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Public Petitions Committee 
 

17th Meeting, 2017 (Session 5) 
 

Thursday 28 September 2017 
 

PE1517 on Polypropylene Mesh Medical Devices 
 

Note by the Clerk 
 

Petitioner Elaine Holmes and Olive McIlroy on behalf of Scottish Mesh Survivors 
– “Hear Our Voice” 

Petition 
summary 

Calling on the Scottish Parliament to urge the Scottish Government to: 

1. Suspend use of polypropylene Transvaginal Mesh (TVM) 
procedures; 
2. Initiate a Public Inquiry and/or comprehensive independent 
research to evaluate the safety of mesh devices using all evidence 
available, including that from across the world; 
3. Introduce mandatory reporting of all adverse incidents by health 
professionals; 
4. Set up a Scottish Transvaginal Mesh implant register with view to 
linking this up with national and international registers; 
5. Introduce fully Informed Consent with uniformity throughout 
Scotland’s Health Boards; and 
6. Write to the MHRA and ask that they reclassify TVM devices to 
heightened alert status to reflect ongoing concerns worldwide. 

Webpage parliament.scot/GettingInvolved/Petitions/scottishmeshsurvivors 

Purpose 
 

1. This is a continued petition, last considered by the Committee at its meeting on 
18 May 2017, at which the Committee took evidence from the Chair of the 
Independent Review and also from the Cabinet Secretary for Health and Sport 
and the Chief Medical Officer.  

 
2. At this meeting, the Committee will take evidence from Dr Wael Agur, and then 

from the petitioners, Elaine Holmes and Olive McIlroy. Each of the witnesses 
was a member of the Independent Review, but resigned before publication of the 
final report.   

 
3. Members have previously been provided with a copy of the final report. 

Circulated with this paper are submissions from the witnesses, as well as a 
number of submissions/personal testimonies from mesh survivors. The 
Committee is invited to consider what action it wishes to take on the petition. 
 

 
 
 

http://www.parliament.scot/GettingInvolved/Petitions/scottishmeshsurvivors
http://www.parliament.scot/parliamentarybusiness/report.aspx?r=10958&i=100185#ScotParlOR
http://www.gov.scot/Publications/2017/03/3336
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Committee consideration 
 

4. At the meeting on 18 May, the Cabinet Secretary informed the Committee that 
she had commissioned Professor Alison Britton to examine and to report on the 
process of the independent review. 
 

5. The Cabinet Secretary has since confirmed, through correspondence, that 
Professor Britton’s review will consider the process of the independent review, 
but is not intending to re-examine the evidence considered by the independent 
review.  
 

6. During evidence from the chair of the review, the Committee raised queries 
regarding the inclusion of input from the petitioners, when they had specifically 
requested that their input be removed. The issue was explored further by Neil 
Findlay MSP. The chair acknowledged that it was correct to listen to requests, 
but “that does not mean that I would necessarily accede to those requests”. 
 

7. The Committee also discussed concerns around the removal of the original 
chapter 6 from the interim report, and how the information, including tables, was 
presented in the final report. There was some concern that, despite assurances 
from the Cabinet Secretary and the chair of the review that all the information 
was still accessible, it was not easily and readily accessible and not set out in its 
entirety. Instead, the information presented in the interim report chapter 6, was 
fragmented and only accessible online. 
 

8. The evidence on 18 May also sought to address concerns about what account 
the review had taken of evidence that it was made aware of that reported that 1 
in 7 women who had mesh surgery experienced adverse events. The chair of the 
review advised that the evidence base did “not follow the guidelines for a 
Cochrane systematic review report, so it was not considered” as part of the 
review. 
 

Dr Agur submission 
9. In his written submission, Dr Agur requests that the independent review’s final 

report be subject to a public consultation process. Dr Agur explains the rationale 
behind his request. He considers that— 
 

 the report can further reduce harm to women considering surgery for 
pelvic organ prolapse and/or stress urinary incontinence 

 for pelvic organ prolapse, the report allowed the highest risk mesh 
procedures despite lack of proven benefit over standard non-mesh 
alternatives 

 for stress urinary incontinence, the report did not adequately warn 
surgeons and patients of the risks associated with transobturator mesh 
tape 

 currently available mesh products/devices have no reliable evidence on 
safety and efficacy 

 there is a lack of balance within the current chapter 6 of the final report 

 the report ignored the current best available evidence on mesh-related 
adverse events, and did not recommend mandatory reporting of all mesh 
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procedures which will lead to a “certain failure to obtain accurate figures 
on mesh-related adverse events in the future” 

 
10. Dr Agur has included a number of appendices within his submission, which the 

Committee may wish to refer to during the course of the meeting.  
 

Petitioners’ submission 
11. In their submission the petitioners concentrate on five key concerns that they 

consider weren’t satisfactorily addressed during the 18 May meeting— 
 

 miscommunication leading to the inclusion of their input within the final 
report, when they had requested for all of their input to be removed 

 the report down-played the significance of the EU reclassification of all 
surgical meshes to class III, the highest risk category 

 clarification on deregistration of mesh products by Australia’s Therapeutic 
Goods Agency, the equivalent to the MHRA 

 concerns about continued use of mesh for stress urinary incontinence, 
which they consider to be partly as a result of the CMO’s “wrong and 
misleading” statement in December 2016, and because the MHRA has 
stated that “the benefits outweigh the risks” 

 outdated patient information leaflets 
 

Inclusion of petitioners’ input within the final report 
12. The petitioners repeat their frustration at the inclusion of their input within the 

final report. They have provided a timeline of communications and consider that 
in evidence to the Committee the Chair of the review was inconsistent with her 
explanations for why not all of the petitioners’ input was removed from the final 
report. 
 

EU reclassification of all surgical meshes to the highest risk category of class III 
13. The petitioners express their concerns about how the EU reclassification of 

mesh products was presented in the final report. They provide their 
understanding of the timeline with regard to this reclassification up to the point at 
which the regulations were adopted by the EU Council on 7 March 2017. 
 

14. The reclassification was not formally adopted by the European Parliament until 5 
April 2017,1 and a three year transitional period applies before the regulations 
are fully enforced. 
 

15. The petitioners consider that the final report downplays the significance of the 
reclassification by stating that it “would not confer any material difference”. 
 

Clarification of comments by the Chief Medical Officer 
16. The petitioners refer to the CMO’s comments during the Committee meeting on 

18 May, during which she responded to a question from Alex Neil MSP indicating 
that it was her understanding that jurisdictions such as Australia had “a 

                                                 
1
 European Parliament. Procedure file 20120266(COD). Available at: 

http://www.europarl.europa.eu/oeil/popups/ficheprocedure.do?lang=en&reference=2012/0266(COD)
%20-%20finalAct 

http://www.europarl.europa.eu/oeil/popups/ficheprocedure.do?lang=en&reference=2012/0266(COD)%20-%20finalAct
http://www.europarl.europa.eu/oeil/popups/ficheprocedure.do?lang=en&reference=2012/0266(COD)%20-%20finalAct
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restriction on use” of mesh devices. The petitioners argue that the Therapeutics 
Goods Agency in Australia has deregistered 75% of mesh products. 
 

17. The petitioners present their concerns that since June 2014 more than 400 
women have received mesh implants; by comparison, over the same timeframe, 
fewer than 100 women have received non-mesh alternatives. The petitioners 
consider that the Chief Medical Officers comments to the BBC in December 
2016, that “mesh was the only option” have not helped in this regard, and have 
contributed towards directive counselling rather than shared decision making. 
They consider that this has been exacerbated by the MHRA’s position that the 
benefits outweigh the risks. 
 

Patient information leaflets 
18. The petitioners note the Chief Medical Officer’s evidence to the Committee in 

which she apologised for the fact that some women who had mesh inserted were 
not properly consented. They consider, however, that patient information leaflets 
on the Scottish Government’s website are out of date and the “explanation of 
risks is inadequate”.  

 
Action 
 
19. The Committee is invited to consider what action it wishes to take on the petition. 

Options include— 
 

 To reflect on the evidence heard and to consider a note by the clerk at a 
future meeting, in advance of securing time for a debate on this petition 

 To take any other action it considers appropriate 
  
 

Clerk to the Committee 
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Annexe A 
 
The following submissions are circulated in connection with consideration of the 
petition at this meeting— 
 

 PE1517/LL: Cabinet Secretary for Health and Sport submission of 17 May 
2017 (181KB pdf) 

 PE1517/MM: Cabinet Secretary for Health and Sport submission of 31 
May 2017 (51KB pdf) 

 PE1517/NN: Cabinet Secretary for Health and Sport submission of 26 
June 2017 (49KB pdf) 

 PE1517/OO: Marilyn Weir submission of 24 August 2017 (10KB pdf) 

 PE1517/PP: Charlotte Korte submission of 16 June 2017 (180KB pdf) 

 PE1517/QQ: Yvonne Tobyn submission of 3 July 2017 (79KB pdf) 

 PE1517/RR: Kath Sansom submission of 24 July 2017 (67KB pdf) 

 PE1517/SS: Susan Doyle submission of 9 August 2017 (140KB pdf) 

 PE1517/TT: Maureen McLaughlan submission of 28 August 2017 (68KB 
pdf) 

 PE1517/UU: Norma Roberts submission of 29 August 2017 (6KB pdf) 

 PE1517/VV: Lorna Farrell submission of 31 August 2017 (6KB pdf) 

 PE1517/WW: Isobel McLafferty submission of 31 August 2017 (5KB pdf) 

 PE1517/XX: Jackie Harvey submission of 31 August 2017 (7KB pdf) 

 PE1517/YY: Marion Garland submission of 31 August 2017 (91KB pdf) 

 PE1517/ZZ: Gillian Watt submission of 1 September 2017 (6KB pdf) 

 PE1517/AAA: Ann Van Looy submission of 1 September 2017 (141KB 
pdf) 

 PE1517/BBB: Marian Kenny submission of 2 September 2017 (5KB pdf) 

 PE1517/CCC: Ingrid Hardacre submission of 3 September 2017 (65KB 
pdf) 

 PE1517/DDD: Annemarie Conley submission of 10 September 2017 (7KB 
pdf) 

 PE1517/EEE: Carolyn Chisholm (Australian Pelvic Mesh Support Group) 
submission of 11 September 2017 (74KB pdf) 

 PE1517/FFF: Jemima Williams submission of 11 September 2017 (10KB 
pdf) 

 PE1517/GGG: Claire Daisley submission of 1 September 2017 (65KB 
pdf) 

 PE1517/HHH: Karen Neil submission of 15 September 2017 (145KB pdf) 

 PE1517/III: Petitioners’ submission of 13 September 2017 (355KB pdf) 

 PE1517/JJJ: Dr Wael Agur submission of 15 September 2017 (1.88MB 
pdf) 

 
All written submissions received on the petition can be viewed on the petition 
webpage. 
 

http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_LL_CabSec_170517.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_LL_CabSec_170517.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517MM_Cabinet_Secretary_for_Health_and_Sport.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517MM_Cabinet_Secretary_for_Health_and_Sport.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517NN_Cabinet_Secretary_for_Health_and_Sport.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517NN_Cabinet_Secretary_for_Health_and_Sport.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517OO_Marilyn_Weir.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_PP_CharlotteKorte.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_QQ_YvonneTobyn.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_RR_KathSansom.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_SS_SusanDoyle.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_TT_MaureenMcLaughlan.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_TT_MaureenMcLaughlan.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_UU_NormaRoberts.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_VV_LornaFarrell.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_WW_IsobelMcLafferty.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_XX_JackieHarvey.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_YY_MarionGarland.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_ZZ_GillianWatt.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517AAAAnn_Van_Looy.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517AAAAnn_Van_Looy.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517BBB.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517CCC.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517CCC.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517DDD.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517DDD.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517EEE.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517EEE.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517FFF.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517FFF.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_GGG.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517_GGG.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517HHH.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517III.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517JJJ.pdf
http://www.parliament.scot/S5_PublicPetitionsCommittee/Submissions%202017/PE1517JJJ.pdf
http://www.parliament.scot/GettingInvolved/Petitions/scottishmeshsurvivors
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Annexe B 
 

Conclusions of the Independent Review’s interim report followed by 
conclusions of the final report 

 
Conclusion 1 
Interim   
Robust clinical governance must surround treatment, the decision to use mesh 
and the surgical approach used. To support decision making, management of 
the individual patient should take place in the context of multi-disciplinary team 
assessment, audit and review. The use of a comprehensive information system 
will underpin this. The Expert Group should address this with NHS planners, 
including an assessment of any administrative support required for the 
clinical teams.  
 
Final 
Fundamental to the treatment of patients with SUI and POP is patient-centred 
care which should include patient choice and shared decision making supported 
by robust clinical governance. To support shared decision making, management 
of patients must take place in the context of a multidisciplinary team (MDT), 
supported by a quality assurance framework. In addition, the Scottish 
Government should consider the alternative methods for the capture of adverse 
events set out in chapter 8 to determine the most effective way to ensure 
complete notification. 
 
Conclusion 2  
Interim 
Evidence of involvement in multi-disciplinary team working, engagement in audit 
activity and recording and reporting of adverse events should be an important 
part of consultant appraisal and thus statutory revalidation of medical staff. The 
Expert Group should work with Medical Directors as Responsible Officers 
to include this in the conduct and supervision of appraisal. In addition the 
Scottish Government should consider the alternative methods for the 
capture of adverse events set out in chapter 8 to determine further the 
most effective way to ensure complete notification.  
 
Final 
Evidence of involvement in MDT working; engagement in all relevant local and 
national audit activity; and the mandatory recording and reporting of adverse 
events, in line with GMC guidance, should be necessary parts of consultant 
appraisal and thus statutory revalidation of clinical staff. The Expert Group 
should work with Medical Directors and Responsible Officers to ensure this is 
included in the appraisal of all relevant staff. 
 
Conclusion 3 
Interim  
Informed consent is a fundamental principle underlying all healthcare. There has 
been extensive work done by the Expert Group which preceded the 
establishment of the Independent Review, with leadership by both patients and 
clinicians. This has resulted in an SUI information leaflet and consent form. 
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Following on from this the Independent Review concludes that additional 
work is required to ensure that this work is extended to include POP 
procedures and that the SUI leaflet is reviewed in the light of this work and 
other recent developments. This should be addressed by the Expert Group 
as a matter of urgency. Other points highlighted by the Independent 
Review include the provision of adequate time for discussion and 
reflection. Patients should be provided with information enabling them to 
report adverse events if these occur.  
 
Final 
Informed consent is a fundamental principle underlying all healthcare 
interventions. Extensive work was carried out by the Expert Group prior to the 
establishment of the IR, with leadership by both patients and clinicians. This has 
resulted in an information leaflet on Synthetic Vaginal Mesh Tape Procedure for 
the Surgical Treatment of Stress Urinary Incontinence in Women and consent 
form. Following on from this, the IR concludes that additional work is required to 
ensure that this work is extended to include all appropriate SUI and POP 
procedures and that the existing SUI leaflet is reviewed in the light of this work 
and other recent developments. This should be addressed by the Expert Group 
as a matter of urgency. Other points highlighted by the IR include the provision 
of adequate time for discussion and reflection. Patients should be provided with 
the information they need in order to make informed choices. Patients also 
require appropriate information, which must include device identification, to allow 
them to report adverse events if these occur. 
 
Conclusion 4 
Interim  
The Independent Review does not consider that current research studies on 
safety and effectiveness will provide evidence on long term impact of mesh 
surgery. The lack of extended long term follow up and related outcome data, 
including information on quality of life and activities of daily living, should be 
addressed. The Independent Review recommends the Expert Group 
highlights this knowledge gap to funders of health research and the 
research community. Opportunities for routine audit should be explored by 
the Expert Group in conjunction with NHS Scotland.  
 
Final 
The IR does not consider that current research studies on safety and 
effectiveness provide sufficient evidence on long-term impact of mesh surgery. 
The lack of long-term follow up and related outcome data, including information 
on quality of life and activities of daily living, should be addressed. The IR 
recommends the Expert Group highlights this knowledge gap to the research 
community and those that fund health research. Opportunities for routine audit 
should be explored by the Expert Group in conjunction with NHSScotland. 
 
Conclusion 5  
Interim 
Good information, as stated before, is essential to good patient care. The 
experience of the Independent Review has been that there are many gaps 
although there is information both in a professionally led database (the BSUG 
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database) and routine NHS information (SMR01 and SMR00). It is 
recommended that the Expert Group works with ISD, BSUG and others to 
ensure that an information system is developed which is universal, robust, 
clinically sound and focused on fostering good patient outcomes. Work 
already underway on consistent coding by ISD will be vital to this 
endeavour.  
 
Final 
Good information is essential to good patient care. The experience of the IR has 
been that, although data on the provision of SUI and POP surgery is held both in 
professionally-led databases and routine NHS activity data, the information 
derived from such sources could be improved. It is recommended that the Expert 
Group works with key stakeholders to address information gaps and ensure that 
available information is used as effectively as possible to support safe and 
effective care. The IR notes that, as an important first step towards this, ISD has 
already secured the creation of new data codes that will allow more precise 
recording of mesh surgery and any subsequent mesh removal/revision within 
routine NHS activity data records. 
 
Conclusion 6  
Interim 
The Independent Review expressed serious concern that some women who had 
adverse events found they were not believed, adding to their distress and 
increasing the time before any remedial intervention could take place. Improving 
awareness of clinical teams of the possible symptoms of mesh complications 
together with good communication skills, (including good listening and empathy) 
is an essential part of good clinical care. The Independent Review concluded 
that the Expert Group should review the training and information available 
to clinical teams and find ways of incorporating patient views in multi-
disciplinary working. It should also continue oversight of the mesh 
Helpline.  
 
Final 
The IR expressed serious concern that some women who had adverse events 
felt they were not believed, adding to their distress and increasing the time 
before any remedial intervention could take place. Improving awareness 
amongst clinical teams of the possible symptoms of mesh complications together 
with good communication skills, (including good listening and empathy) is an 
essential part of good clinical care. The IR concluded that the Expert Group 
should review the training and information available to clinical teams in primary 
and secondary care and find ways of incorporating patient views in MDT 
working. The importance of developing pathways for the treatment of 
complications is emphasised, ensuring involvement of clinicians with the 
appropriate skills to take forward the personalised and holistic care necessary in 
these situations. 
 
Conclusion 7 
Interim  
A review of the different sources of evidence available to and considered by the 
Independent Review (patient experience, clinical expert opinion, research 
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evidence and epidemiological evidence from routine information) has led us to 
express concern in this Interim Report at the use of the transobturator rather 
than the retropubic approach for routine surgery for stress urinary incontinence 
using mesh. The clinical governance arrangements that we have recommended 
will allow an individual case to be considered in the context of a multi-disciplinary 
assessment, including patient views. We await the final publication of key 
research reports but wish to register these concerns and to recommend 
that the Expert Group in the following months before the publication of the 
final report explore further appropriate pathways to ensure the techniques 
chosen take the differential patient and clinical experience, as well as 
research evidence into account. 
 
Final 
In the case of surgical treatment for SUI, a review of the different sources of 
evidence has led us to recommend that women must be offered all appropriate 
treatments (mesh and non-mesh) as well as the information to make informed 
choices. Management of patients must follow agreed care pathways and the 
importance of multidisciplinary assessment is emphasised. When surgery 
involving polypropylene or other synthetic mesh tape is contemplated, a 
retropubic approach is recommended. The Expert Group must develop 
appropriate pathways, including one for management of those suffering 
complications. Work with Medical Directors and Planners will be required to 
ensure their smooth implementation.   
 
Conclusion 8 
Interim  
Similar concern is expressed, both for effectiveness and adverse events, at the 
use of transvaginal mesh in surgery for pelvic organ prolapse. The clinical 
governance arrangements that we have recommended will allow an individual 
case to be considered in the context of a multi-disciplinary assessment, including 
patient views. We await the final publication of key research reports but 
wish to register these concerns and to recommend that the Expert Group 
in the following months before the publication of the final report explore 
further appropriate pathways to ensure the techniques chosen take the 
differential patient and clinical experience, as well as research evidence 
into account. 
 
Final 
In the surgical treatment of POP, current evidence does not indicate any 
additional benefit from the use of transvaginal implants (polypropylene mesh or 
biological graft) over native tissue repair. Transvaginal mesh procedures must 
not be offered routinely. The Expert Group must develop appropriate pathways 
to meet clinical needs and also for the management of those suffering 
complications. Work with Medical Directors and Planners will be required to 
ensure their smooth implementation. 

 



PE01517: Polypropylene Mesh Medical Devices 

Petitioner Elaine Holmes and Olive McIlroy on behalf of Scottish Mesh Survivors 
- "Hear Our Voice" campaign 

Date 
Lodged 

30 April 2014 

Petition 
summary 

Calling on the Scottish Parliament to urge the Scottish Government 
to: 

1. Suspend use of polypropylene Transvaginal Mesh (TVM) 
procedures; 

2. Initiate a Public Inquiry and/or comprehensive independent 
research to evaluate the safety of mesh devices using all 
evidence available, including that from across the world; 

3. Introduce mandatory reporting of all adverse incidents by 
health professionals; 

4.  Set up a Scottish Transvaginal Mesh implant register with 
view to linking this up with national and international registers; 

5. Introduce fully Informed Consent with uniformity throughout 
Scotland’s Health Boards; and 

6. Write to the MHRA and ask that they reclassify TVM devices 
to heightened alert status to reflect ongoing concerns 
worldwide. 

Previous 
action 

1. Meeting with Scottish Health Secretary Alex Neil to raise 
concerns over the safety of polypropylene Transvaginal Mesh 
implants. 

2. Victims have taken part in a working group alongside health 
officials to draw up improved consent forms to include all 
possible adverse effects and information about alternative 
procedures. 

3. Victims have engaged in a nationwide awareness campaign 
and established Scottish Mesh Survivors to educate and 
provide support, engaging in dialogue with medical experts 
across the world. 

Background 
information 

The wholesale use of polypropylene mesh medical implants to treat 
pelvic organ prolapse (POP) and stress urinary incontinence (SUI) 
has been described as one of the biggest medical disasters of all 
time, with ongoing litigation in countries such as the US, Canada, 
Australia, New Zealand, Israel and the UK. Australian media report 
that mesh litigation could become the biggest class action in 
Australian legal history. In just two US courts there are 59,561 legal 
cases pending, including over 21,695 against Ethicon, a subsidiary of 
Johnson and Johnson – with thousands more throughout the US.  In 
a number of US cases manufacturers have been ordered to pay 
millions of dollars in compensation. 

With surgeons able to perform as many as six mesh operations 
compared to one using natural tissue, mesh has become the “gold 



standard” for treating stress urinary incontinence in NHS hospitals. 
However, while the majority of operations appear successful, the life-
changing complications when mesh procedures go wrong can be 
devastating, leaving many women facing a life on, or fighting for, 
disability benefits and facing multiple operations. 

Globally, tens of thousands of victims have suffered life-changing side 
effects, with many ending up in wheelchairs, enduring multiple organ 
trauma and extensive nerve damage. Mesh implants are meant to be 
permanent. They are designed to encourage tissue growth through 
and around the mesh structure. Surgeons warn attempts at removal 
can cause further nerve damage and liken it to “removing chewing 
gum from hair”. Yet many Scottish patients were unaware the mesh 
implants they were treated with are permanent. Many Scots victims 
have already been subjected to a dozen or more operations as 
surgeons battle to remove it from inside their bodies. 

One of the main reasons our petition is asking for the immediate 
suspension of mesh procedures, to treat pelvic organ prolapse and 
stress urinary incontinence, is the wildly differing ‘official’ figures 
charting how many patients have actually had the procedure and how 
many have had to undergo corrective surgeries. 

Figures relating to TVM implants obtained from NHS Information and 
Statistics Division (ISD) reveal that 2915 women have received mesh 
implants since 2007 while other data from the same ISD source 
shows inconsistency. 

However, figures from individual health boards, obtained through 
Freedom of Information requests, show three times as many women - 
over 10,700 - have had Transvaginal Mesh devices implanted. With 
no time limit on mesh going wrong, many women describe implants 
as a “ticking time bomb” inside them. 

Official figures for those suffering adverse effects or serious 
complications are also full of discrepancies. Initially the Cabinet 
Secretary Alex Neil reported that six ‘adverse incidents’ had been 
reported but Parliamentary Answer (S4W-18274) detailed that 101 
women had devices partially or fully removed. 

However, information from individual health boards, obtained through 
FOI, shows that 328 women have had mesh removed. Because of the 
impending implications and the unacceptable discrepancies between 
‘official’ figures, we are calling for the Scottish Government to 
suspend these procedures until such times as independent and 
comprehensive research and/or a public inquiry is undertaken and 
completed to give the true scale of the problem. 

Alex Neil has publicly stated that the current consent system “is not 
working” and that he wishes patients to be given all available 



information some time before they undertake any mesh procedure 
and that they should be offered alternatives. Until accurate data is 
available and there is uniformity throughout Scotland’s Health Boards 
we cannot achieve informed consent. Until we are able to provide 
patients with accurate data, we ask that mesh procedures are 
suspended. 

One of the key factors in achieving accurate data is to ensure every 
doctor is compelled to report adverse incidents. At present, it is not 
mandatory for doctors to report such matters. Because of this, official 
figures state just six adverse incidents have been reported from 
Scotland. This glaring failure has allowed mesh manufacturers to 
continue to insist their products are safe, despite the hundreds or 
thousands of women suffering adverse incidents and complications 
worldwide. Anything less than mandatory reporting represents a 
failure by doctors in their duty of care. 

It is documented that as long as accurate coding is used in theatre 
then the data would provide an accurate reflection of procedures 
undertaken but the use of operation codes are not specific enough to 
identify a particular mesh device or indeed specific organs in some 
operating procedures. 

To monitor the safety of implants, along with mandatory reporting, we 
urge the Scottish Government to establish a register of devices 
detailing the patient, manufacturer, batch and serial numbers and 
when and where it was made and used. Currently, and unlike cars or 
electrical devices, there is no Scottish Register for TVM devices to 
follow up patient progress or recall devices if potential problems arise. 

 



PE1517/LL 

Cabinet Secretary for Health and Sport submission of 17 May 2017 

Thank you for the opportunity to attend the Public Petitions Committee today to 

discuss the Independent Review of Transvaginal mesh.   

I wish to inform you that I have commissioned Alison Britton, Professor of Healthcare 

and Medical Law, as an independent expert to examine and report on the process of 

the Independent Review.  Professor Britton currently works in Glasgow Caledonian 

University and is a specialist in public healthcare, clinical negligence, mental health 

law and professional ethics. In recent years, her interests have focused upon the 

practical application and the role of law in matters of public health.  She is currently 

working with the GMC on their review of consent. 

Professor Britton has been involved in consultancy work for the World Health 

Organisation, the Department of Health (England and Wales) and the organisation, 

Childlessness Overcome through Surrogacy (C.O.T.S). She has sat on two BMA 

ethics’ committees, contributing to their Codes of Practice on Advance Statements.  

She has recently completed three year tenure as Subject Lead for Law. 

Professor Britton was appointed legal adviser to the Health Committee of the 

Scottish Parliament for the Adult Support and Protection (Sc) Act 2007 and Health 

and Sport Committee on the End of Life Assistance (Scotland) Bill in 2010.  She is 

the Convenor of the Health and Medical Law Sub Committee for the Law Society of 

Scotland.  She is an honorary tutor in Cardiff School of Medicine for collaborative 

work with Cardiff University and the British Pain Society on palliative care and 

resolution of law and damages for patients in chronic pain. She is a regular visitor to 

the Grameen College of Nursing, Dhaka, Bangladesh, advising on Academic Quality 

Enhancement, Audit and Design in learning and teaching. She delivered their 

inaugural Professorial Lecture in May 2014. 

As I indicated in the Statement to Parliament the areas that I expect to be covered by 

Professor Britton will include: 

 To consider how the process was undertaken and see what lessons can be 
learned in the future:  
o terms of reference of the Independent Review;  
o selection of review committee members;  
o conflicts of interest;  
o conduct of members and how this was managed;  
o management and presentation of evidence; and  
o Management of external influences. 

 

 To draft guidance for the Chairs and members of all independent inquiries to 
ensure full understanding of the roles and terms of references, good 
governance and support for those who give their time and expertise.  

 



I am keen that your Committee has sight of these areas, and I can confirm that 

Professor Britton’s report will be made public. 

 



  
 

 

PE1517/MM 
Cabinet Secretary for Health and Sport submission of 31 May 2017 
 
Thank you for the opportunity of attending the Public Petitions Committee on 18 May to 
discuss the Independent Review of Transvaginal Mesh.  
 
As you know, during the meeting I undertook to write to you to clarify certain issues, the first 
relating to the EU’s classification of mesh. I can confirm that surgical mesh has been re-
classified by the EU to Class III, following adoption of the relevant Regulations on 5 April: 
https://ec.europa.eu/growth/sectors/medical-devices/regulatory-framework/revision_en. A 
transition period of three years has been confirmed, before the Regulations enter into force 
in 2020.  
 
I also undertook to clarify the status of surgical mesh in other parts of the world. I can 
confirm that its use is permitted across Europe, Australia and the USA. Furthermore, the 
Scottish Government is unaware of any outright ban on the use of mesh outside of those 
areas. 
 
I can confirm that the chapters were authored by members of the group with support from 
the secretatiat (SG officials), under the direction of the chair. Draft versions of the Final 
Report were discussed by all members at meetings of the Independent Review. Any 
amendments in light of those discussions were made by the secretariat. 
 
The Scottish Government will continue the process of establishing an Oversight Group, and 
the Chief Medical Officer will continue to work directly with Health Boards whilst the Review’s 
conclusions are taken forward. I note that, during my Committee appearance, some concern 
was raised about out-of-date information remaining available at certain GP practices. In due 
course the Chief Medical Officer will be writing to Health Boards with regard to the 
establishment of the Oversight Group, and will advise that the Group plans to revise 
information and consent leaflets as part of its focus on patient-centred literature. All Health 
Boards will, of course, be fully expected to disseminate this to GP practices in their 
respective areas. 
 
As you know, the Committee also raised concerns, both with me and with the Chair of the 
Review, concerning the patient representatives’ request to have information removed from 
the Review’s Final Report. When I met with Ms Holmes and Ms McIlroy, shortly after their 
resignation from the Review, they indicated that they wished to have changes made to the 
Report, including the removal of their minority report. I relayed this request to the Chair, and 
this was agreed to. Subsequently, Ms Holmes and Ms McIlroy requested that further 
information be removed. This was again relayed to the Chair for her consideration. 
 
I hope this helps to clarify matters. 
 
 
 
 
 
 
 
 
 

 

https://ec.europa.eu/growth/sectors/medical-devices/regulatory-framework/revision_en


  
 

 
PE1517/NN 

Cabinet Secretary for Health and Sport of 26 June 2017 
 
Thank you for your letter of 2 June concerning the Independent Review of Transvaginal 
Mesh. 
 
I can confirm that officials have continued to take forward arrangements for the review that 
will be undertaken by Professor Britton.  I should make clear that this review will consider the 
process of the Independent Review and, as I said during my recent appearance at the 
Committee, Professor Britton will make recommendations around the conduct of similar 
reviews in the future.  Professor Britton does not, however, intend to re-examine the 
evidence considered by the Independent Review, and her conclusions will therefore have no 
bearing on the moratorium that was requested in 2014 and continues to this day.  As I 
explained during my appearance at the Committee, the moratorium will remain in place until 
the Chief Medical Officer is assured that the Independent Review’s recommendations have 
been fully implemented.   
 
With respect to timeframe, I can confirm that Professor Britton has given an initial indication 
that, in order to produce work that is credible and valuable, a final report in the summer of 
2018 is likely.  This, however, is a matter for Professor Britton and, in the interests of 
ensuring the independence of her work, the Scottish Government will not impose pressure in 
respect of this. 
 
I note that Committee members continue to be concerned about the possibility of out of date 
literature being available in GP practices and other Health Board premises.  I have therefore 
asked the Chief Medical Officer to write to all Health Boards with a request that they review 
the information available in their premises, and that they provide confirmation that they have 
done so. 
 
As you mention in your letter, I recall from my appearance at the Committee that you wish to 
invite further members of the Independent Review to give evidence at a future Committee 
meeting.  I would be grateful if you would contact any member that you wish to invite through 
the Independent Review’s secretariat. 
 
I hope that this is helpful. 
 
 
 
 
 
 

 



PE1517/OO 

Marilyn Weir submission of 24 August 2017  
 

As the recipient of a Mesh Device in 2003, I have experienced complications which 
have lasted for the last 14 years. I would therefore like to express my concerns 
regarding the publication of the Mesh implant Final Report. 
 

An Independent Review was set up in 2014 by Mr Neil into the Safety and Efficacy of 
Transvaginal Mesh Implants. 
 
The resignation of four members of the Review group, Dr Wilkie, Chairperson, Dr 

Agur, Clinical expert, and two patient representatives, should have raised serious 
doubts about the openness of this report. The appointment of a current employee of 
an NHS Board (Dr Gillies of NHS Lothian) resulted, in my opinion, in the loss of 
independence of the review. 

 
The Final Review was published with vital evidence removed or withheld, and 
without the backing of all representatives who were involved in the Interim Report. 
 

I attended the Scottish Parliamentary Committee meeting in May, and having 
listened closely to the Report findings, I found that it has done nothing to reassure 
me. 
 

Having worked as a Senior Nurse Practitioner within the Health Service for 40 years, 
I cannot understand why a Mesh product that has been the cause of so many life 
changing injuries is still being used, when there are safer alternative procedures.  
 

I would like to thank the Committee for this opportunity to express my views. 
 

 

 

 

 

 

 

 

  



PE1517/PP 

Charlotte Korte submission of 16 June 2017 

 

My name is Charlotte Korte and I am one of the lead representatives of ‘Mesh Down 

Under’, a support group for mesh sufferers in New Zealand. We currently have 386 

members. 

 

When the Scottish Mesh Survivors “Hear Our Voice” petition PE1517 was lodged in 

2014, we wrote to former Cabinet Secretary for Health and Wellbeing Alex Neil to 

make him aware that the mesh scandal was a global issue.  Spurred on by the 

progress being made in Scotland, Carmel Berry and I presented a petition to our 

parliament, raising similar concerns: 

https://www.parliament.nz/en/pb/sc/reports/document/51DBSCH_SCR69220_1/petiti

on-20110102-of-carmel-berry-and-charlotte-korte 

 

This led to the Accident Compensation Corporation (ACC) instigating their own 

investigation in 2015, which was the first large scale retrospective audit that they had 

undertaken as an organisation.  

http://www.acc.co.nz/PRD_EXT_CSMP/groups/external_providers/documents/refere

nce_tools/wpc138053.pdf 

 

After their own inquiries, the Health Select Committee published their own report with 

recommendations for the government. The wording of this report was extremely 

weak and the government was only ‘obliged’ to implement these recommendations, 

it was not mandatory. By using words such as encourage, discuss, suggest or 

endorse, this did not provide a platform for the government to implement changes 

urgently. The New Zealand Medicines and Medical Devices Safety Authority 

(MEDSAFE) published the; Implementation of Government Response to Report of 

the Health Committee on Petition 2011/102: 

http://www.medsafe.govt.nz/devices/surgical-mesh-recommendations-

implementation.asp 

 

Three years later after lodging our petition in parliament, we are still waiting for the 

recommendations to be actioned and believe some of this delay, in part, is down to 

the long-awaited findings of the Scottish Final Report. In the meantime, our support 

group has grown from 90 (in 2014) to 386  to date, with more people being harmed 

every day. 

 

More than 11,000 miles away in New Zealand we continued to follow Petition 

Committee meetings online, media reports and Scottish Mesh Survivors website. 

The Scottish Government seemed to be taking the mesh issue more seriously. When 

the Scottish Interim Report published in October 2015, it gave us real hope. Scotland 

was leading the way… 

 

We first had concerns about the Scottish review when former Chair, Dr Lesley Wilkie 

resigned from the group shortly before the Final Report was due to publish. After the 

https://www.parliament.nz/en/pb/sc/reports/document/51DBSCH_SCR69220_1/petition-20110102-of-carmel-berry-and-charlotte-korte
https://www.parliament.nz/en/pb/sc/reports/document/51DBSCH_SCR69220_1/petition-20110102-of-carmel-berry-and-charlotte-korte
http://www.acc.co.nz/PRD_EXT_CSMP/groups/external_providers/documents/reference_tools/wpc138053.pdf
http://www.acc.co.nz/PRD_EXT_CSMP/groups/external_providers/documents/reference_tools/wpc138053.pdf
http://www.medsafe.govt.nz/devices/surgical-mesh-recommendations-implementation.asp
http://www.medsafe.govt.nz/devices/surgical-mesh-recommendations-implementation.asp


resignation of an expert clinician followed soon after by petitioners Elaine Holmes 

and Olive McIlroy, our hopes of a fair and just review plummeted. We knew this 

report would have a massive impact, not only on the various governments and 

regulatory bodies around the world, but would influence the perspective of the 

various medical colleges and clinicians worldwide. We also knew Elaine and Olive 

wouldn’t take the decision to resign lightly as they had put their heart and soul into 

the review and it wasn’t just Scotland they were representing, but also the many 

thousands of mesh-injured people around the world whose lives have been 

destroyed. 

 

Up until the Interim Report, the review seemed to be heading in the right direction; a 

mesh suspension was in place, an independent review ongoing, a mesh helpline 

implemented and patients and clinicians had reached consensus. We were pleased 

and hopeful that at least Scotland seemed to be getting it right – especially since 

New Zealand wasn’t.  

 

 What happened between the publication of the Interim Report and the Final 

Report? 

 What changed within the dynamics of the group?   

When the Final Report was published our fears were substantiated. We were 

dismayed by the outcome and the conclusions and we felt let down by the Scottish 

Government. It seems that the review was not as independent or as transparent as 

first thought. This was extremely concerning, given the weight and potential influence 

of this report. 

 

One of the biggest problems identified within the report was that there is still no true 

understanding of the scale of the mesh issue. There has been talk of implementing 

registers and mesh coding systems within the health sector for years. This has taken 

far too long and should have been established in 2008 and in 2011 when the first 

warnings of potential problems of mesh complications were made apparent by the 

FDA.  

 

 Why has Scotland and the rest of the world taken so long to establish a true 

and accurate picture of the scale of the mesh issue? Why has it taken so long 

for them to catch on? 

 

We welcome the recommendation and late addition of mandatory reporting of 

adverse events by all doctors to the MHRA, this is not before time. 

 

 What was the rationale behind some committee members who had initially 

opposed mandatory reporting? 

 What made them change their opinion about the validity and necessity of 

mandatory reporting (not recording of data) to MHRA? 

 Who would benefit by not implementing this? 

 



Until there is a fully operational independent database in place and it is mandatory 

for surgeons to record and follow-up mesh implant data, it is imperative that the 

mesh suspension is not lifted. Only 27% of surgeons use an existing database and 

this exposes patients to unnecessary harm. Will lessons ever be learned?  

 

Mandatory reporting of adverse events has to be adopted by all countries, and must 

be done properly and cohesively. Governments must provide the necessary financial 

support to relevant health authorities to enable national databases to be linked 

internationally. We need to know the true scale of how many people are being 

affected by mesh complications globally, especially with the delay in the onset of 

mesh-related complications. It is widely accepted that people can develop mesh-

related problems 10 years or more after implantation, therefore a multi-disciplinary 

and collaborative approach to education is essential. It is time for all governments 

and health societies to work together.  

 

 Perhaps Scotland could ‘lead the charge’ in creating a more collaborative 

approach worldwide? 

 

Johann Lamont MSP highlighted the change of wording in the recommendations 

between the Interim and Final Reports regarding women ‘not being believed’ (when 

they approach their doctors with recognised mesh related symptoms) and Review 

Chair Tracey Gillies agreed that “some women who had adverse events have not 

been believed”. It is an appalling fact that still to this day, that some mesh sufferers 

aren’t being believed and this is the same scenario worldwide.   

 

The omission of crucial up-to-date research and evidence in the Final Report is a 

disgrace. Not surprisingly, this leads people to question the impartiality of the 

decisions made by the working group and the motivation behind this. I was shocked 

that the publication of the reclassification of all surgical mesh devices by the 

European Commission was not included in the report.  During its consultation period 

the potential reclassification was widely publicised. This directive to not include this 

information in the report came as a huge surprise to many of us. With this 

reclassification, the European Commission acknowledged that all surgical mesh 

devices were high risk. Surely this would mean that extreme caution has to be 

taken by doctors when implanting these devices? It is reprehensible that this vital 

piece of information was left out. All vital evidence should have been included in the 

main body of the report and not hidden away on a website - this is inexcusable! 

 

Important clinical research regarding the degradation of the polypropylene used in 

surgical mesh devices was completely dismissed, as was information pertaining to 

the reported rise in autoimmune issues after implantation. Relevant information such 

as the US litigation being undertaken by three American states, Washington, 

Kentucky and California, who are suing Johnson and Johnson for misrepresenting 

the risks of vaginal implants to doctors, was also omitted. Likewise, the fraudulent 

resin allegations against Boston Scientific is pertinent, because it reflects the flawed 

regulatory processes by manufacturers in bringing these products to the market. This 



evidence highlights the misrepresentation (by manufacturers) of the quality and 

safety of their products to doctors who are using these products. Doctors need to be 

made aware of these regulatory inconsistencies and know all relevant information 

pertaining to these products before they decide to use them. The Final Report has 

failed patients and clinicians alike. 

 

Cabinet Secretary Shona Robison has asked Professor Britton to examine and 

identify the major flaws in the process of this report. The mesh moratorium must 

remain during this investigation. The document’s release should have been deferred 

until all major discrepancies had been addressed, as it was evident the process 

undertaken to reach the final report stage was fallacious. Ms Robison asked 

Professor Britton to review this process because “it is clear there are well-

established concerns.” I agree. 

 

 Why did Ms Robison accept and agree to the publication of the Final Report 

when group members such as Elaine and Olive had made it clear to her that 

concerns were well established? This is highly irresponsible! 

 

I find being a health advocate for mesh sufferers is a heart-wrenching and difficult 

job, especially as my own life has been severely impacted. The health sector needs 

to start taking some accountability for mesh complications and perhaps investigate 

options for supporting health advocates who are essentially doing their job for them. 

To listen to horrendous stories on a daily basis while trying to help patients without 

the support of the medical community is so wrong. Many support groups have been 

established around the world and the number of members within these groups 

continues to grow exponentially. This problem isn’t going away! Mesh complications 

can be so severe that it renders people permanently disabled living in pain. It is time 

the severity of mesh complications is examined thoroughly and addressed 

accordingly. The emotional and physical impact on patients is too high.  

 

The long-term financial implications on health systems has not been taken into 

account.  In ten years’ time doctors will not be able to feign ignorance and say “I 

didn’t know”.  In ten years’ time how many more patients will have to suffer with 

mesh complications? 

 

It is essential and, I believe, extremely vital that the Interim Report is revisited. A new 

Final Report must be established, and this should supersede the current report. It is 

essential that all conflicts of interest, not just monetary and not just for one year, are 

declared at the beginning of this process. It is vital that all relevant evidence is 

included in the main body of the report. Only one person should be given the task of 

writing the final draft, as I agree with Alex Neil MSP that “having more than one 

author drafting the report leaves it wide open to things becoming problematic.” The 

petitioners’ voice and concerns must be taken seriously. This time it needs to be 

done properly!  

 



On behalf of Mesh Down Under I would like to thank MSPs and the Public Petitions 

Committee both current and previous members for their commitment, empathy and 

determination to leave no stone unturned during not only Scotland’s biggest health 

scandal, it is the biggest health scandal of New Zealand and indeed globally. 
 

 



PE1517/QQ 

Yvonne Tobyn submission of 3 July 2017 

 

With regard to the following, please can the following points be addressed.  

 Why there were resignations of 4 key members; former Independent Chair Dr 
Lesley Wilkie, Expert Clinician Dr Wael Agur and Scottish Mesh Survivors 
Patient Representatives Elaine Holmes and Olive McIlroy. Clarification on why 
they all resigned? 

 Why were the Patient Representatives not invited to all the meetings that took 
place? 

 Concerned that a serving NHS Medical Director Dr Tracey Gillies was 
appointed as Chairperson. She mentioned that this review was "an impossible 
task" for her to take on, why? 

 Why there was no handover with the previous chair Dr Lesley Wilkie?  

 It has been said that it is believed that evidence was omitted, ignored and/or 
hidden - clarification of this evidence and why it was omitted or indeed as to 
where it can be found in the Report? 

 Feel let down and/or betrayed after the promising Interim Report - Final 
Report so different, who actually compiled the Report? Civil Servants? 

 Worried that the Final Report exposes women to unnecessary harm - 
contradicts previous findings, why? 

 Fear it is a 'whitewash', despite 97 MSPs signing our pledge poster; “Say No 
To Mesh Whitewash”, why can it not be re-examined? The content is surely 
controversial.  

There is now a worldwide concern on the actual product "MESH IMPLANTS" - 

victims have not been heard in the past nor taken seriously. Let all governments do 

the right thing for their people. Mesh destroys lives. 



PE1517/RR 

Kath Sansom submission of 24 July 2017 

I write on behalf of campaign group Sling The Mesh: 

On July 18, 2017 we held a lobby at Parliament into the mesh implant scandal. 
Around 80 women and their families attended from across the UK including people 
who came from Scotland.  

Key Points: 

* Owen Smith to launch APPG into mesh in September. 
* Debate will be tabled in Sept/Oct 
* Vaginal mesh is the only blind procedure we know of - think: trying to fix fan belt on 
car without lifting bonnet. It uses large hooks and guess work in an area rich in 
nerves and where not every woman's anatomy is same due to childbirth and different 
vaginal tilts – the product and how it is implanted was not included in either Scottish 
or English final reports as a consideration. 

Commissioning 
The NHS never planned to look into the safety of mesh as they did not commission for 
that. They only commissioned to look at 3 areas: Patient information leaflets, 
encouraging surgeons to report to databases and how to deal with women if they 
present with mesh problems. So it was always going to be lip service to patients right 
from the start. 
 
Risk 
* NHS say risk is 1 to 3% 
* HES data for England shows risk is 8.56% 
* This study says risk of prolapse mesh is 10% 
http://thelancet.com/…/ar…/PIIS0140-6736(16)31596-3/fulltext 
* This study says risk is 12% http://www.europeanurology.com/ar…/S0302-
2838(17)30279-8/pdf 
* This study says risk is 15% 
http://www.nature.com/…/jo…/v12/n9/abs/nrurol.2015.183.html… 
* This study says risk is 36% https://www.ncbi.nlm.nih.gov/labs/articles/27275813/ 
* This study says risk is 42% 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3205289/ 
* This study says risk is 30 to 40% http://www.europeanurology.com/ar…/S0302-
2838(12)00095-4/pdf 

Stats – hospital episode statistics & MHRA yellow card 
It is widely documented that surgeons do not routinely report to their own society 
databases (BSUG and BAUS) or to the MHRA database. So figures will be woefully 
low. 

During a discussion on ‘Urological Challenges’ at a BAUS conference earlier this 
month, captured by BAUS on a You Tube video – surgeons can be heard saying 
they don’t report as they are "chaotic" or don’t understand how to use the new 
system. They also are seen talking about less than 40% report. 

http://thelancet.com/journals/lancet/article/PIIS0140-6736(16)31596-3/fulltext
http://www.europeanurology.com/article/S0302-2838(17)30279-8/pdf
http://www.europeanurology.com/article/S0302-2838(17)30279-8/pdf
http://www.nature.com/nrurol/journal/v12/n9/abs/nrurol.2015.183.html?foxtrotcallback=true
https://l.facebook.com/l.php?u=https%3A%2F%2Fwww.ncbi.nlm.nih.gov%2Flabs%2Farticles%2F27275813%2F&h=ATMKaliSPYvFD3NffpLpfTOZehRIP-77tSONSu-35zWxKPHAxdcElkwqwD1cO3CSA88mxiSikYPsHIJdrDoXxDqtfJd7aAmUzElC2CyavGGXseNzpNY6Tyehjf9ZmvvtIYhwjkJbJqC4vpHLd4SMnlJaQFZBLqNg2z0GsYgLCA&enc=AZP3YqxPHJZvB36i78G2iBwFcq0UZq0qnpLqdf9fEAsdGrRrotCyCQrjWnM4KS7i_ncSCcft_IVrjneuDbu3Eh50DXCG1UJTNLuOtynPYPvLgZYi5Nlch421ySPog8iegkBBDZWOnH43odHN_lWWWdSXbGa8IqmndAQ3EcUt9DS6uw&s=1
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3205289/
http://www.europeanurology.com/article/S0302-2838(12)00095-4/pdf
http://www.europeanurology.com/article/S0302-2838(12)00095-4/pdf


No outpatient coding and short term audit 
The BAUS database only audits up to 3 months - the BSUG is short term - what 
surgeon monitors their patients for a long time post surgery? 

They do a 6 week to 3 month check up then generally speaking it is out the door 
never to be seen again. Women then go back and forth to GPs or see the surgeon 
as an outpatient if they have problems and there are NO OUTPATIENT CODES for 
mesh problems so no way of capturing this data to prove how many women are 
suffering mesh complications. Women will be coded under eg pain or shuffled off to 
another department so coded under eg other gynaecology procedure or some 
women told their pain is eg a slipped disc. Coding will NOT capture all the women 
suffering. So nobody knows true scale of this disaster. 

If less than 40% report that is 60% of data missing 
Patients wont report to the MHRA Yellow Card as never heard of it and earlier this 
year documents were leaked showing the MHRA wanted to take the press element 
out of mesh in any Yellow Card publicity "to avoid media focus on mesh" Guardian 
report on it here https://www.theguardian.com/…/nhs-vaginal-mesh-implants-sca… 

No mandatory reporting 
At our lobby, a Urologist who sits on the English and Scottish Group Working Party 
into mesh said it is up to the NHS to make it mandatory for surgeons to report and to 
pay for the costs of that. Currently it is surgeon choice if they report their 
complications! Who is going to report and put themselves in the firing line for 
litigation! Surgeons reporting is low quality biased evidence anyway. 

MHRA figure of 1 to 3% risk misses out loss of sex life 
That low figure only accounts for the risk of pain and erosion and doesn't use their 
own figure of risk for loss of sex life (dyspareunia) which is up to 13.5% SO that begs 
the question Why leave it out? It is a v real and distressing risk - they leave it out as 
it would crank up the 1 to 3%. A chart in the York Report from 2012 shows the 
dyspareunia risk is left out. In addition the York Report uses many short term trials or 
studies with conflicts of interests. 

NHS blame surgeons 
NHS and MHRA blame surgeon sklll to divert blame from the product when truth is it 
is a flawed product and process. 

Flaky EU notifying bodies regulatory system 
Mesh is approved on something called Substantial Equivalence so it means a device 
is passed because something equivalent is already on the market - so it is passed 
without pre or post market studies - that is how PIP breast implant and metal hip 
disaster happened. 

This already weak approval system will get worse under BREXIT as many devices 
are due to become high risk by 2020 - that will mean they need pre and post market 
studies. That extra level of safe guarding will be lost under BREXIT.  

Conclusion 
The Scottish and English mesh report is a whitewash, low risk figures are a joke. 

https://www.theguardian.com/society/2017/apr/21/nhs-vaginal-mesh-implants-scandal-suppress-media


Mesh needs to stop now before more women are maimed. Even looking at figures to 
try to see how many women are suffering means nothing as the data does not 
capture anywhere near the number - from patient experience of Sling The Mesh, we 
have influxes of women every time there is media coverage all saying the same thing 
- we thought we were the only one and were just putting up with the pain as we didn't 
know what else to do. 

Since being on the BBC Victoria Derbyshire Show in April our Sling The Mesh group 
has more than doubled from 1,000 up to 2,468 in just three months - members all 
saying the same thing - we had no idea there were others out there suffering like us 
as we were told we were some kind of mystery patient or told - there is nothing I can 
do to help you madam, you must learn to live with it. 

Resignations 
Resignations of 4 key members; former Independent Chair Dr Lesley Wilkie, Expert 
Clinician Dr Wael Agur and Scottish Mesh Survivors Patient Representatives Elaine 
Holmes and Olive McIlroy. 
Concerned that a serving NHS Medical Director Dr Tracey Gillies was appointed as 
Chairperson. 
 
Like the Scottish Mesh Survivors group we feel let down and/or betrayed after the 
promising Interim Report and are worried that the Final Report exposes women to 
unnecessary harm. 



PE1517/SS 

Susan Doyle submission of 9 August 2017 

 

I am currently a member of Scottish Mesh Survivors group who has taken part in the 

petition PE1517. I would like to have my voice heard with regards to the recently 

published white wash that was apparently an independent review.  

 

I am currently lying in bed its midnight and like most night can’t get any sleep due to 

pain caused by mesh tape implants I’ve had fitted in 2009 and again 2014. Removal 

has not been possible and like so many other women I’ve had partial removal that 

has only caused more pain. 

 

I wrote to the health secretary with regards to how much this has affected my life due 

to no longer working lost my home my fight for benefits and the embarrassing 

message I received from dwp telling me to go to a foodbank to feed my family. As I 

had worked all my life never once claiming any benefits I had to quit my job after 

25yrs service with nothing no pension no redundancy left with not enough to keep 

me and my family. This left me in a very bad place mentally and I have lost all 

confidence I once had.  I'm a shell of my former self. I received a letter from health 

secretary Shona Robison sympathetically apologising for the effect this has had on 

me and my family and was assured she would do all she could to help our situation 

and asking for my permission to use my email as part of the review when published. 

I was happy to do this as I thought this would help others going through what we all 

have.  

 

I am now regretting my decision as the review was a white wash as you all know and 

I would never have concented in this had I known this is what it would have come to 

just another thing to add to my misery.   I hope this will be amended in our current 

review of the last review and this mesh will be banned and never used in any other 

women worldwide. 

 

Someone must be accountable for this disaster that has caused so much misery. 

Please just help us get our voices heard and stop using this poison implant in our 

future generation our lives are over because of this. Just make a decision that will 

help our future generations and ban this now. 

 

Thanks to all MSPs who have helped our petition come a long way we couldn’t have 

done this without you all. 

 

The world awaits our next review let Scotland lead the way 

 

Hear our voices – ban mesh now.  

 

                                      



PE1517/TT 

Maureen McLaughlan submission of 28 August 2017 

 

I need to advise you of my grave concern that mesh will continue to harm women 

and destroy more families. As a citizen I love my country and see a lot of good being 

done. However, I feel very let down regarding the ongoing saga surrounding mesh 

and almost didn't contact you as i feel my voice doesn't matter, only the dollar sign 

matters.  

Having worked full time for 24 years in the social housing sector I got up every day 

knowing I was in a profession I loved. I had power to help people have a better life 

and I made sure I always did what was morally right. My life was turned upside down 

when I was implanted with plastic mesh. Within a year it had hardened and cut 

through my vagina. The 4 anchors are jagging my sides as I type this. I'm so 

medicated at times I have wondered if it’s all worth it. If I didn't have a family i'm 

unsure if I would still be here.  Chronic pain and medication is my life now. I should 

still be working and paying taxes and planning things with my kids. My 13 year old 

son often has to take on the role of caring for my other kids as i'm unable to do so.    

How dare you think that not completely banning mesh is acceptable. The Final 

Report exposes women to unnecessary harm, so listen to your citizens and care 

about our future. Stand up to big pharma and do the right thing for us.  Time is 

running out for mesh and wouldn't it be great if Scotland was the one to call time on 

it. The world would take notice and no longer would I fear it is a 'whitewash', despite 

97 MSPs signing our pledge poster; “Say No To Mesh Whitewash”. 

Doesn't it strike you that the Final Report is flawed when we have saw the 

resignations of 4 key members; former Independent Chair Dr Lesley Wilkie, Expert 

Clinician Dr Wael Agur and Scottish Mesh Survivors Patient Representatives Elaine 

Holmes and Olive McIlroy.  Doesn't it also concern you that a serving NHS Medical 

Director Dr Tracey Gillies was appointed as Chairperson and that many claim that 

evidence was omitted, ignored and/or hidden.   

Today my son told me in anger that all i did was sit and look at my tablet. I was 

deeply hurt as he has missed out on me showing him a good life. Mesh has robbed 

my sons of a decent life and it breaks my heart.  

Please be brave and remember why you went into office. Help people if you can. 



PE1517/UU 

Norma Roberts submission of 29 August 2017 

 

As a Mesh victim I would like to submit my opinion on the whitewash which was the 
so-called independent review. 
 
I would like to know why there are so many differences between the interim report 
and the final report. There were many omissions and the two reports bore very little 
similarities. Why, when Elaine Holmes and Olive McIlroy decided they wanted no 
part in this whitewash and that their input be deleted, was this not done. When the 
new chairperson took over, following the unexpected departure of Dr Wilkie, she 
stated that she had been "flung in at the deep end". This tells me that she was under 
prepared to take on this role. So why agree to it in the first instance??  
 
I believe that following the omission of important data, this is leaving more women 
exposed to mesh damage. Why is this being allowed to happen? When is the 
Scottish Government going to actually stand up and support our women, instead of 
putting more at risk and causing more work and financial burden to our NHS? 
 
Why are you condoning putting this plastic material into the human body. A product 
which is inert and not suitable for implantation. A product, which in the USA, they 
agree was never tested for this purpose! It beggars belief that you value our lives so 
little that you continue to allow this to be used. 
 
Surely the fact that 97 MSPs signed our pledge supporting our cause, speaks 
volumes. 
 
I can only hope that the person in charge of reviewing the problems with the review 

sees it for the waste of paper it really is!! 



PE1517/VV 

Lorna Farrell submission of 31 August 2017 

 

My name is Lorna Farrell and I am a mesh injured lady with very grave concerns 

about the recent report pertaining to the use and advice around mesh implants. 

 

I was delighted when Alex Neil MSP ordered a suspension and enquiry in 2014. 

However the final report I have read is both reckless and negligent in its omissions.  

How can it be deemed independent if four of the original committee including patient 

representatives and a former implanting surgeon felt the need to resign? 

 

I have been left crippled with chronic pain, my life as I knew it decimated and that of 

my family's drastically altered too. 

 

I would urge you to take any opportunity you can to an end, recall or renew this 

incomplete report. 

 

We need to protect women from the dire consequences of mesh. 

Thank you for your time. 



PE1517/WW 

Isobel McLafferty submission of 31 August 2017 

 

My 'story' was initially included in the interim report detailing how my life had been 

changed as a result of Polypropylene Mesh implant for Pelvic Organ Prolapse. It 

detailed how my life had been altered from being a healthy working mum in 

education to someone who hardly recognises herself. Today, I continue to struggle 

to come to terms with the effects of mesh. I live each day with chronic pain. There is 

very little else that can be done to rectify my situation as the remaining mesh is so 

deeply embedded. This is unfair on me and my family including my young daughter. I 

urge you to ask yourself if this is just? 



PE1517/XX 

Jackie Harvey submission of 31 August 2017 

 

I am writing on behalf of the women on Meshed Up NI which is a support group of 
approximately 250 Northern Irish women who have had their lives permanently 
damaged by pelvic mesh. The Scottish Mesh Survivors have led the way in the 
United Kingdom in trying to bring about a permanent end to the use of this barbaric 
procedure and these women's dedicated campaigning along with cross party support 
has successfully had this procedure suspended since 2014 giving the women of 
Scotland protection form this harm.  
 
The many horrific stories I have heard from the Scottish ladies are mirrored by all the 
women on my group in Northern Ireland and I know by many women in England and 
Wales. Women have lost jobs, husbands/partners, sex lives, they are in wheelchairs, 
crutches and have even lost internal organs all down to the devastating effects of 
this supposedly simple procedure.  
 
This is not just a Scottish issue, it is a global issue but while we cannot stop the harm 
being caused globally we can try to ensure the continuing protection for women in 
one small part of the world in Scotland and meantime work towards getting this 
suspension introduced in Northern Ireland, England and Wales. 
 
I call on the Scottish Parliament to ensure that the suspension in the use of mesh 
continues as it is becoming more and more obvious as time passes that more 
women are waking up to the realisation that the various health issues they are 
suffering from are linked to these procedures and are not all in their head. Indeed I 
had no idea that my TVT mesh was causing all my pain for 10 years.  
 
More women are now reporting their issues and we are hoping to see a day when 
the MHRA will eventually admit that the benefits most definitely do not outweigh the 
risks. When you read the horror stories on the various groups you would never agree 
with the MHRA statement  
 
I hope that Scottish health secretary Shona Robison takes note of this and other 
submissions when giving consideration to the further suspension of mesh as this 
would be a clear signal that she is actually listening to the women of this country who 
are having to live half lives due to this procedure. The immense disappointment and 
anger felt following the recent 'whitewash' of a review that was carried out has 
already been a bitter pill to swallow so hopefully she will now be able to redeem 
herself. 



PE1517/YY 

Marion Garland submission of 31 August 2017 

 

My name is Marion Garland and for nearly 6 years I have suffered the terrible effects 

of a TVT-O pelvic mesh implant. 

 

In the first few years of struggling to get help I was met with denial and a complete 

disregard by medical professionals to what was happening inside my body.  Pain, 

the inability to walk properly, to sit, to be intimate, and to work at my previous job 

position all these and more were apparent to all but the caring profession involved 

with mesh.  

 

As time went on I searched for help online and linked up with others who like me had 

been told they were the only ones. 

 

I travelled to the south of England to get a translabial scan which can see pelvic 

mesh implants something the consultants denied.  It was only then when I found my 

own proof that I got some better and kinder treatment. 

 

As more women like me joined the Hear our Voice campaign and supported the 

public petition at our Parliament I continued to forge links across the world with other 

mesh damaged women.  The information they have gathered and pieced together 

has been a horrific exposé of corrupt business practices.    Of Nonexistent regulatory 

controls or legal loopholes that are exploited both in America and in Europe.  All 

done in the pursuit of profit with no thoughts on patient care even when reasonable 

medical voices highlighted the dangers they were ignored by salesmen, implanters 

and regulators. 

 

Throughout the stages of our petition I had hopes that our Parliament would do the 

right thing.  That those in charge would see the same corruption that affects America 

had also insidiously worked its way into our health service. That surgeon salesmen 

were allowed to train others who took the easier path to wield a scalpel and as the 

big pharmaceutical companies paid for this training there was a false assumption 

that it was safe.  These same doctors would go on to deny patients who were 

damaged for selfish reasons and did not report problems. 

 

At all times the MHRA has supported mesh implants and has obstructed true 

evaluation.  It has refused to answer important questions. It has refused to have 

mesh tested for health and safety. It has obstructed patients groups. It has allowed 

big companies to direct medical implant policy knowing full well it will be those 

companies products the NHS will buy. It has been negligent in not setting up an 

implant register and they have had years to do this after previous implant scandals.   



Last but not least they have been found out in trying to cover up mesh entries into 

the Yellow Card Self Reporting Scheme.   Yet this group of people have a controlling 

interest and have called the shots in a supposed independent enquiry. 

 

This is not the actions of a group meant to put patients first and I would say that their 

involvement and disgraceful behaviour should warrant our members in the Scottish 

Parliament making a formal public complaint to Westminster.  

 

The minimal medical acceptance of multi disciplinary teams is of no comfort because 

many mesh damaged patients now find themselves in wards next to patients who 

have had mesh implants for hysterectomies for bowel problems etc.  It seems that 

unless a woman demands that her surgeon signs a document saying no mesh then it 

is still being implanted without true understanding by the women whose lives may be 

damaged and forever lived in pain.  Add to this the frightening number of hernia 

patients coming forward again without true informed consent and this is becoming 

criminal and a massive long term problem for our NHS. The big companies will be 

happy with a never ending supply of sick people. 

 

I have on the next page listed why I think this report is flawed and that mesh must be 

banned because until surgeons are held to the same rules as ordinary people they 

will continue to harm.  They should no longer deny the problems with mesh but they 

do and worse they still delay and act dumb when women come for help. 

 

It is too late for me.  There is not one competent surgeon in Scotland who can 

remove my mesh completely and even if they could they cannot repair the damage 

done.  My previous life ended in 2011 this new one is at times an existence and a 

battle to stay able but as time goes on the mesh causes more erosions, infections 

and disability.  Sadly this was completely avoidable.  

 

Mesh Report Failings. 

 

The second chair of the enquiry is not neutral and has allowed Sims trials in her area 

during the moratorium where patients really were guinea pigs. 

 

The report was hastily published as soon as patient representatives and one 

consultant resigned in protest and days BEFORE the EU enforced a high risk status 

to ALL mesh implants.  All mesh implants are not enforced as high risk in the UK but 

EU law and regulations should still apply and patients SHOULD be informed 

properly.  It is not happening.  Surgeons simply say all operations carry a risk. 

 

The advance in evidence and information about mesh from independent sources has 

been prolific in the last few months all showing massive problems. NOT included in 

report. The most disturbing being photographic evidence of mesh degradation within 



the human body on all meshes tested. It proved mesh is not inert and the scientists 

warn of long term problems within a hot human body. 

The report does not include information from other medical disciplines like 

geneticists saying one in three may have a faulty auto immune gene which does not 

switch off.  Considering mesh relies on the immune system switching off after six 

weeks this is a red flag for future health problems. 

 

The report does not list the chemical properties of mesh in bodily fluids being 

changed and the leaching effects of this and oxidation when exposed to air and what 

it does to the patient long term. 

 

The report does not include costings for lifelong care of mesh damaged patients or 

provide a true figure of those already harmed.  It is flawed. 

 

It is the duty of any government to protect its citizens.  I ask that you the Scottish 

Parliament review this so called final report because not only is it incomplete it will be 

found deficient as other information comes to light.  I would also ask that you ban 

children from getting mesh implants.  Parents are now coming forward to help 

groups about this.  Even the big companies say not for children.  Surgeons need to 

be held accountable for their actions. 

 

Thank you for allowing me a voice. 

 



PE1517/ZZ 

Gillian Watt submission of 1 September 2017 

 

As a mesh injured woman I would like to raise my concerns regarding what the 
failings of the mesh reviews final report are. 
 
I am concerned that four key figures resigned from the review, why was this? 
 
Tracey Gilles being appointed as the chairperson, while she is a serving NHS 
medical director concerns me. 
 
I truly believe evidence has been omitted, ignored and/or hidden. 
 
I feel let down and betrayed after the promising interim report. Which I believe the 
four key figures where happy with also. 
 
I am extremely worried the final report will expose women to unnecessary harm. 
 
I fear that it is a whitewash, despite 97 MSP's signing our pledge poster (say no to 

mesh whitewash). 



PE1517/AAA 
Ann Van Looy submission of 1 September 2017  
 
For the past six years, Olive McIlroy and Elaine Holmes, whilst suffering the 

debilitating side effects of Mesh Devices, have spent most of their spare time raising 

awareness of the dangers of Trans Vaginal Implants. They worked diligently to 

inform the public of the devastating side effects of these devices.  

 

Olive and Elaine read countless Medical papers, communicated with scientists and 

consultants, and studied statistical data and legal documents to gain as much 

knowledge of T.V. Implants as possible. The research carried out by Olive, Elaine 

and the experiences of the large contingent of Mesh Injured Women were 

instrumental in Mr. Neil’s decision to establish an Independent Review.  

 

The Independent Review 2014 was beset with difficulties and ‘miscommunications.’ 

Grave misgivings were expressed when 4 members of the Committee, including the 

Chairperson resigned. All confidence in achieving a fair, unbiased Review was lost 

when an N.H.S. employee, Dr.T. Gillies was appointed to see the Review through to 

publication. At this point it seemed that the aim of the Committee was to ‘conclude 

the Review’ as quickly as possible.  

 

 Olive and Elaine are known for their integrity.  Therefore, the failure to remove the 

input of Olive and Elaine from the Review is misleading to subsequent readers of the 

Review. They have made clear their wish to disassociate themselves from the 

Independent Review, their wishes should be respected.  

 

The failure of the Review to include the E.U. Reclassification of mesh to the highest 

risk category is ill-considered and jeopardises the health of countless women. 

Women should be made aware of the E.U. Re-classification and its inclusion in the 

Review should have been mandatory. Similarly, allowing Pelvic Organ Prolapse 

Mesh to be re-instated is a very reckless, dangerous decision. Who took the decision 

and why was it taken? 

 

The decision to omit mention of the legal actions of the U.S. Attorney General is 

inexplicable. These actions highlight the U.S. response to Mesh – why was it 

ignored? 

 

 



PE1517/BBB 
Marian Kenny submission of 2 September 2017 
 
I am a mesh injured woman. I was also a community nurse doing the job I always 
wanted to do. I am now no longer able to work. I am also a wife and mother but am 
now no longer able to fulfil that role fully. I looked to my government for help and 
when a suspension was requested I was hopeful that something positive would 
come out of it, after all there is evidence there to show that the risk of serious 
problems with mesh can be around 1 in 7! Unfortunately the review was published 
despite two professionals resigning, and two (the only two) patient representatives 
resigning. Three of those four resigned due to disagreeing with the review being 
published in its final form. I was so disappointed that the final review had very little in 
common with the interim review publication. I want to express my dismay and 
disappointment. Alex Neil led the world with his call to the nhs to suspend mesh 
during the review period, however I feel Shona Robison has let our community down, 
a community which has already been and continue to be let down by those who are 
supposed to care for those who came to them expecting help.  
 
I look to the Public Petitions Committee to support us and Hear Our Voices.  
 

 

 

 

 

 

 

 

  



PE1517/CCC 
Ingrid Hardacre submission of 3 September 2017 
 
Highlighting the attitude of some doctors towards their patients - giving sexual 
advice - when mesh complications present a loss of consortium between a 
woman and her male partner.  It shows how lost medics are when mesh goes 
wrong. It further demonstrates how gullible these professionals were and 
some of them still are, when they believed the powerful mesh manufacturers – 
telling them mesh is safe and complication rates are low. Absolute lies.  
 
We are the anecdotal evidence how mesh can devastate lives. At 40% (well 
documented) complication rate right across the spectrum it is time that 
doctors admit that they have made a mistake, over 20 years ago, by adopting 
this “quick fix” intervention as the gold standard to treat prolapse conditions. 
Surgeons/ consultants over approx. 50 years of age will only have learned/ 
trained with this sort of surgical mesh procedures. They will have to concede 
that not every “new innovation” works and mesh is the best example – a 
procedure which lacked rigorous, long term testing and most trials were 
sponsored by mesh manufacturers – and they just want to make money with 
not regard to patient safety or quality of life for the people they are treating. As 
a consequence, skills to perform tried and tested methods, like “hitch and 
stitch” Burch Colposuspension and other non-mesh operation have been set 
aside for the sake of profit and speed. Yes, the traditional methods take 
longer surgical time and a longer recovery but at least there is no foreign body 
material involved.  Thankfully, NOW, we have a few doctors who have 
admitted that mesh is not a good, long term, option for prolapse conditions.  
 
Let us hope and pray that more will follow and stop using mesh. The MHRA 
are the biggest culprits by playing directly into the mesh manufacturers hands 
– because those hands are feeding the MHRA – and you don’t bite the hand 
that feeds you. Shameful how mesh injured patients are treated and still lied 
to. Shameful!  



PE1517/DDD 
Annemarie Conley submission of 10 September 2017 
 
What do I want to say ? Well you would need a month of Sundays. It's sad really that 
hear we are 2017 pe 1517 was lodge 2014 our group has grown so much it's the tip 
of an ice berg we were leading the way in Scotland  regarding medical mesh devices 
with Alex Neil opting to suspend until clear pathways where set in place and a 
working group was set up Elaine Holme and Olive Macilroy did there very best to get 
as much information and testimonies from all over the world and well it seams to 
have fallen on deaf ears mean well more and more people come forward same old 
story they thought they where alone and it was there fault this operation had went 
wrong sad really I have asked the question on every trip I have made to parliament 
to Neil Findlay if he could find out the cost to Scottish parliament the price of our 
independent review and Shona Robinson does not seam to answer his question it 
will be embarrassing and that's why she does not want it exposed this whole 
experience has been long and drawn out and to be honest I think that the 
government does this to try and sicken the group whom is raising the petition but we 
must put a stop to this torture if there is 4 women in a waiting room 1 is going to be in 
agony at the end of the day it's just to high 25% it is also starting to take life's with 
the side affects of the toxins etc it's truly terrible I don't want to talk about me but my 
life is changed so much I don't recognise myself in the mirror I'm so ill but I get up 
and start every day new and if I can do I do if I can't well I just rest and that is bloody 
terrible for a 56 year old I should be out working but Mesh has stole that from me I 
should be out for lunch but Mesh has that to Mesh has meshed up my whole life it's 
sad but as I have previously sad I need a month of Sundays to tell you what Mesh 
had done to us the Scottish English Welsh and Northern Ireland American Australian 
Canadian Mesh surviours please think long and hard we are not all unique as 
doctors seem to think we are the Mesh is killing our oceans i.e. Plastic so why can't 
you see that it is killing us thankyou if you read this it's so important for Scotland to 
set the bar high and say right enough is enough 
 

 

 

 

 

 

 

  

http://committees/s5PPC/petitions/Current/PE1500-PE1599/PE1517/Survivors%20submissions%20-%202017/20170910ACtoAC.msg
http://committees/s5PPC/petitions/Current/PE1500-PE1599/PE1517/Survivors%20submissions%20-%202017/20170910ACtoAC.msg


PE1517EEE 
Carolyn Chisholm (Australian Pelvic Mesh Support Group) submission of 11 

September 2017 

 

I had a TVT-O implanted for stress urinary incontinence and suffered pain from the 
moment of implant right up to the date of full removal 9 months later. I could not get 
my device fully removed in Australia. I had to fly to the USA for full removal due to 
the lack of expert removal surgeons in my country. I have permanent damage and 
pain from the device and my life is now very restricted. Exercise is limited. When I 
garden it is very painful to bend. I dread doing housework because I know I am going 
to suffer. I have pain in my legs every day and it worsens when I become active.  
 
It is beyond my comprehension that these pelvic mesh devices for prolapse and 
stress incontinence continue to be implanted in women given the current following 
revelations from media worldwide and the evidence in the inconsistent outcomes of 
studies. 
 
These operations have left women with permanent and debilitating nerve damage, 
some have lost their bowels and bladders due to migration or strangulation from the 
mesh, constant infections requiring antibiotics, loss of sex life, recurring urinary tract 
infections, debilitating pain that can only be managed with the strongest of pain 
medications, partial removals of the mesh that cause even more complications, the 
breakdown of marriage and family - there is a huge financial, physical and 
psychological price that these women are paying and as time goes by, more women 
and families will suffer while mesh continues to be implanted.  
 
The management and treatment of these complications is very limited and the best 
result for all women suffering is full removal of these devices however, this is not an 
option in most countries worldwide because experienced removal surgeons are rare 
and full removal of these devices is dangerous and complex and this is why mesh 
should never have been used in a woman’s pelvis.   
 
700 women are in an Australian class action against Johnson and Johnson for 
damages caused by their pelvic mesh devices for stress incontinence devices 
prolapse. 
 
350 women are in an Australian class action against American Medical Systems for 
damages caused by their pelvic mesh devices for stress incontinence and prolapse. 
 
Over 100,000 women in the USA are in mass tort cases against manufacturers for 
damages caused by their pelvic mesh devices for stress incontinence and prolapse. 
 
The NHS in the UK are being sued by over 900 women for damages caused by 
pelvic mesh devices for stress incontinence and prolapse. 
 
Three states in the USA are suing Johnson and Johnson for being dishonest about 
the damages that can be caused by pelvic mesh devices - Kentucky, California and 
Washington. 
 



There is a current senate inquiry in Australia looking into the number of devices 
implanted (no-one actually knows), how many women are damaged, the severity of 
the damage, and who is responsible and what is Australia going to do about it? 
 
A thorough investigation is what is needed to find answers to the worldwide suffering 
and to stop this catastrophe from continuing. 
 
- Find out how these devices were ever approved starting from the fact that many 
approvals are based on predicate devices without any long term studies deemed 
necessary.  
 
- Investigate the aggressive marketing of these devices by the manufacturers to the 
surgeons. 
 
 - Investigate the surgeons and find out why any gynaecologist is allowed to implant 
mesh devices without first having experience of performing native tissue repair as 
part of their specialist training before using mesh. 
 
- Investigate why surgeons are choosing mesh over native tissue repair and does it 
have to do with cost 
 
- Investigate surgeons that are implanting yet are unable to fully remove. 
 
148 women responded to a poll with the following options: 
 
I have a midurethral sling/tape made from mesh for stress incontinence and I have 
complications (69) 
I have a mesh for prolapse and I have complications (48) 
I have a midurethral aling and a prolapse mesh and I have complications (31) 
 
46% have complications from the midurethral sling 
32% have complications from prolapse mesh 
31% have complications from the combined midurethral sling and prolapse mesh 
 
Mesh does not discriminate. All mesh has risks that can be catastrophic.  
 
I just cannot understand why we are still debating this worldwide mesh disaster. 
When are injured women going to be taken seriously?  
Why do we have to fight so hard for a real solution? 
  
Implanting mesh in a woman’s pelvis is inhumane and it needs to stop NOW.   
 



PE1517/FFF 
Jemima Williams submission of 11 September 2017 
 
I am a Mesh injured patient from Wales and founder of the Welsh Mesh Survivor 
Support Group, which I set up in 2013. I have campaigned against the use of mesh 
implants since 2011 when I found out through the internet that I was not, as my 
surgeon had told me "The only one that this has ever happened to"  
I had a surgical mesh implant for POP in 2002 - I was told I would be a 'Wonder 
Woman' afterwards. Yes. I am! I constantly wonder where the woman I used to be 
disappeared. Mesh has completely ruined my life and even after several major 
removal operations, between 2003 and 2013, I have recently been advised to have a 
colostomy. I cannot begin to tell you how angry I feel. 
 
As a Mesh injured patient advocate I have seen the catastrophic effects that Mesh 
surgery has had on many, many lives. Men, Women and their Children. Last week a 
lady reached out to our Welsh Group because she had tried to commit suicide. Her 
husband and family were shocked and devastated. I spoke to her privately in order 
that I arrange a home visit with her. The lady said that the horror of having to have 
an emergency colostomy and the continuing pain of residual mesh inflammation had 
brought her so low that she felt that she was a burden on her husband and children. 
She had not even realised that she had spiralled into these depths of despair. She 
took a massive overdose along with a bottle of wine. I can't even imagine the 
darkness that this poor woman had endured during these moments, or indeed how 
her family must feel knowing how badly her physical and mental state had 
deteriorated before their eyes. 
This is not a unique occurrence on the Mesh Support Sites. It happens time and 
again.  
 
The Guardian Newspaper recently published an article quoting the English NHS 
figures that 1 in 15 women had to undergo Mesh removal procedures. 1 in 15 !!!! I 
have never been so angry. This is totally unacceptable.  
I wonder what would happen to customer sales if a car manufacturer said that 1 in 
15 of their cars would crash and burn, potentially maiming and disabling the driver 
for life? I know they would soon be out of business.  
This is a matter of people's lives and health. I find it unbelievable that Mesh 
manufacturers consider that there is an 'Acceptable Morbidity Rate' when their 
products are implanted into a Patient - Not ONE person should be harmed by this 
device. Not ONE. God forbid this could be you, or someone whom you really love 
and cannot bear to live without. Which brings me to the comments at the bottom of 
the 'Hear our Voice' Petition. Page 5 Paula Bethany LeCompte. She died of 
complications due to failed Mesh. In recent years many of our good friends on the 
Mesh Support Sites have died. One of them a young mother of four very young 
children. We are People with Families - NOT PART OF ACCEPTABLE MORBIDITY 
RATES. 
 
Mesh injured people all across the UK call upon Scotland to take the lead and 
continue to suspend the use of Surgical Mesh Implants until further long-term 
investigations have been carried out.  
There can be no true statistical facts or evidence until there is a UK wide mandatory 
reporting of adverse events by Surgeons and also guidance to Patients to report 

http://committees/s5PPC/petitions/Current/PE1500-PE1599/PE1517/Survivors%20submissions%20-%202017/20170911JWtoAC.msg


adverse events. A requirement for both early and long-term follow-up of Mesh 
Implanted Patients. A Register of Mesh Injured Patients linked world-wide. Better 
training for GPs and Surgeons in order to recognise the symptoms of Mesh 
Rejection. 
 
In recent years the UK Working Parties and Review Boards set up to investigate 
these issues have all been a huge disappointment, with cries of whitewash. It is 
essential a new and unbiased national Review Body is set up to accurately identify 
the true facts surrounding the use of Surgical Mesh Implants. 
 

 

 

 

 

 

 

 

  



PE1517/GGG 

Claire Daisley submission of 1 September 2017 

 

As a woman who has suffered the horrific consequences of a ‘Mesh Implant’. I ask 
this whitewash report is taken extremely serious and thoroughly investigated. 
 
My life and my families lives have been turned upside down due to this barbaric 
procedure. If only time travel existed, I could go back and never have it done. 
 
I can’t walk without aids, a wheelchair for longer distance, chronic pain, foreign body 
reaction. Anal irrigation for bowel, my bladder is prolapsed and has 4/5 different 
problems. I sit awaiting the news I am going to lose my bowel and bladder. I need 
care from my family, mental health is suffering. The list goes on. There are hundreds 
upon hundreds in Scotland and all around UK and Worldwide suffering and trying to 
live life on a daily basis from the horrific consequences of this. It is simply too many. 
The MHRA are not aware of the true numbers of women and men injured. It’s all 
about money to them, not the value of human life. Their numbers are so wrong, they 
are not interested. For example, I do not agree with the information provided by Mr 
McGuire, which was outdated information. There needs to be a law to govern the 
likes of MHRA or they will always be in control with Big Pharma companies whilst the 
innocent suffer at their hands due to money. 
 
I struggle at the hands of a PIP system, when I should be given a living wage to 
compensate not being able to work through severe damage and disablement 
through horrific Mesh surgery. Not interrogated about my disability and how it affects 
me, to then go to tribunal to fight for the least I deserve, as do all others left severely 
injured. I do sincerely hope you Hear Our Voices. 



PE1517/HHH 
Karen Neil submission of 15 September 2017 
 
Please here my Voice. 
I’m a Scottish Mesh Injured Woman,who has for the last 7 years watched my life 
change so drastically that I had previously  thought,”I don’t wish to be alive,no more”, 
iN FACT  I edited this on a late night of being unable to sleep,due to extreme pain 
and these thoughts are back in my head,AGAIN…… 
 
I met SMS woman,they saved me,after being told “Your Unique” and  the only 
woman my consultant had ever saw with such adverse side effects. 
So we joined together this UNIQUE  group of injured woman and we brought the 
Petition PE1517/ZZ,and all the committee listen to the evidence we provide,spoke 
with us, 
SOME EVEN CRIED WITH US. 
Alex Neil and the Scottish Government made a world first, by suspending Mesh 
surgeries 
until they had gathered the full facts data etc.  
 
Our evidence was ignored ,even when we  reported our adverse incidents to 
Relevant agency ,they said the benefits out way the risks,and told they had only a 
few adverse incidents  reported to them. 
 
Then our 4 of the original Independent Inquiry leave??. 
Two of those were the patients voices, but how can we be heard when we have NO 
representation? 
The chair leaves,and her replacement is currently employed by NHS Scotland,how is 
she unbiased? 
Then leading Clinician resigns,why? 
 
This independent inquiry promised so much,to so many woman & their Families,but 
it holds no semblance to the interim  Report. 
Vital  data removed,edited to favour the very product causing so many  
Scottish woman such dire health issues. 
 
We had the chance to SHOW THE WORLD, The Scottish Parliament of whom 97 
Msp’s signed our  
Please no whitewash of the INDEPENDENT INQUIRY POSTER. 
CARE ABOUT ITS WOMAN. . 
PLEASE HERE MY VOICE. 
SAFE ANOTHER FAMILY LIVING THIS LIFE SENTENCE OF MESH.  
 
I SIT HERE WITH SO MUCH HOPE THAT THIS AWFUL LIFE ALTERING 
PRODUCT WILL BE BANNED 
HOW MANY WOMAN NEED TO ENDURE THIS AWFUL LEVEL OF PAIN 
SUFFERING. 
 
 
 
  



 

PE1517/III 
Petitioners’ submission of 13 September 2017 
 
On behalf of Scottish Mesh Survivors we would like to thank the Petitions Committee 
for giving us the opportunity to respond to the Cabinet Secretary’s latest 
communications and comments made by the Chief Medical Officer (CMO). We take 
a dim view of some of the content and hope to set the record straight regarding: 
 

1. Miscommunication by the Cabinet Secretary and the Chair of the Scottish 
Government Mesh Review regarding our request to remove ALL our input 
from the Final Report 

2. Using date discrepancies to justify failure of the Final Report to include  the 
EU reclassification of all surgical mesh devices to highest risk (Class III) 

3. Wrong information given by the Chief Medical Officer to this Committee that 
Australia only “restricted” the use of some implants.  

4. Wrong information given by the Chief Medical Officer to this Committee with 
regards to mesh implants 

5. Outdated patient safety information for transvaginal mesh tapes displayed 
by the Scottish Government and Scotland’s health websites  

 
1- The miscommunication to publish our input in the whitewash mesh report 
against our will: 
 
Despite being fully-informed by the Cabinet Secretary that ALL our input must be 
removed from the report, Dr Gillies, the Chair of the review, went ahead and 
published all of our input in the Final Report, removing only our Minority Opinion, 
which was ‘too late’ to be included in the Interim Report. She sent us a letter with a 
mistake in the dates. It is unacceptable that a Chair of a review expects lay-members 
of the group to respond to a serious email within only 24-48 hours, depending on the 
way the mistake in the dates is understood.  
 
When asked by the Committee, Dr Gillies was inconsistent in her answers as to why 
she published our input when the Cabinet Secretary asked her not to. In one 
instance, she appeared to blame the Cabinet Secretary for lack of clear 
communication but in another instance she appears to shift the responsibility for the 
decision to publish our input to the members of the review themselves. If the Review 
Group members decided to include our input against our wish, we would like to see 
written minutes of the meeting or email evidence please. 
 
Such inconsistency is a clear indication of unnecessary miscommunication which 
resulted in the loss of accuracy in relation to our request for our input to be removed. 
When asked about this matter, the Cabinet Secretary clearly and consistently shifted 
the responsibility to the review Chair.  
 
Here is a timeline of events in relation to this miscommunication: 
 
16 March – Scottish Mesh Survivors (SMS) ask Cabinet Secretary to remove ALL 
our input from the Final Report, this was acknowledged and said it would be 
conveyed to Dr Gillies. 
 



 

22 March 18:22 – Dr Gillies wrote that she understood from the Cabinet Secretary 
that we wanted our contribution removed. She listed ALL items we had contributed 
and asked us to confirm AGAIN that we wanted them ALL removed. She asked that 
we respond by 10:00 on Thursday 24th.Thursday was the 23rd not  24th. This email 
was unnecessary, harassing, confusing and pressurising. This gave us less than 24 
hours (or 48 hours, depending on which date was correct) to respond. 
 
23 March 23:57 – We did respond although it felt unnecessary to do so, we again 
asked Dr Gillies and the Cabinet Secretary to remove ALL our input from the Final 
Report, including our Minority Opinion from the Interim Report. 
 
27 March – Cabinet Secretary wrote to say we had subsequently asked for 'more' 
input to be removed and this would not be possible – we were too late. We 
repeatedly asked that ALL our input from the Final Report be removed. We did NOT 
want associated with the report and it was NOT in our name. Quite simply we were 
used in order that the Final Report could publish without it appearing completely 
biased.  
 
27 March – SG Final Report published. NONE of our input into this Final Report was 
removed! The only thing removed was our Minority Opinion from the Interim Report. 
 
29 March – POSTAL LETTER received, dated 23 March BUT the envelope dated 
27 March from Dr Gillies writes; “Further to my email to you yesterday, I have not 
heard from you”. She goes on to say that we had asked only that our Minority 
Opinion from the Interim Report be removed. 
 
18 May – Dr Gillies told this Committee that the review group had had a meeting to 
discuss our request to remove ALL our input before the Final Report published on 
27 March. “It is right to listen to requests but, that does not mean I would necessarily 
accede to those requests.” 
 
18 May – Cabinet Secretary: “I met the Chair on 22 March, I relayed to her ALL the 
concerns that the women had expressed. She then contacted them to ask about a 
number of pieces of information and to seek clarification of what should be removed. 
The women responded on, I think, 23 March with a list of information that they 
wanted to be removed. It was, ultimately, the chair’s decision on whether to accede 
to that request. She clearly agreed with some of it: she agreed to remove, for 
example, the minority report and gave her reasons earlier about why she did not 
remove the other material.” 
 
A timeline of email correspondence in relation to this miscommunication has 
been provided to the Committee. 
 
 
 
 
  



 

2 - Cabinet Secretary and CMO appear to have used date discrepancies for the 
failure of the whitewash mesh report to accept the EU Reclassification of all 
surgical meshes to highest risk class III category: 
 
The cabinet secretary and CMO stated that the EU reclassification took place in the 
first week of April 2017, a few days after the whitewash mesh report was published, 
and that is why the report did not mention the reclassification. 
  
Our understanding is the reclassification was approved on 22 February (5 weeks 
before the report was published) and adopted on 7 March by EU Council. We asked 
the Chair to include the reclassification on 27 February. The Final Report says; “It is 
anticipated the new EU Medical Device Regulations will include a change to the 
classification so all “surgical mesh” devices intended for “long term or permanent 
use” will be Class III”. 
  
The report then goes on to down-play the significance of reclassifying surgical mesh 
to highest risk category by saying; “From a European perspective the current 
position is that reclassifying these medical devices would not confer any 
material difference as they are already in the medium to high risk category as 
non-active implantable devices.” 
 
Here is a timeline for the related events:  
 
15 June 2016: Proposal for a Regulation of the European Parliament and of the 
Council on medical devices, and amending Directive 2001/83/EC, Regulation (EC) 
No 178/2002 and Regulation (EC) No 1223/2009. EU Reclassification of all surgical 
meshes to class III, Annex, Page 338, 4.4., Rule 8: 
http://data.consilium.europa.eu/doc/document/ST-9364-2016-REV-2/en/pdf 
 
22 February 2017: Position of the Council at first reading with a view to the adoption 
of a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL on 
medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and 
Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 
93/42/EEC. EU Reclassification of all surgical meshes to class III, Annex VIII, Page 
12, 5.4, Rule 8: http://data.consilium.europa.eu/doc/document/ST-10728-2016-
INIT/en/pdf 
 
8 March 2017: Position of the Council at first reading with a view to the adoption of a 
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL on 
medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and 
Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 
93/42/EEC - Adopted by the Council on 7 March 2017. EU Reclassification of all 
surgical meshes to class III, Annex VIII, Page 12, 5.4, Rule 8: 
http://data.consilium.europa.eu/doc/document/ST-10728-2016-REV-4/EN/pdf 
 

http://data.consilium.europa.eu/doc/document/ST-9364-2016-REV-2/en/pdf
http://data.consilium.europa.eu/doc/document/ST-10728-2016-INIT/en/pdf
http://data.consilium.europa.eu/doc/document/ST-10728-2016-INIT/en/pdf
http://data.consilium.europa.eu/doc/document/ST-10728-2016-REV-4/EN/pdf


 

 
 
The link Cabinet Secretary Shona Robison provides in her answer to Neil Findlay 
above is the same link that we provided, which confirms that the reclassification of 
all surgical meshes to highest risk Class III was adopted by EU Council on 7 March 
2017, and the letter confirming this was dated 8 March, well before the Final Report 
was published. Dr Gillies confirmed to the Committee that reclassification was 8 
March. 
 

 Why did the Final Report use date discrepancies for failure to accept the 
reclassifying of surgical meshes to HIGHEST risk category Class III when this 
was NOT anticipated, it was approved on 22 February and adopted by EU 
Council on 7 March? 

 

 Why did the Final Report down-play the significance of reclassifying surgical 
meshes to the HIGHEST risk category Class III when the European 
Parliament deemed this necessary for better protection of public health and  
patient safety?  

 
  



 

3 - CMO failed to inform this Committee that 75% of mesh devices have been 
deregistered in Australia:  

75% of meshes, including ALL Boston Scientific mesh devices, suspected to be 
potentially counterfeit, have been deregistered in Australia: 
http://apps.tga.gov.au/PROD/SARA/arn-entry.aspx  NOT merely 'restricted' as the 
CMO told the Committee. 

Class I recall action occurs when the product deficiency is potentially life-threatening 
or could cause a serious risk to health.  
Class II recall action occurs when the product deficiency could cause illness, injury 
or result in mistreatment, but are not Class I. 
 
Australia's Therapeutic Goods Agency (TGA), which is equivalent to the MHRA, 
deregistered: 
  

 ALL Cook Mesh Products (Class II) 

 ALL Boston Scientific Mesh products (Class II) 

 ALL Coloplast Mesh Products (Class I) 

 SOME Johnson and Johnson Mesh Products (Class I and II) 
 

 Why was this not announced appropriately? 
 

4 - Inaccurate statement by CMO – use of mesh for incontinence: 
 
When interviewed by BBC News Reporter in Dec 2016, Chief Medical Officer 
Catherine Calderwood said that ‘mesh was the only option for these women’. This is 
NOT the case! In response to Neil Findlay, the Cabinet Secretary  suggested that the 
CMO’s comments had been taken out of context and did not accurately reflect her 
position.  
 
Despite Alex Neil calling for a mesh suspension in June 2014, more than 400 women 
have received mesh implants since that time, and less than 100 women have 
received non-mesh alternatives. We believe the high number of mesh procedures is 
as a result of directive counselling and NOT shared decision making. All hospitals 
that flouted the government suspension can do non-mesh surgery so the CMO’s 
statement to the BBC is wrong and misleading.  
 
Because the UK Medicines and Healthcare products Regulatory Agency (MHRA) 
has failed to act, and wrongly claim that ‘the benefits outweigh the risks’, all mesh 
devices are still being used throughout the UK. The Scottish Government Final 
Report has exposed women to unnecessary harm by allowing the use of all mesh 
devices, whilst other health regulators have taken action to deregister mesh implants 
and/or issue safety alerts. Despite the US Food and Drug Administration (FDA) 
Safety Alert: Urogynecologic Surgical Mesh Implants by Boston Scientific: 
Notification Potential for Counterfeit Raw Material, these devices are still being 
used in Scotland. 
https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedi
calProducts/ucm493784.htm?source=govdelivery&utm_medium=email&utm_source
=govdelivery.  

http://apps.tga.gov.au/PROD/SARA/arn-entry.aspx
https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm493784.htm?source=govdelivery&utm_medium=email&utm_source=govdelivery
https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm493784.htm?source=govdelivery&utm_medium=email&utm_source=govdelivery
https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm493784.htm?source=govdelivery&utm_medium=email&utm_source=govdelivery


 

Despite the suspension, Boston Scientific is now the biggest supplier of mesh tapes 
for incontinence in Scotland. 
 

 Why has the Cabinet Secretary endorsed the CMO’s view instead of 
recognising she’s rubber-stamped mesh for more than 400 women?  

 
 
5 - CMO acknowledgement that consent for mesh surgeries was not informed: 
 
The CMO said; “We know that there are women who have had mesh inserted into 
them who should not have had it because they were not properly consented. They 
did not have a full description of what might happen to them in the worst-case 
scenario. For that, I have already apologised.”  
 
“We want the other women to have all the options laid out with all the complications 
and risks and the things that these women were not fully aware of because, at the 
time, they did not have what we now see as fully informed consent.” 
 
Consent for mesh surgeries is still not informed: 
A Patient Information Leaflet (PIL) developed by the Scottish Government Expert 
Group: ‘Synthetic Vaginal Mesh Tape Procedure for the Surgical Treatment of 
Stress Urinary Incontinence in Women’ was adopted by and published in the rest 
of the UK in May 2017 but not in Scotland – (with the exception of our Scottish Mesh 
Survivors website) 
http://bsug.org.uk/budcms/includes/kcfinder/upload/files/SUI%20Mesh%20Tapes%2
0Leaflet%20Version%2024_160517.pdf 
 
The information leaflet published on the Scottish Government website is outdated 
and the explanation of risks is inadequate. The current leaflet is either unavailable or 
if it is available, it is not easy to find on NHS Health Scotland websites.  
 

 How can consent be informed if women aren’t aware of ALL known risks and 
alternative treatment options available? 

 How can there be shared decision making if all alternative treatment options 
are not discussed equally and impartially? 

 
The Scottish Government should update their own website as it currently displays 
outdated patient information regarding all known risks and best practice before 
issuing advice to Health Boards. How can Scottish hospitals be expected to inform 
patients and have shared decision discussions when they don’t have up-to-date 
information themselves? 
 

 

http://bsug.org.uk/budcms/includes/kcfinder/upload/files/SUI%20Mesh%20Tapes%20Leaflet%20Version%2024_160517.pdf
http://bsug.org.uk/budcms/includes/kcfinder/upload/files/SUI%20Mesh%20Tapes%20Leaflet%20Version%2024_160517.pdf


PE1517/JJJ 
Dr Wael Agur submission of 15 September 2017 
 
Thank you for the invitation to appear before the Committee to provide oral evidence at its meeting 
on Thursday 28th September. I have provided appendices to support this submission. 
 
In this submission, I request that the Government’s Mesh Report to be a subject of a public 
consultation process. This process has been employed prior to the publication of the European 
Mesh Report and is an essential part of the normal procedures leading to the publication of clinical 
guidelines north and south of the border. This request for a public consultation process is based 
on the following points, and I have provided appendices to : 
 
1) The Report can further reduce harm to women considering surgery for pelvic organ 

prolapse.  
 
a) The Report allowed the highest risk mesh procedures despite lack of proven benefit over 

standard non-mesh alternatives. Appendix 2 - page 14. 
 
The Report added the word ‘routinely’ to Conclusion 8 and encouraged individual surgeons to 
select patients for mesh surgery for prolapse. This is currently in contrast with all available 
evidence. Authors of the Scottish-led PROSPECT trial (the largest trial of prolapse worldwide) 
described mesh-related risks to be ‘unnecessary’ as no benefit was seen. This is regardless of 
whether the procedure is primary or secondary. Emerging evidence from a European trial on 
only repeat surgery showed no benefit (short or long term) either. The Scottish 20-year look-
back study confirms the risks are unnecessary. A Cochrane review of relevant randomised 
studies criticised the MHRA for stating ‘benefit outweigh the risks’ and proposed that prolapse 
mesh is not offered to patients unless approved by an Ethics Committee i.e. within research 
context. Legal evidence confirmed that using a prolapse mesh device is associated with the 
highest risk of litigation among all pelvic mesh devices. Surgeons in Scotland had already 
followed government suspension in June 2014 and voluntarily stopped using transvaginal mesh 
in prolapse surgery. 
 

b) The currently available mesh products/devices used in these procedures have no reliable 
evidence on safety and efficacy.  

 
The mesh devices used in the above trial are no longer available in Scotland as the 
manufacturer voluntarily withdrew them from the market, relabelled them ‘for abdominal use 
only’ or closed the business altogether. Therefore, the prolapse mesh devices that remain in 
Scotland’s market, and are allowed to be used according to Conclusion 8, are relatively newer 
and had not been evaluated in clinical trials. 
 
Therefore, I do believe the word ‘routinely’ must be removed from Conclusion 8 until long-term 
trials prove benefit - and prove that such benefit outweighs the serious risks. 

 
2) The Report can further reduce harm to women considering surgery for stress urinary 

incontinence. 
 
a) The Report did not adequately warn surgeons and patients against the serious risks 

associated with the transobturator mesh tape. Appendix 2 - page 13. 
 

The concerns expressed in Recommendation 7 of the Interim Report (Oct 2015) regarding the 
mesh risks of the transobturator tape (the commonest continence procedure performed in 
Scotland before the suspension) were removed. Such removal of the already expressed 
concerns gives an ambiguous message to the reader. I believe this procedure is entirely 
avoidable and its risks outweigh the benefits. Moreover, its serious adverse events are 



  

irreversible as the device cannot be safely removed in its entirety. 
 
Therefore, I do believe the Final Report must firm up the concerns already expressed in the 
Interim Report and explicitly recommend against the use of the transobturator mesh tapes in 
Conclusion 7 - except after approval of a national clinical network, at least. 

 
b) The eleventh hour addition of the phrase ‘other synthetic’ to Conclusion 7 can put women 

to unnecessary harm by suggesting that clinicians can use materials other than 
Polypropylene in pelvic surgery. This is clearly has no evidence base. If we are to learn 
from the current mesh crisis, such ‘other synthetic’ materials must never be used outside 
research context. Appendix 3 - page 15. 
 

c) The current Chapter Six directs clinicians and women towards choosing mesh tape 
procedures over the less risky non-mesh alternatives. The Chapter highlights all possible 
benefits of mesh procedures but overlooks the most common adverse event (mesh erosion) 
and the most debilitating one (chronic pain). Conversely, it highlights the disadvantages of 
non-mesh surgery and overlooks their advantages. Therefore, and in contrast to Conclusion 
1 that promotes balanced shared-decision making, this chapter leads the clinicians and 
patients to believe mesh surgery is better. 
 

d) The Report demoted the current best evidence (in the deleted Chapter Six) to an appendix 
and to an online annex. The deleted Chapter Six represented a balanced comparison of 
risks associated with mesh and non-mesh procedures. It contains the patient-friendly 
shared-decision tables in consistency with the Interim Report of 2015. Appendix 4 - page 
18. 

 
Therefore, I do believe the Final Report must reinstate the original deleted Chapter Six to 
restore balance and be transparent about the comparative safety of mesh and native tissue 
procedures. 

 
e) The Report ignored the current best evidence on mesh-related adverse events that 

described the prevalence of a negative outcome to be as frequent as 15% (1 in 7). 
 

f) The Report did not scrutinise the emerging evidence on surgical removal of retropubic 
mesh tape, the mesh devices it recommends to be used as first line surgery. Such 
evidence suggested that, in the majority of cases, adverse events are not improved and can 
be worsened following surgical removal of the device. 
 

3) The Report did not recommend mandatory recording of all mesh procedures on the currently 
available national registries, thus leading to a certain failure to obtain accurate figures on 
mesh-related adverse events in the future. Appendix 2 - page 11 (Conclusion 5). 
 

4) The Report did not identify the causes and risk factors that could lead to the development of 
mesh-related adverse events. Identifying these factors was an important part of the Review’s 
original remit. Such factors are essential to describe individual patient’s risks and to inform the 
patient consultation. 
 

I believe the recently announced Review of the process of the Government Review by Professor 

Alison Britton is to be accompanied by a review of the outcome, the Report itself. This is best 

achieved by opening the Report to a public consultation at this stage. Such action will restore 

credibility and public confidence in the Report and, more importantly, reduce harm to women 

considering surgery for incontinence and prolapse.  
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however, as there has been a suggestion it could compete.  
 
1 for practical purposes, payments and/or support to a value in excess of £100 annually should be 
declared. (Threshold of £100 chosen locally to exclude amounts for trivial items such as pens, 
post-its, books etc.) 



  

2.  Non-Personal interests over the last 12 months 
 
This implies support2 from any one company for your unit or place of work. It may be financial or in 
kind e.g. funding of a nurse, colleague, building or piece of equipment. (The amount of money 
involved does not have to be declared). 
 

Company Nature or purpose of support 
from the company 

Period of support 
From   To 

Astellas 
Pharmaceuticals 
(Non-personal 
non-specific) 
 
 
 
University of 
Aberdeen 
 
 
 
University of 
Aberdeen 
 
 
University of 
Aberdeen 
 
 
 

Financial support through a 
service development contract 
with Ayrshire O&G Dept. 
Funding training for nurses and 
other team members and 
purchase of equipment. 
 
Financial support through 
research payment as the 
Principal Investigator –  
SIMS pilot study 
 
Financial support through 
research payment as the 
Principal Investigator – 
PROSPECT studies  
 
Financial support through 
research payment as the 
Principal Investigator –  
VUE studies 
 
 

2010 
 
 
 
 
 
 
2010 
 
 
 
 
2010 
 
 
 
2013 

Now 
 
 
 
 
 
 
2010 
 
 
 
 
2013 
 
 
 
Now 

 
2 for practical purposes, payments and/or support to a value in excess of £1000 annually should 
be declared. (Threshold of £1000 chosen to concord with Scottish Medicines Consortium 
guidance.) 
 
Signature:     Wael Agur Date:   29/11/2016 
 



  

 
Aide-Memoire to Declaration of Interests at Meetings and Participation by Members 
 
Working Group members are required to declare relevant interests and to state whether they are 
personal or non-personal interests and whether they are specific to the product under 
consideration or non-specific. 
 
A member must declare a personal specific interest if he or she has at any time worked on the 
product under consideration and has personally received payment for that work, in any form, from 
any relevant body, including companies, charities  etc.  The member shall take no part in the 
proceedings if they relate to that product.  If the interest is no longer current, the member may 
declare it as a lapsed personal specific interest. 
 
A member must declare a personal non-specific interest if he or she has a current personal 
interest in any relevant body concerned which does not relate specifically to the product under 
discussion.  The member shall take no part in the proceedings as they relate to the product, 
except at the Chairman’s discretion. 
 
A member must declare a non-personal specific interest if he or she is aware that the department 
for which he or she works has at any time worked on the product but the member has not 
personally received payment in any form from the body for the work done.  The member may take 
part in the proceedings unless he or she has personal knowledge of the product through his or her 
own work or through direct supervision of other people’s work, in which case he or she should 
declare this and not take part in the proceedings. 
 
A member must declare a non-personal, non-specific interest if he or she is aware that the 
department for which he or she works is currently receiving payment from any relevant body 
concerned which does not relate specifically to the product under discussion.   The member may 
take part in the proceedings unless the Chairman rules otherwise. 
 
 
 



  

Appendix 2 – My comments on the draft recommendations - circulated to the chair and 
group members on Feb 21st.               

Chapter 9: Conclusions and Recommendations 
 
No surgical intervention is without risk. This IR has shown that mesh procedures for both SUI and 
POP carry a risk of complications which, in some cases, are life changing and cannot be 
corrected. However, for the majority, such serious complications do not occur. The aim of our 
conclusions and recommendations is to minimise and manage that potential risk.  Input from 
clinicians and provision of adequate information will allow patients to make informed choices 
regarding their treatment. 
 
In the process of coming to its conclusions, the IR has considered evidence from a number of 
sources; this included patient stories, clinical expert opinion, published scientific evidence, legal 
reports and the rich epidemiological data provided by ISD. It also benefited from presentations 
from other bodies such as the Chief Scientist Office and IRIC. The following conclusions, and the 
recommendations contained within, are drawn from this evidence and discussion. 
 
Conclusion 1 
Fundamental to the treatment of patients with SUI and POP is patient-centred care which should 
include patient choice and shared decision making supported by robust clinical governance. To 
support shared decision making, management of patients must take place in the context of a 
multidisciplinary team (MDT), supported by a quality assurance framework. The Expert Group is 
considering the development of shared-decision tool/aid to support the counselling process and 
patient choice. 
 
This recommendation is about moving away from directive counseling and into shared-decision 
making. The shared-decision tool/aid was drafted in Summer 2016 along the concepts of 
‘Request-for-Treatment’ and ‘Teach-Back’ suggested by the chair of the Expert Group. The tool 
has already been reviewed and is under development. It is worthwhile to mention it here as a task 
for the Group to complete.  
 
Conclusion 2 
Evidence of involvement in MDT working, engagement in audit activity and recording and reporting 
of adverse events should be an important part of consultant appraisal and thus statutory 
revalidation of medical staff. The Expert Group should work with Medical Directors as Responsible 
Officers to effect mandatory reporting through the include this in the conduct and supervision of 
appraisal and revalidation processes.. In addition the Scottish Government shouldThe Expert 
Group will review the outcome of the above process and may request to consider the alternative 
methods for the capture of adverse events set out in chapter 8 to determine further the most 
effective way to ensure complete notification. 

 
This recommendation is about reporting of adverse events to provide the ‘numerator’ figure 
essential for future calculation of the adverse event rate.  
Will this issue continue to sit with the Scottish Government itself after publication of the final 
report? How about with the Expert Group instead? 
  
My understanding is all members of the Independent Review Group agree that adverse event 
reporting to IRIC/MHRA should be made mandatory, and most believe the appraisal/revalidation 
system is the best process to achieve this objective. If my understanding is correct, this 
recommendation needs to mention the word ‘mandatory’, regardless of the process chosen to 
implement. 
 



  

Conclusion 3 
Informed consent is a fundamental principle underlying all healthcare interventions. Extensive work 
was carried out by the Expert Group prior to the establishment of the IR, with leadership by both 
patients and clinicians. This has resulted in a SUI information leaflet and consent form.  Following 
on from this the IR concludes that additional work is required to ensure that this work is extended 
to include POP proceduresnon-mesh procedures and that the SUI leaflet is reviewed in the light 
of this work and other recent developments.  This should be addressed by the Expert Group as a 
matter of urgency.  Other points highlighted by the IR include the provision of adequate time for 
discussion and reflection.  Patients should be provided with the information they need in order to 
make informed choices. Patients also require appropriate information, which must include device 
identification, to allow them to report adverse events if these occur. 
 
POP mesh procedures have no proven benefit and will probably not be offered, at least in 
Scotland. Therefore, for a better use of the resources of the Scottish Expert Group, we would 
recommend to prioritise the development of information leaflets for colposuspension (the standard 
non-mesh SUI procedure), autologous fascial sling and bulking agent injections. These are now 
more important than POP mesh procedures, particularly as the number of surgeons keen to 
introduce/re-introduce these procedures into their practice appears to be on the increase. 
 
Conclusion 4 
The IR does not consider that current research studies on safety and effectiveness provide 
sufficient evidence on long-term impact of mesh surgery.  The lack of extended long-term follow up 
and related outcome data, including information on quality of life and activities of daily living, 
should be addressed.  The IR recommends the Expert Group highlights this knowledge gap to the 
research community, and those that fund health research funding bodies and research ethics 
committees.  Opportunities for routine audit should be explored by the Expert Group in conjunction 
with NHSScotland. 
 
I think the Research Ethics Committees that are currently considering projects that involve the use 
of pelvic mesh would benefit from liaising with the Expert Group (which now accumulated a wealth 
of experience in the subject) prior to approval. I believe such liaison is important to safeguard the 
health of women who participate in future research projects that involve pelvic mesh.  
 
Conclusion 5 
Good information, as stated before, is essential to good patient care. The experience of the IR has 
been that there are many gaps although there is information both in a professionally- led 
databases (the BSUG and BAUS databases) and routine NHS information (SMR01 and SMR00). 
It is recommended that the Expert Group works with ISD, BSUG, BAUS and others to ensure 
explore that the development of an information system is developed which is universal, robust, 
clinically sound and focused on fostering good patient outcomes.  Work already underway on 
consistent coding by ISD is vital to this endeavour and the new codes will be available when 
OPCS4.8 is released. While these initiatives are underway, the Expert Group should work with 
Medical Directors as Responsible Officers to ensure mandatory use of the available registries from 
national societies (BSUG and BAUS) through the appraisal and revalidation processes. The Expert 
Group will review the outcome of the above process and may request to consider alternative 
methods to determine further the most effective way to ensure complete recording of the relevant 
surgical procedures. 
 
This recommendation is about using a national registry for pelvic mesh procedures to provide the 
‘denominator’ figure essential for future calculation of the adverse event rate.  
 
Developing a universal information system can take years and is partly dependent on 
organisations based outside Scotland. This task will not be the easiest for the Expert Group. In the 
meantime, there is a ‘low-hanging fruit’ to improve the use of registries by recommending it to be 



  

mandatory, as MHRA reporting of adverse events.  
 
My understanding is all members of the Independent Review Group agree that the use of a 
registry should be made mandatory, and most believe the appraisal/revalidation system is 
probably the best process to achieve this objective. If my understanding is correct, this 
recommendation needs to mention the word ‘mandatory’, regardless of the database chosen to 
use and regardless of the process chosen to implement.  
 
Comment on both conclusion 2 and 5: 
I believe the clinical community expects our two recommendations to make both MHRA reporting 
and the use of registry ‘mandatory’. Important to remember it was mainly the lack of accurate 
figures on adverse event rates that had led politicians to suspend mesh procedures in the first 
place. If we do not recommend these two activities to be mandatory at this stage, the true adverse 
event rates will remain unknown in the future and politicians may have to re-commission this group 
in few years’ time. 
 
Conclusion 6 
The IR expressed serious concern that some women who had adverse events felt they were not 
believed, adding to their distress and increasing the time before any remedial intervention could 
take place.  Improving awareness amongst clinical teams of the possible symptoms of mesh 
complications together with good communication skills, (including good listening and empathy) is 
an essential part of good clinical care.  The IR concluded that the Expert Group should review the 
training and information available to clinical teams in primary and secondary care and find ways of 
incorporating patient views in MDT working.  The importance of developing pathways for 
treatment of complications is emphasised, ensuring involvement of clinicians with the appropriate 
skills to take forward personalised and holistic care necessary in these situations. 
 
Only one comment on this recommendation; to highlight to the Expert Group that one of the ‘ways 
of incorporating patient views in MDT working’ is the shared-decision aid itself, mentioned in 
Conclusion One.  
A ‘pilot’ started in Ayrshire in September 2016. MDT members read the patient’s completed tool, in 
her own handwriting, describing her understanding, values and reasons of choice of surgery. 
Some interesting experiences to share at a later stage.  
 

Conclusion 7 
In the case of surgical treatment for SUI a review of the different sources of evidence has led us to 
recommend that women must be offered all appropriate treatments, including colposuspension 
(the standard non-mesh procedure) and retropubic tape (the standard mesh procedure) (mesh 
and non-mesh) as well as the information to make informed choices.  Management of patients 
must follow agreed care pathways and the importance of multidisciplinary assessment is 
emphasised. When surgery involving polypropylene mesh tape is contemplated, the current 
evidence favours awe recommend the use of only the retropubic approach. Due to the associated 
risks, the transobturator tape procedure can be considered only with involvement of national MDT. 
The Expert Group must develop appropriate pathways, including one for management of those 
suffering mesh-related complications. Work with Medical Directors and Planners will be required to 
ensure their smooth national implementation of the pathways.  
 
Regarding colposuspension vs retropubic mesh tape procedures:  
 
As it stands, this conclusion will suggest to (at least) some readers that the retropubic tape is the 
best surgery for all women with SUI. For balance, if the recommendation mentions the standard 
mesh procedure by name (retropubic tape), it would also need to mention the standard non-mesh 
procedure (colposuspension) by name. 
 



  

The best ‘information to make informed choices’ between the two standards are present in the 
shared-decision table in the original chapter six attached to the email (Lapitan 2016 Cochrane 
review). On reviewing this level 1 evidence, and other resources, I came to the conclusion that the 
benefit : risk ratio of the colposuspension procedure is more favourable than that of the mesh tape 
one.  
 
No doubt other clinicians and patients will reach other conclusions, based on experiences, values 
and what matters to us. Therefore, I suggest the objective shared-decision tables of the original 
chapter six to be published in the Final Report, in consistency with the same format of the Interim 
Report. These will be useful for clinicians and patients who are considering the various ‘trade-offs’ 
of the decision-making process. 
 
Regarding retropubic vs transobturator mesh tape procedures:  
 
Using the word ‘favours’ will suggest to (at least) some readers that both mesh tape procedures 
are good - but one is ‘favoured’ because it is better than the other. I believe this is not realistic and 
could put patients to unnecessary risks. 
 
The best ‘information to make informed choices’ are present in the shared-decision table already 
published in the Interim Report (Ford 2015 Cochrane review) and part of the original chapter six 
attached to the email. On reviewing this level 1 evidence, and other resources, I came to the 
conclusion that the transobturator procedure is too risky to offer at all. 
 
My understanding from discussions with clinician colleagues is that there is agreement to 
the following three statements regarding the transobturator procedure. These are the main 
three reasons all clinician members of the group had already stopped doing this procedure 
before the Government’s suspension in June 2014: 
 
1- Its risks outweigh its benefits (over the retropubic procedure).  
2- It has no single absolute indication i.e. it is an entirely avoidable surgical procedure. 
3- For the vast majority of women, the implanted mesh device cannot be safely 
removed in its entirety. Therefore, the adverse events, that had indicated surgical removal 
in the first place, would be irreversible and the woman’s life is likely to change for good.  
 
If my understanding is correct, this procedure should either not be offered at all or offered only 
following a discussion at a national (not local) MDT. I believe such advice will reduce harm without 
losing any substantial value. 
 
If my understanding about the opinions of my colleagues is incorrect or only partially correct, we 
will discuss again at the next meeting. 
 
The national MDT can simply be the email list of members of the Scottish clinical society, and 
Voula is the current chair.  
A working example is BSUG which has done something similar at UK-level on several occasions 
in the last few years. A clinician member seeks advice on a national level by asking the secretary 
to email the membership with the clinical details of a difficult, rare or unusual case presentation. 
No unique identifiers are used and all responses are collated and emailed back to the 
membership, for learning purposes. 
 
Lastly, I added ‘mesh-related’ to complications as the Expert Group is developing a pathway for 
management of only mesh complications, not all complications of pelvic floor surgery. 
 
Conclusion 8 
In the surgical treatment of POP current evidence does not indicate any additional benefit for the 



  

use of transvaginal implants (polypropylene mesh or biological graft) over native tissue repair in 
primary or repeat surgery.  Transvaginal mesh and graft procedures should therefore not be 
offered routinely.  The Expert Group must develop appropriate pathways, including one for 
management of those suffering mesh-related complications. Work with Medical Directors and 
Planners will be required to ensure their smooth implementation.   
 
Using the word ‘routinely’ will suggest to (at least) some readers that POP mesh can be used in 
selected conditions. I believe this is not evidence-based, nor realistic, and could put patients to the 
‘unnecessary risks’ described by the PROSPECT authors.  
 
Maher 2016 Cochrane review suggests POP mesh to be used only within research context. On 
reviewing this level 1 evidence, PROSPECT and other resources, I came to the conclusion that 
transvaginal POP mesh procedures are too risky to offer at all until a) there is proven benefit and 
b) such benefit outweighs the risks. Therefore, at this juncture, deleting the word ‘routinely’ will 
reduce harm, without losing much (if any) substantial value. 
 
If current evidence does not indicate benefit of POP mesh in either primary or secondary surgery, 
we need to mention both in the recommendation. If POP mesh does not offer benefit over native 
tissue surgery in the simple primary POP, I find it difficult to believe it could offer benefit in the 
complex recurrent POP. 
 
Lastly, I added ‘mesh-related’ to complications as the Expert Group is developing a pathway for 
management of only mesh complications, not all complications of pelvic floor surgery. 
 



  

Appendix 3 – Comparison of Conclusions 7 and 8 of the Interim and Final Reports 

 

Procedure Interim Report – October 2015 Final Report – March 2017  My suggestions – sent February 2017 

 

Retropubic mesh 

tape 

(incontinence) 

 

The ‘Vertical 

Tape’  

 

 

Transobturator 

mesh tape 

(incontinence) 

 

The ‘Horizontal 

Tape’ 

 

Conclusion 7 

 

A review of the different sources of evidence … 

has led us to express concern in this Interim 

Report at the use of the transobturator rather 

than the retropubic approach for routine 

surgery for stress urinary incontinence using 

mesh. The clinical governance arrangements that 

we have recommended will allow ...  

 

We await the final publication of key research 

reports but wish to register these concerns and to 

recommend that the Expert Group... 

 

Conclusion 7 

 

In the case of surgical treatment for SUI, a review of the 

different sources of evidence has led us to recommend 

that women must be offered all appropriate treatments 

(mesh and non-mesh) as well as the information to 

make informed choices…  

 

 

 

When surgery involving polypropylene or other 

synthetic mesh tape is contemplated, a retropubic 

approach is recommended.  
 

 

The Expert Group… 

 

Conclusion 7 

 

In the case of surgical treatment for SUI a review of the 

different sources of evidence has led us to recommend 

that women must be offered all appropriate treatments, 

including colposuspension (the standard non-mesh 

procedure) and retropubic tape (the standard mesh 

procedure) (mesh and non-mesh) as well as the 

information to make informed choices…  

 

When surgery involving polypropylene mesh tape is 

contemplated, we recommend the use of only the 

retropubic approach. Due to the associated risks, the 

transobturator tape procedure can be considered 

only with involvement of national MDT.  

The Expert Group…  

 

 

Insertion of 

mesh patch 

during prolapse 

surgery 

 

– the ‘Prolapse 

Mesh’ 

 

Conclusion 8 

 

Similar concern is expressed, both for 

effectiveness and adverse events, at the use of 

transvaginal mesh in surgery for pelvic organ 

prolapse. The clinical governance arrangements 

that we have recommended will allow...  

 

We await the final publication of key research 

reports but wish to register these concerns and to 

recommend that the Expert Group... 

 

 

Conclusion 8 

 

In the surgical treatment of POP, current evidence does 

not indicate any additional benefit from the use of 

transvaginal implants (polypropylene mesh or biological 

graft) over native tissue repair.  

 

Transvaginal mesh procedures must not be offered 

routinely.  
 

The Expert Group… 

 

Conclusion 8 

 

In the surgical treatment of POP current evidence does 

not indicate any additional benefit for the use of 

transvaginal implants (polypropylene mesh or biological 

graft) over native tissue repair in primary or repeat 

surgery.   

Transvaginal mesh and graft procedures should 

therefore not be offered routinely.   

 

The Expert Group…  

 



Appendix 4 – Notes on the deleted Chapter Six (The Narrative, Timeline and Page 1) 
 
The Clinicians’ Chapter Six of the Final Report was drafted in May 2016. Its aim was to accurately 

describe the benefits and risks of pelvic mesh procedures to aid the shared-decision process 

between patients and clinicians as to whether mesh is used during surgery. Building on the 

success of Chapter Six of the Interim Report (published Oct 2015) in accurately interpreting top-

level research from the Cochrane Collaboration (Ford et al 2015), the same methods (described 

below) were employed in interpreting the recently-published Cochrane evidence (Lapitan et al 

2016 and Maher et al 2016).  

a) The Narrative:  

1. Summarising top-level evidence from Cochrane Reviews: 

a. Listing all outcomes from the Reviews that would inform the shared-decision process 

between patients and clinicians 

b. Identifying the odds of good outcome, the odds of adverse events and the level of 

confidence in the results 

c. Identifying the surgical procedure favoured by the authors for each individual 

outcome  

 

2. Adding value of clinical experience:  

a. Describing the size of difference in outcomes between surgical procedures (the 

effect size) 

b. Deciding whether a statistically significant result is clinically important 

c.  Giving ‘weight’ to each outcome depending on clinical implications 

d. Reaching overall conclusions with regards to the benefits and risks of individual 

surgical procedures 

 

3. Presenting evidence transparently in patient-friendly tables that would be useful during 

the shared-decision process with clinicians  

 

4. Seeking views from the larger group for the Chapter’s content  

 

On interpreting the evidence tables comparing safety of surgical procedures, I came to the 

following conclusions: 

 

o Non-mesh procedures are safer than mesh procedures for incontinence.  

o Transobturator mesh tape is too risky to be offered, except in very rare 

circumstances. 

o Prolapse mesh has no proven benefit and is too risky to be offered.  

As the chapter was deleted, its evidence did not inform the recommendations of the Final 
Report. 



  

b) Timeline of Drafting and Deleting Chapter 6: 

Date Event Notes 

May 2016 1st Draft of the Chapter circulated   

 2nd Draft circulated Clinicians suggestions incorporated 

May  1st Clinicians subgroup meeting Disagreement on the idea that non-mesh 
procedures have a better benefit/risk 
profile compared with mesh procedures 

11 July  2nd Clinicians subgroup meeting Suggestion that the figures in Table 1 
are inaccurate. Author of the Cochrane 
Review was later contacted and 
confirmed figures are accurate. 

 1st call to delete Table 1 Reason: Table 1 is not useful 

31st Oct  3rd Clinicians subgroup meeting 
 

The Chair resigns  
2nd call to delete Table 1 
1st call to delete the whole Chapter  

 Suggestion not to make any 
recommendations based on Table 1 

 

10 Nov Chapter reviewed by 2 clinicians  
3rd call to delete Table 1 

Chapter updated with new comments  

22 Nov 4th call to delete Table 1 Reason: no need to summarise any 
studies as Chapter 5 already does so. 

6 Jan 
2017 

4th Clinicians subgroup meeting  
 

First meeting with the new Chair. 
Transparency rule was changed.  
5th call to delete Table 1 or the whole 
Chapter 

6th-10th 
Jan  

Several email exchanges.  
 

Majority now prefer deleting the Chapter. 
 

10 Jan  
08:54 

Chair shuts down the discussion  Chair deletes the whole Chapter and 
asks a clinician member to draft a new 
one 

10 Jan  
18:49 

First draft of the new chapter is 
circulated  

New chapter is 4-page 

13 Jan  5th Clinicians subgroup meeting 
(phone)  

New 4-page chapter approved by 
majority  

17 Jan  1st draft of Final Report circulated  Includes the new 4-page chapter 

 2nd draft of Final Report circulated   

21 Feb  My comments circulated  Suggesting to reinstate the original 
chapter  

 3rd draft of Final Report circulated  

28 Feb  I resigned from the group  



  

c) Page 1 of the original Chapter Six 

Chapter 6: The use of vaginal implants (mesh and graft) for the surgical treatment of stress 
urinary Incontinence (SUI) and pelvic organ prolapse (POP) in women: Clinicians’ view  
 
 

 

 

 

 

 

 

 

 

 

 

Table 2 was moved out of Chapter 6 to an appendix D at the end of the Final Report (page 103) without a title, narrative or conclusion. 

Tables 1, 3 and 4 were taken out of the Final Report and published in an online annex, among meetings’ agendas and minutes. The tables 

can be found in the second last document in the online list of the Review documents.   

What’s new in this Chapter? 

In addition to the evidence summary table on the choice between retropubic and transobturator mesh tapes (published 

in the Interim Report), this updated chapter now summarises the level I evidence on comparative safety and 

effectiveness from the Cochrane reviews published in 2016. The evidence relates to the choice between 

colposuspension and mesh tapes and the use of vaginal implants (polypropylene mesh and biological grafts) for women 

with pelvic organ prolapse. 

Table (1): Comparison between colposuspension and mesh tape procedures for the treatment of stress urinary 

incontinence in women. *NEW* 

Table (2): Comparison between retropubic and transobturator mesh tape procedures for the treatment of stress 

urinary incontinence in women. Already published in Chapter 6 of the Interim Report 

Table (3): Comparison between native tissue and the transvaginal polypropylene mesh repair procedures for the 

treatment of pelvic organ prolapse in women.  *NEW* 

Table (4): Comparison between native tissue and the transvaginal biological graft repair procedures for the treatment 

of pelvic organ prolapse in women. *NEW* 

 

 

 



  

Appendix 5 – Resignation letter (with effect from 1st March 2017) 

Wael Agur MB BCh MSc MD(res) MRCOG 
Subspecialist and Lead Urogynaecologist | NHS Ayrshire & Arran 

Honorary Senior Clinical Lecturer | University of Glasgow  
University Hospital Crosshouse | Kilmarnock | KA2 0BE 

13 March 2017 
Dr Catherine Calderwood  
Chief Medical Officer 
The Scottish Government 
 
Dear Dr Calderwood  

Re: The Scottish Independent Review of the Use, Safety and Efficacy of Transvaginal Mesh Implants 

in the Treatment of Stress Urinary Incontinence and Pelvic Organ Prolapse in Women 

I am writing to inform you of my resignation from the Review. I had already informed the chair of my decision 

on Tue 28th February. 

I believe the current process is different from the one I had signed up for when appointed in 2014. At that time, 

independence and transparency were closely held which, I believe, made it easy for the team to reach 

consensus and to publish the Interim Report in 2015.  

Clinicians have come a long way in resolving additional matters since May 2016 and we were close to 

reaching consensus in Jan 2017. Unfortunately, the deletion of the chapter we had been working on for 

several months has made consensus quite difficult to reach.  

I did express my concerns on several occasions in writing, in meeting and during phone discussions. I did 

offer compromises but still failed to help the team reach consensus and to maintain consistency with the 

Interim Report. As a result, I believe the current recommendations of the report to be less safe than they were 

naturally going to be, had consensus been reached. 

I am sure you will appreciate the significant commitment in time and effort of being a clinician member of this 

Group, in parallel to the day job and for almost three years. Since January this year, this role has become an 

uphill struggle for me and has affected personal and family's wellbeing.  

As my only contribution to the current process was in the deleted chapter, I asked the chair not to include an 

acknowledgement in the final report. I remain proud of my contribution and of the teamwork in the run up to 

the publication of the Interim Report in 2015. It is, therefore, with regret that I write to resign today but hope 

you will appreciate my position and accept my resignation.  

Kind regards 

Wael Agur 

cc  Dr Tracey Gillies, Medical Director, NHS Lothian 

Dr Terry O’Kelly, Senior Medical Officer, The Scottish Government 

Dr Sara Davies, Public Health Consultant, The Scottish Government 

Ms Shona Robison, Cabinet Secretary for Health, The Scottish Government 



  

  
 

Appendix 6 – The 3 mesh procedures in question – Summary Factsheet 

 

Procedure Reason for 

introduction  

Trends in Scotland  The Rate of mesh-related adverse events Recent Research Evidence 

(discussed at group meetings) 

Approach to the 

conclusion of the 

Final Review  

 

Retropubic mesh tape 

(incontinence) 

 

The ‘Vertical Tape’  

 

To make continence 

surgery minimally 

invasive. To shorten 

patients’ hospital stay 

and expedite return to 

normal daily 

activities.  

 

Introduced around 1998  

 

Peak at 2009/10 to become the 

second most commonly 

performed continence surgery  

 

Significant drop the year before 

SG suspension in June 2014 

 

Lowest risks of all mesh procedures. 

The UK and Ireland TVT Trial Group 

reported the rate as: 

 

2002 – <1% (<1 in 100) – rare 

2004 – 1.7% (1 in 60) - uncommon 

2008 – 3.5% (1 in 30) - common 

2010 - at least 4.6% (1 in 20) - common 

 

Cochrane Review (2016):  

Significantly higher short-term 

adverse event rates compared to 

standard non-mesh surgery.  

 

Evidence can be interpreted as 

showing the vertical tape is too 

risky to offer as first line 

surgical treatment. 

 

 

No restrictions.  

 

Offer freely as 

first-line surgical 

treatment for all 

women, along 

with non-mesh 

options. 

 

Transobturator mesh 

tape (incontinence) 

 

The ‘Horizontal Tape’  

 

To replace the 

Vertical Tape as it 

reduces the risk of 

bladder damage. 

 

Introduced around 2003  

 

Peak at 2009/10 to become the 

most commonly performed 

continence surgery  

 

Significant drop the year before 

SG suspension in June 2014 

 

 

Six times more risk of chronic pain 

compared to the Vertical Tape due to: 

 

1) Lateral penetration of thigh muscles  

2) Lateral placement close to pelvic nerves 

 

Following Cochrane Review 

(2015), the Interim Report 

expressed concerns about the 

Horizontal Tape. 

 

 

No 

recommendations 

made.  

 

The concerns 

expressed in the 

Interim Report 

were deleted. 

 

Mesh patch (prolapse) 

 

The ‘Prolapse Mesh’ 

 

To reduce the risk of 

recurrence of 

prolapse (similar to 

abdominal hernias). 

 

 

Introduced around 2005  

 

Peak at 2009/10  

 

Drop to zero in 2014/15. 

All surgeons followed the SG 

suspension in June 2014. 

 

 

Highest risks of all mesh procedures due to:  

 

1) Largest surface area of mesh material  

2) Lateral penetration of thigh muscles (kits) 

3) Lateral placement close to pelvic nerves 

(kits) 

Cochrane Review (2016) 

criticised MHRA for stating 

‘benefit outweighs risk’.  

 

PROSPECT study (2016): no 

proven benefit - unnecessary 

risks 

 

Scottish 20-year look back 

(2016): no proven benefit - 

unnecessary risks 

 

Allow its use in 

certain 

circumstances 

according to 

individual 

surgeons.  

 

 

 



  

  
 

Appendix 7: The Rollercoaster Figure  

 
Some observations: 

 The switch from colposuspension to mesh tape procedures took place around 2000. 

 The steep rise in 2007/08 is mainly due to the transobturator procedure, to become the most 

commonly performed in Scotland for 5 consecutive years. 

 The peak in 2009/10 is more than double compared to 2000.  

 The fall happened before mesh suspension and was not accompanied by rise in non-mesh surgery. 

 The shape is very similar to Scott’s parabola – The rise and fall of surgical procedures, BMJ 

2001;323:1477. 

       



  

  
 

Appendix 8 – The Swiss Cheese Model – How Safeguards work (and don’t work) 



  

  
 

Appendix 9: Surgeon or Device?  

– Unpacking two main views on the subject 

This table unpacks two common beliefs and highlights the complexities of the subject. It is by no 

means fully representative of all views and, in some situations; it is the ‘surgical package’ to refer 

to rather than the surgeon or device. There are probably crossovers between the two views. 

 Surgeon, not device Device, not surgeon 

 
Origin of the 
problem 

 
It must be the surgeons as the 
problem is particularly bad in the 
West of Scotland.  
 
This is where a regional group of 
surgeons quickly adopted a wide 
variety of mesh procedures into their 
practice.  
 
 
 

 
It must be the device as the problem is 
global.  
 
The mesh dose was simply higher in 
the West of Scotland, compared to 
other areas. If all mesh surgeons in 
Scotland are under litigation, it cannot 
be the surgeon’s fault.  
 
They are the same experienced 
surgeons who perform non-mesh 
surgery as effectively. No Health 
Board is being sued for medical 
negligence following a non-mesh 
procedure.  

How did the 
problem happen? 

There are many factors related to the 
practice of individual surgeons e.g. 
inappropriate patient selection, 
inadequate counselling, patchy 
training, incorrect surgical technique, 
low workload, inadequate 
experience, quick adoption of risky 
procedures, or various combinations 
of these factors. 
 

There are many factors related to the 
device e.g. immediate damage by the 
introducers, delayed damage by the 
mesh material itself or because of the 
resulting scar tissue. 
The surgeons counselled the patients 
and performed the procedures 
according to the manufacturer’s 
instructions. Surgeons did so with the 
best possible intentions, but not with 
the best possible information on risks 
at the time. 

Do benefits 
outweigh risks? 

Yes, as the MHRA confirmed the 
‘benefits outweigh the risks’ of all 
these devices if used as intended. 
Their use in England continues with 
no problems.  
 
Therefore, all mesh devices are safe 
if used in the appropriate patient by 
the appropriate surgeon, in an 
appropriate manner. This is 
particularly true for mesh tapes as 
they are the gold standard of 
continence surgery. 
 
Therefore, all devices and 

No, the MHRA has got it wrong with a 
blank statement of ‘benefits outweigh 
the risks’ – at least with the prolapse 
mesh and the horizontal tape.   
 
Safety is defined in the MHRA 
document of October 2014 as 
‘freedom from unacceptable risk’. If 
chronic pain and loss of sexual 
function is unacceptable to women, 
mesh tapes cannot be safe for them.  
 
Therefore, the above two procedures 
must not be performed in Scotland, 
unless there is a national clinical 



  

  
 

procedures should somehow be 
allowed for use and the decision is 
for the individual surgeon and patient 
to make.  

(MDT) consensus on case-by-case 
basis. 

How to reduce 
harm? 

Improve patient information and 
surgeon’s training in patient 
selection, counselling, surgical 
techniques and awareness and 
reporting of mesh-related adverse 
events.  
 
The use of all these devices can 
then be safely resumed. 

Suspend the procedures where the 
device is associated with the highest 
risk and no benefit e.g. prolapse mesh. 
No but’s no if’s. 
Firmly restrict the procedures where 
the device carries risks that outweigh 
the benefits for most women e.g. 
transobturator (horizontal) tape.  
Cautiously consider procedures 
where benefits appear to outweigh the 
risks for most women - but only as 
‘second line’ after all non-mesh 
surgical alternatives are fully 
considered – e.g. retropubic (vertical) 
tape. 
 
Training alone would reduce the 
surgeon-related complications e.g. 
bladder injury but will not reduce the 
device-related ones e.g. chronic pain 
and loss of sexual function. 

Was the mesh 
suspension in 
Scotland 
justified?  

The suspension of mesh tapes in 
Scotland was an overkill.  
Much of the mesh problems were 
caused by prolapse mesh which is 
now less used anyway. 
The Health Minister suspended the 
procedure when pressurised by the 
campaigners. 
Mesh suspension in Scotland is 
untenable position. It has made 
practice in Scotland an outlier. We 
need to gradually bring this practice 
back in line with England and the 
rest of the world. 

The suspension of procedures in 
Scotland was timely and well placed. It 
galvanised the debate and has put 
Scotland in the lead to resolve one of 
the medical crises of our time. 
 

Who failed to 
warn who? 

In many instances, the surgeon must 
have failed to warn the patient of the 
risks and possible consequences. 

The manufacturers did not adequately 
warn surgeons (via instructions for 
use) or patients (via information 
leaflets) of the associated mesh risks, 
their magnitude and their possible 
consequences. 

Were women 
believed? 

The women felt they were not 
believed.  
 
How can we be sure? Some 
women’s symptoms appear to be for 
real but the whole situation is 
compounded by the fact that all 

The women were not believed.  
 
Surgeons simply did not associate the 
current patients’ symptoms to the 
mesh procedure they had in the past 
or to the presence of the mesh device 
itself. Surgeons did not know that the 



  

  
 

women are seeking financial 
compensation. Some women are 
psychologically vulnerable and could 
be exaggerating or catastrophising 
their symptoms. 
Surgeons probably believed the 
patients but were perhaps clouded 
with the subconscious denial that the 
procedure they performed can be 
associated with such significant 
consequences. 

device can cause such devastation 
and they simply did not believe the 
patients.  
 
Many surgeons did not realise at all 
that the tape is a mesh device and the 
adverse events can be really serious. 
This is due to lack of awareness of the 
full range of mesh-related adverse 
events.  

Impact on 
litigation against 
NHS Scotland 

If the final report condemns mesh 
procedures, the position of NHS 
Scotland in court may become 
compromised and the position of 
claimants may be strengthened. 

If the final report condemns mesh 
procedures, the position of NHS 
Scotland in court can not become 
compromised. 
Litigation is based on inadequate 
counselling (including consent) around 
the time of performing procedures, not 
around the time of publication of the 
final report. 

Transobturator 
(Horizontal) Tape 
- TOT 

Concerns about TOT expressed in 
Interim Report were only due to 
chronic pain. Concessions were 
given to the patient campaigners in 
2015 unnecessarily.  
TOT benefits can still outweigh its 
risks, therefore, its use must not be 
restricted.  
 
 
TOT can be removed entirely if 
causing problems. 

Chronic pain and nerve damage were 
only one of the reasons concerns were 
expressed about TOT in Interim 
Report. The other reasons included its 
10 times likelihood to require repeat 
surgery for incontinence and low 
importance of its sole benefit of 
reducing bladder damage. 
 
TOT cannot be removed safely in its 
entirety. 

Retropubic 
(Vertical) Tape 

TVT is the (gold) standard 
continence surgery of the 21st 
century.  
TVT risks:benefits ratio is more 
favourable and more acceptable 
than that of the non-mesh procedure. 
 

TVT is associated with lifetime risk of 
chronic pain that is becoming 
increasingly more common than 
previously thought. 
While complete removal can be done 
safely, emerging evidence suggests a 
long-term legacy. 
Non-mesh alternatives has acceptable 
risks, as those of caesarean section or 
hysterectomy procedure. 

The non-mesh 
surgical 
alternatives 
(Colposuspension 
and autologous 
fascial sling)  

These are archaic major abdominal 
procedures that are not suitable for 
the 21st century.  
Mesh tapes have already replaced 
these procedures and going back to 
these is a retrograde step in 
innovation. They may be indicated if 
mesh tapes fail. However, in view of 
the negative media around mesh 
and to be politically correct on 

These two procedures are time-
honoured i.e. they stood the test of 
time with respect to safety as well as 
success to treat incontinence. 
Significant progress was being made 
to make these procedures less 
invasive e.g. keyhole colposuspension 
and the short autologous sling 
technique. However, the introduction 
of mesh tapes has halted the natural 



  

  
 

patient choice, these procedures 
must be equally mentioned to all 
women. 

progression of these excellent 
procedures. 

Surgical 
competence in 
non-mesh 
alternative 
surgery 

It's OK for surgeons to be competent 
in only one continence surgery, the 
mesh tapes, as long as they do it 
well and perform at least 20 
procedures every year. 

Surgeon who perform continence 
surgery must be well-trained and 
equally competent to perform both 
mesh and non-mesh surgery, to 
balance their confidence and attitude 
during patient counselling. 

View on prolapse 
mesh 

POP mesh is beneficial in some 
patients e.g. those with advanced 
uterine prolapse (procidentia) and 
recurrent prolapse. It is associated 
with high risks but it should not be 
suspended completely. Therefore 
the word 'routinely' needs to stay in 
Conclusion 8. 
 

POP mesh is a failed surgical 
innovation.  
It is associated with the highest mesh 
risks and only manufacturer-sponsored 
studies sugested benefit.  
Large and low-bias studies confirmed 
no additional benefit over and above 
the standard non-mesh surgery in both 
primary and recurrent prolapse.  
POP mesh is contraindicated in 
procidentia. 
 

 

General 
approach to 
conclusion of 
the Report  

Conclusions must not be too 
prescriptive or restrictive to 
surgeons.  
 
 
 
The conclusions need to be set at a 
high-level without going into fine 
details of the difference in 
benefit:risk ratios of individual 
surgical procedures.  
 
 
 
 
 
In the end, the decision needs to be 
between the patient and the 
surgeon. Politicians, lawyers, 
campaigners and the media must 
not interfere with whatever happens 
inside the consultation rooms.  

The conclusions must reduce harm to 
patients from mesh devices, even if 
perceived by surgeons to be too restrictive 
or too prescriptive.  
 
It is important that conclusions clearly 
address the benefit:risk ratio of each of the 
three procedures in comparison to each 
other and in comparison to the non-mesh 
alternative. As the true scale of the crisis 
unfolds, the lifetime long-term mesh-
related risks is expected to outweigh the 
benefit of mesh procedures for the majority 
of women.  
 
During a medical crisis, much more is 
known centrally than that known by 
ordinary surgeons and patients inside 
consultation rooms. The recommendations 
needs to include an unambiguous 
description of benefits and risks and needs 
to be clearly communicated to surgeons 
and patients alike. 

Specific 
approach to 
Conclusion 8 
of the Final 
Report 
(use of mesh 

Restrict the use of devices 
associated with the highest risk but 
still allow it to take place by adding 
the word ‘routinely’. Keep it vague 
enough and leave it to individual 
surgeons to decide what 

Remove the word ‘routinely’ and confirm 
the current complete cessation of the use 
of these devices that is followed by all 
surgeons in Scotland. This advice may 
change if future evidence suggests a) 
some benefit and b) such benefit outweigh 



  

  
 

in prolapse) circumstances to use it in. 
 

the highest mesh risks. 
  

Specific 
approach to 
the 
Conclusion of 
the Final 
Report 
(use of mesh 
in 
incontinence) 

Remove the concerns expressed 
about the transobturator devices in 
the Interim Report. There is no need 
for the relevant conclusion in the 
Final Report to mention the 
transobturator tape by name.  
 
 
 
 
Freely allow the use of the least 
risky devices (retropubic tapes, the 
standard mesh procedure) to be 
offered as first line procedures.  
 

Firm up the concerns expressed in the 
Interim Report and clearly state in the Final 
Report that the risks of transobturator 
tapes (the most commonly used mesh 
device in Scotland prior to suspension) 
outweigh their benefits. Recommend that 
these devices could still be offered but only 
in exceptional circumstances and with the 
involvement of a regional / national 
network of clinicians.  
 
Restrict the use of the least risky devices 
(retropubic tapes) to be offered only as 
second line surgery. If non-mesh 
procedures (e.g. colposuspension or 
autologous sling) are not clinically suitable 
or were declined by patients, the retropubic 
mesh procedure can be offered.  

  
 



  

  
 

Appendix 10 – Government suspensions and clinical restrictions of mesh procedures: 

A) Government Suspensions 

 
 Degree of Suspension  Description Notes 

1 Banning the medical device from the 
country 

Device recall. No longer be available. MHRA medical device alert (MDA).  
Manufacturer field safety notice (FSN).  
A power repatriated to Scotland? 

2 Suspend the procurement of the 
device in NHS Scotland until better 
evidence efficacy is available. 

The device is available but NHS Boards will not 
purchase it and/or surgeons must not use it. 

Is suspension of procurement within 
Government control? 

3 Consider suspension of procedures 
until Independent Review is completed 

The device is available, the NHS can purchase but 
surgeons are asked not to use it. 

The current suspension in place in 
Scotland since June 2014 

 
B) Clinical Restrictions  

 
 Degree of Restriction Description Recommended by 

1 Use only in research context The procedure is experimental and/or risks 
outweigh the benefit. It is offered only with 
approval of Research Ethics Committee.  

Cochrane review for prolapse mesh. 
NICE 2017 Guideline for prolapse 
mesh (consultation document) 

2 Use only in clearly-defined exceptional 
circumstances  

Regional/national team decides upon these rare 
circumstances. 

None. 

3 Not done routinely Rare circumstances decided upon by individual 
surgeon. 

Conclusion 8 (POP mesh) – Final 
Report  

4 Offer only as second-line if non-mesh 
options not suitable. 

Mesh procedures are too risky to offer as first line 
to everyone. Therefore, offer only if non-mesh 
procedures carry higher risks or are declined.  

None. 

5 No restrictions. Offer as first-line to all. The mesh procedure is as safe as the non-mesh 
option. 

Conclusion 7 (SUI mesh) – Final 
Report  
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Appendix 11 – The Shared-Decision Tool – ‘What-Matters-To-You’? 

 

 
 

 
 
 
 

What Matters to You 
in Choosing Surgery for  
Stress Urinary Incontinence?  
 
Shared-Decision Tool for Patients  

 
PLEASE COMPLETE AND HANDBACK THIS FORM TO 
A MEMBER OF STAFF OR PUT IN THE POST 
 

 
 

 

Patient Label 

Contents:       Page: 

A) Why complete this form?    2 

B) My values - What matters to me?  TO COMPLETE  3 

C) My non-surgical alternatives    4 

D) My surgical options     5 

E) My Choice         TO COMPLETE 7 
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A) Why complete this form?  
 

 
Introduction 
 
We are working to improve Person-Centred Care for women considering surgery 
for stress urinary incontinence.  It is important that the type of surgery chosen is 
personalised. As well as being safe and effective, surgery will focus on your 
individual needs and preferences as much as possible.  

 

We know that by finding out a bit more about you, we can improve shared-
decision making and subsequently the overall outcome of surgery.  One of the 
ways to make this better is for the doctor/surgeon to find out what is important to 
you. During decision-making, it is important to establish with your doctor/surgeon 
‘what matters to you’. 

 
If we know some things about you, it will allow us to get to know you as a person 
rather than just as a patient, as well as know what is important to you. Also having 
information about your routine activities allows us to adapt our care. Please 
complete page 3 and page 7 and hand back. 

What happens after I complete this form? 

Please hand back to a member of staff or put in the post to us.  
Our team will discuss your condition and your choices during our dedicated 
meeting. Your clinician will inform you of the outcome of team discussions, 
especially if there are further recommendations to consider.  

What if I do not want to give the information? 

If you don’t feel like sharing the information, please inform a member of staff so 
we don’t bother you by asking.  However if you change your mind, we will be 
happy to help you complete it. 

Can I change the shared information once I have completed it? 

Yes, we recognise that what matters to you may change during the decision-
making process. For example, you may have concerns about recovery from a 
particular operation, but as you find out more about it, this may no longer be 
important.  You can change what you provide at any time as it’s your shared 
information. 

 
Quotes from previous patients 
 

“This is great, makes me feel that you want to take the time to know me.” 
 “The form was easy to use and made me think about what is really 
important to me.” 
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B) My values - What matters to me?   
 

 

 Please let us know what is important to you from the list of values below.  
 A member of staff can help you complete it, if you wish.  

 Some things that matter to you may be physical, psychological/emotional or social.  

 Or it could be something completely different.  There are no “right or wrong” 
answers as it is about you. 

 

Please add a value from 0 to 10 (0 low priority, 10 high priority) next to each of the following 

items: 

 

What matters to you examples Importance out of 10 Top 3 

(Please tick) 

 Cure from leakage 
0    1    2    3    4    5    6    7    8    9    10  

 Just using less pads 
0    1    2    3    4    5    6    7    8    9    10  

 Avoid repeat surgery in the 
future 0    1    2    3    4    5    6    7    8    9    10  

 Undergoing Day Surgery  
0    1    2    3    4    5    6    7    8    9    10  

 Shorter hospital stay 
0    1    2    3    4    5    6    7    8    9    10  

 Quick recovery and quick 
return to normal activities 0    1    2    3    4    5    6    7    8    9    10  

 Avoid major abdominal 
surgery 0    1    2    3    4    5    6    7    8    9    10  

 Avoid future surgery for 
prolapse  0    1    2    3    4    5    6    7    8    9    10  

 Least pain after surgery 
0    1    2    3    4    5    6    7    8    9    10  

 Avoiding mesh 
complications 0    1    2    3    4    5    6    7    8    9    10  

 Avoiding self-
catheterisation 0    1    2    3    4    5    6    7    8    9    10  

 Avoid general anaesthesia 
0    1    2    3    4    5    6    7    8    9    10  

 Avoid local anaesthesia 
0    1    2    3    4    5    6    7    8    9    10  

 Other 
_____________________ 0    1    2    3    4    5    6    7    8    9    10  
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Examples that people have used before 

 
Physical 
 

 How I prefer to have surgery e.g. which anaesthetic / pain relief  

 I find it difficult to be awake during surgery 

 I am concerned about foreign materials left permanently inside my body. 

 I do not want to stay overnight in hospital 
 
Psychological/Emotional 
 

 The information I need in a way that I understand 

 I feel isolated in the room on my own and need staff to check in on me regularly. 

 I am not good at tolerating pain at all and get distressed quite quickly. It is 
important for me to get pain relief on time. 

 I live a long way from the hospital and am not able to return for repeat treatment. 
It is important for me to receive treatment that works in the long-term.  

 
Social 
 

 I would like my family (daughter) to be involved in the decision. 

 My elderly husband will need to be in respite care while I am in hospital. It is 
important that I involve him in this decision too. 
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C) My non-surgical options 
 
 
 
Reminder of the Management Pathway for Women with Stress Urinary Incontinence 

 
 
 
 

 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 

 
 
* Please ask your doctor for the specific leaflet of the treatment(s) you are considering. 
 
Referral to a different clinician (or a different hospital) may be required, depending on availability of 
surgical procedures 

 

Lifestyle Advice 

 Review of dietary and fluid intake 

 Weight loss programme for women with increased weight  

 Referral to continence nurse for bladder training, fluid management and further 
advice  

Pelvic Floor Muscle Training (PFMT) 

 All women with SUI should be offered a PFMT programme by an appropriately 
trained specialist, usually a physiotherapist. 

 PFMT can also be useful in women with mixed symptoms e.g. urgency. 

Surgery for women with SUI* 

 

 Surgery should only be considered if the above treatments options have not improved 
symptoms 

 Patient refusal of any of the above treatment option should be documented 

 Individual patient condition need to be discussed by the continence team (MDT) 

Medical Treatment 

 Some women may consider a trial of Duloxetine therapy. 

 Potential side effects and duration of treatment are to be considered. 
 

YOU ARE HERE 

Vaginal Devices 

 Some women may consider a continence pessary or device if suitable. 

 

 Women with bothersome leakage on coughing, sneezing or physical activities 
wishing treatment 
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D) My surgical options 
 

Table comparing the main advantages and disadvantages of the four surgical procedures for treatment of stress urinary incontinence in 
women 
 

Procedure Main Advantages 

 
Main Disadvantages What if it does not work? 

Mesh Tape 
Surgery where a piece of 
plastic mesh tape is inserted 
to support the urethra (tube 
that carries urine from the 
bladder to outside  
the body). 

 Day surgery 

 Quick recovery 

 The standard procedure since 
year 2000 

 Mesh complications (can cause 
long-term pain and may require 
surgical removal)  

 Long-term risks remain unknown 
 

 
 
 
 

 Repeat surgery carries 
increased risks and technical 
difficulties 
 

 Repeat surgery may be less 
successful 

 
 

Colposuspension  
Surgery where the neck of the 
bladder is lifted upwards and 
stitched in place. 

 Avoids mesh complications 

 The standard procedure prior to 
year 2000 

 Can be done by keyhole surgery 
(some units) 

 Major abdominal surgery 

 Risk of future pelvic organ 
prolapse (may require surgery) 

Natural Tissue Sling   
Surgery where a sling of your 
own tissues is inserted around 
the neck of the bladder to 
support it. 

 Avoids mesh complications 

 Higher cure and improvement 
rate 

 

 Major abdominal surgery 

 Higher risk of difficulty 
emptying the bladder (need for 
self-catheterisation) 

Urethral bulking agents 
Surgery where a substance 
is injected into the walls of the 
urethra to increase its size and 
allow it to remain closed with 
more force. 

 Avoids mesh complications 

 Day surgery (usually local 
anaesthesia) 

 Least invasive as no skin cuts 

 Short-term success 
compared to other surgical 
procedures 

 Repeated injections may 
be required – no reliable 
evidence on long-term success 

 Repeat surgery is safest 
 

 No impact on success of future 
surgery 

http://www.gov.scot/Resource/0045/00453999.pdf
http://bsug.org.uk/userfiles/file/patient-info/Colposuspension%20for%20Stress%20Incontinence-%20COLP%20BSUG%20F1.pdf
http://www.baus.org.uk/_userfiles/pages/files/Patients/Leaflets/Sling_autologous_female.pdf
http://www.baus.org.uk/_userfiles/pages/files/Patients/Leaflets/Cysto_bulking14.pdf
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E) My Choice (PLEASE COMPLETE THIS TABLE) 
 

 

Procedure I will choose this option because… I will NOT choose this option 
because… 
  

Mesh Tape  
 
 
 
 

 

Colposuspension  
 
 
 
 

 

Natural Tissue 
Sling  

 
 
 
 
 

 

Urethral bulking 
agent injection 

 
 
 
 
 

 

 
 

Patient’s signature: …………………………………………………Patient Name: …………………….…………………………: Date:…………………………… 
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Please write any further comments here:  

 

 
FOR OFFICE USE ONLY 
 

Procedure Outcome of MDT Discussion 
Date: 

Outcome of further patient consultation if necessary 
Date: 

Mesh Tape  
 
 
 
 

 

Colposuspension  
 
 
 
 

 

Natural Tissue 
Sling  

 
 
 
 
 

 

Urethral bulking 
agent injection 

 
 
 
 
 

 

 
Clinician’s signature: ……………………………………………………Clinician’s Name: …………………………………..…………: Date:…………………………… 
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