed to 
provide additional information on compatibility both on their website and the 
information provided with the syringes.  They also agreed to consider 
increasing the internal diameter of the lumen as a long-term project to look at 
plastic syringes rather than glass syringes.  We intend to place a summary of 
our actions on the professional pages of our website to update users and we 
will continue to liaise with VRMM and continue to monitor via our trending and 
reassess as necessary.  Since preparing this talk and slides, the manufacturer 
for one of the needle-free connectors that was previously considered to be 
compatible has informed us that they no longer consider their device to be 
compatible with these syringes.  As a result we have drafted a further MDA 
informing users of the incompatibility and we have had discussions again with 
colleagues in medicines to look again to resolve this situation once and for all.   

 
2. Sprayable Fibrin Sealant – Mark Grumbridge/Ainsley Wickens 
 
 Fibrin Sealant is a unique haemostatic adhesive material which has been 

used in a variety of surgical situation.  There are 3 products we have looked at 
in the UK, Tisseel, Quixil and Evicel.  All contain Fibrin, Quixil contains 
tranexamic acid to help with blood clotting. Since 2008, 7 cases of air 
embolism have been reported after the spray application of fibrin glue.  The 
sealants are used, it comes in two separate parts in the box, a glass vial with 
the sealant in, and then loaded up into a syringe that has a spraying device on 
the end.  They can be dripped onto the wound bed or 
applied under pressure of air.  Some cases are user error and in some cases 
the fibrin sealant has been sprayed across the wound bed and the surgeon 
carries on spraying because they don’t realise the spray has been done and 
basically it is air being sprayed on the wound cavity.   

 
 MHRA has a problem with how this drug is being delivered.  Is this a drug or 

device?  Pressure regulators are provided by the manufacturers free of 
charge.  When manufacturers are providing equipment like this refers back to 
the maintenance of surgical equipment.  The bars on the pressure regulators 
varied from leaflet to leaflet.  There was no consistency there.   

 
 The manufacturer issued a Field Safety Notice run the risk of air embolism 

then it changes the Instructions for Use to the Pressure Regulator and Evicel 
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Quixil and Tisseel distributed a “Dear Healthcare Professional” letter at the 
risk of life-threatening air/gas embolism.   

 
 The Medical Device Alert of 2010 was updated.  A further MDA was issued in 

May 2012.  The European Medical Agency got involved.  They were 
reconvening an expert panel to review fibrin sealants generally.  The wrote to 
manufacturers asking question and are now compiling evidence to decide 
which action should be taken: 

 
1. Maintained 
2. Varied 
3. Suspended 
4. Withdrawn. 

 
We expect a further report from EMA later in the year. 

 
Manufactures have all issued information to users, labels for these spray 
regulators etc.   Is there a case where an Alert should be issued saying not to 
use pressure spray devices as they clearly are dangers.  There are 
alternatives. 

 
9. Additional Item 
 
 MHRA have had some issues recently with External Assessors requiring further 

payment if they are asked to look at amendments to the original investigation for 
which they have undertaken the assessment.  It was agreed that the money paid 
should cover both the clinical investigation and any amendments.  It was also 
noted that if the amendments were substantial, this would almost certainly lead to 
a request for a new investigation because the risk benefit would be changed. 

 
10. Any Other Business 
 
 The Chairman thanked everyone present for their attendance. 
 
Dates of scheduled meetings 
 
22 November 2012 
7 March 2013 
4 July 2013 


