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Introduction 
It is becoming increasingly clear that there has been a major failure of the health system with 

regard to the use of transvaginal mesh to treat women. Many women have been left with 

permanent injuries and disabilities as a result of this device being implanted.   

We welcome this Senate Inquiry as a very public means of shining a light on what has 

happened, looking at ways women who have been injured can be assisted and putting in place 

changes to the processes to ensure similar events can be avoided. Consumers have the right 

to be able to feel confident that the medical devices that are implanted in their bodies are safe 

and effective and will improve the quality of their life. In the case of transvaginal mesh this has 

clearly not been the case for all women.    

It is of concern that we do not know how many women are impacted by this as we don’t know 

how many women had the mesh implanted and how many have had adverse effects but have 

not reported them.  The Health Issues Centre(HIC) in Victoria along with the other State and 

Territory Health Care Consumers organisations (HCOs) have collected stories and HIC ran an 

anonymous survey to try to get a better understanding  of the magnitude in terms of numbers 

affected and in terms of the injuries, disabilities and negative impact on women’s lives.  The 

response to this was quite overwhelming and HIC documents this in its submission to the 

Inquiry as do the State and Territory health care consumers organisations (HCOs) in theirs. 

 It is worth making the point that this informal collection of data would not have been 

necessary if the processes of adverse reporting were improved and if the use of registries for 

implantable devices were more widely used . This is one of the key recommendations from 

the HCOs submission that we endorse.  

CHF is indebted to them for undertaking this work and sharing it with us to assist with our 

submission.  

  

Issues  
We support the view put forward by many that this is a “catastrophic’ system wide failure and 

that the women impacted by this have been let down by their doctors, the manufacturers of 

pelvic mesh and the TGA and its processes.   

Prevent Further Harm and Assist Women Already Injured  

The first step is to ensure more women are not put at risk of injury and pain. There needs to 

be a re-examination of the safety and efficacy of the product and the procedure using 

evidence gathered by consumer groups for this Inquiry and a more rigorous examination of 

international evidence. There is a strong case for the recommendation from the States and 
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Territories HCOs peaks that “the use of mesh for prolapse and stress urinary incontinence, 

should be suspended due to the severity of complications, with suspension not to be lifted 

unless and until its safety and efficacy is established. 1 

We would also argue that Royal Australian and New Zealand College of Obstetricians and 

Gynaecologists (RANZCOG) have a key role to play here to more actively discourage the use 

of mesh, particularly for prolapse.  It needs to be remembered that women who had 

transvaginal mesh implants relied on their doctors, GPS and specialists to give them the right 

advice and to recommend the safest and most effective treatments. Now that there is 

evidence of the serious risk, particularly when mesh is used for prolapses we think the College 

should support a voluntary ban on its use pending a more comprehensive safety audit. The 

RANZCOG advice that mesh should not be seen as a first line treatment needs to be backed 

up with clearer information on the alternatives.  We also think RANZCOG should work with the 

Royal Australian College of General Practice   to encourage GPs to talk with patients about the 

full range of alternatives  

There is also an urgent need for assistance for women who are already injured and adversely 

affected. There needs to be an acknowledgement that the system has failed these women, 

they have been harmed and that all necessary steps will be taken to assist them.  We support 

the following recommendations from the HCOs2:      

Recommendation 2   
Free medical expertise and help be made available to women already injured including 

access to experienced mesh removal surgeons sourced internationally if necessary. 

Recommendation 3  

Acknowledgement and ongoing support for adversely affected women.  The host 

organization, format and language of information and promotional materials should be 

co-designed with affected women and consumer organisations: 

i. A consumer helps line.  

ii. Website for women with evidence based information around 

risks and benefits of treatment options. 

iii. Recognition and support for women with ongoing incontinence 

issues. 

iv. Recognition and support for women with ongoing disability 

issues and facilitate access to NDIS funding. 

v. Referral to specialist surgeon who can advise and treat the 

complications.  

 

                                                       

1 State and Territory Health Care Consumers Organisations (2017)   Submission to the Senate  Inquiry  
into the number of women in Australia who have had transvaginal mesh implants and related matters 
Recommendation 1  

2 As above recommendations  2 and 3 
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Informed Consent 

This stories gathered by the Health Issues Centre3 expose clear weaknesses in the current 

process for getting informed consent to invasive procedures. These are not unique to the use 

of transvaginal mesh but have had devastating impact on the women affected.   RANZCOG in 

its position statements on the use of vaginal mesh for prolapse4 and the use of midurethral 

slings5  for stress incontinence emphasise the need for a robust discussion with patients that 

covers alternatives and possible side effects and complications. 

From the stories CHF has seen to date it is clear that many discussions around the issue do 

not cover  everything in the RANZCOG  lists  or if they are covered it is not in consumer 

friendly language  and the patient’s understanding is not checked.  

Clearly more work needs to be done on the way informed is  given, what information is 

provided, by whom and how much effort is put into ensuring prospective patents understand 

the information given to them. Improved health literacy is not just the responsibility of the 

individual, clinicians and health service providers more generally have a responsibility to 

provide information in format and language that is readily available and understood. They also 

need to ensure they make the time to listen to questions, try to answer them and to encourage 

people to seek out more information. 

The warnings on risks need to be more explicit.  We support the HCO recommendation as 

below:  

Recommendation 4 
There should be explicit and clear warnings to clinicians, patients and families of 

potential adverse effects of mesh (Including appropriate information for women with 

hearing or sight impairment or from CALD backgrounds).6  

 

In addition we have recommended a scheme similar to the Black triangle used for medicines 

to be developed for medical devices, particularly those which are implanted. 

We believe this should be part of a broader discussion on informed consent how information 

is given at information provided as part of informed consent.     

Role of the Therapeutic Goods Administration  

There are serious questions to be addressed in the role of the Therapeutic Goods 

Administration in this case .This has had a deleterious impact on consumers’ confidence in its 

capacity to  ensure medical devices are safe and effective. Throughout CHF’s submissions to   

                                                       

3 Health Issues Centre 2017  Submission to into the number of women in Australia who have had 
transvaginal mesh implants and related matters 

4 RANZCOG November 2016  Statement on Polypropylene Vaginal Mesh Implants for Vaginal Prolapse  
5 RANZCOG May 2017 Position Statement on Midurethral slings  
6 HCO Submission  recommendation 4  
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the Government’s reforms of the regulation of medicines and medical devices we have 

stressed the need for consumer confidence in the process and the expectation that they will 

have access to safe and effective medicines and medical devices.  

There is a strong feeling amongst many consumers that the TGA has failed in its approach to 

pelvic mesh. It has been cautious and seemingly slow to take action, even when there has 

been action by overseas regulators. To restore consumer confidence there needs to be a 

thorough examination of the TGA’s role with the aim of highlighting problem areas and 

suggesting process improvements to ensure similar events do not occur.      

 It would also assist in restoring confidence if there was more transparency around the 

processes and data sets that the TGA uses to make an assessment of whether or not a 

device can be available. We note that the TGA is looking at ways to be more transparent as 

part of its reform processes and is open to suggestions about how that should be done.  

It is not clear how the TGA responds to adverse event reports from consumers. This needs to 

be clarified for this particular case and is something which need more action. One of the 

issues raised by many women has been that they do not feel their experience was taken 

seriously. They told people about the adverse outcomes for them but nothing was done about 

it. It is a common complaint about the current adverse event reporting;  it is seen as 

something of a black  hole with lots of information going into it but nothing visible coming out. 

We support the following recommendations from the HCOs7: 

 Recommendation 6 
Full public disclosure of how the TGA has responded to adverse events reported by 

women injured through pelvic mesh devices. 

Recommendation 10 

Commonwealth Government to legislate to introduce mandatory reporting for health 

practitioners and pharmacists to the Therapeutic Goods Administration for a range of 

(yet to be specified) severe adverse events for medications and medical devices.i   

Recommendation 11 

Furthermore, we recommend that the TGA regularly publish full de-identified details (not 

just summaries) of adverse events associated with the use of medications and medical 

devices on a publicly accessible website. 

As mentioned above it has been difficult to get a clear picture of the number of women 

affected by adverse events from the use of pelvic mesh.  CHF and many other consumer 

groups have long argued for a more robust system of adverse reporting and the use of 

registries to assist in that process. This is something which could be investigated further in 

the ongoing regulatory reform process. 

We support the establishment of a Gynaecological Mesh User Registry along the lines of the 

Australian Orthopaedic Association National Joint Replacement Registry (AONJRR). The 

                                                       

7 HCOs Submission Recommendations 6.10 and 11    
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purpose of such a registry would be ensure the provision of comprehensive, quality, validated 

information.ii  Any such registry would need to have a consumer friendly interface which 

facilitates women logging in and self-reporting their complications. 8 

Consumer Involvement   

One of the key principles of consumer centred care is that consumers should be involved in all 

aspects of the health care system, including in research and evaluation. CHF has argued 

throughout the medicines and medical device regulatory reform process that there needs to 

be a formal place for consumers experience to be included in the assessment of both 

medicines and medical devices.  

 

We support the recommendation from the HCOs calling for qualitative data on consumer 

experience should form part of the data package used for that assessment in line with 

international best practice on consumer involvement in health technology assessment.    

We believe it should be mandatory for sponsors to include details of consultations with 

consumer and the TGA should seek independent consumer input into the assessment 

process. 

Recommendations 
As already discussed we support most of the recommendations from the State and Territory 

health care consumer organisations  and believe if they were acted on we would take care of 

women already injured, significantly reduce the risk of future harm from pelvic mesh and 

improve the safety of other new medical devices.  

In addition CHF makes the following recommendations 

Recommendation  1 
The Department of Health should undertake a comprehensive root cause analysis of what 

went wrong in this case and identify process improvements to permanently eliminate the 

causes of the problem for this and other medical devices . Root causes analysis is a 

framework for structured investigation of safety incidents and is a process that helps build a 

culture of safety and move beyond simply apportioning blame. 

Root causes analyses need to be multidisciplinary. In this case it would need to look at the 

role of doctors, manufacturers and the TGA as it is clear all have had a role to play in this 

process.  This should be a transparent process with active involvement of women who have 

been adversely impacted by pelvic mesh implants. 

Recommendation   2 
The TGA should explore how to make provision of appropriate information, especially on the 

risks and possible adverse effects to potential users of medical devices. This could be done in 

conjunction with the Australian Commission on Safety and Quality in Health Care who are 

                                                       

8 Based on recommendation 8 from the HCO submission  
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doing a significant body of work on health literacy, the manufacturers and the clinicians 

through the various Colleges as all have a role to play.    

Recommendation 3  
The TGA is introducing the black triangle program for new medicines and medicines under 

watch for possible adverse events. The TGA should look at developing something similar for 

medical devices that alerts clinicians to the potential higher risks attached to certain devices 

and that any adverse events should be reported.  Any publicly available material about the 

device should carry a similar warning.   

 

                                                       

i  Australian Government Response to Senate Community Affairs References Committee Report on The 

Regulatory Standards for the Approval of Medical Devices in Australia August 2012 (recommendation 8) 

http://www.health.gov.au/internet/main/publishing.nsf/Content/3141B94933949C69CA257BF0001B750C/$

File/Final%20Govt%20Response_approved%20310812.pdf  
ii  Australian Orthopaedic Association National Joint Replacement Registry. Annual Report. Adelaide: AOA; 

2016 

https://aoanjrr.sahmri.com/documents/10180/275066/Hip%2C%20Knee%20%26%20Shoulder%20Arthropl

asty 

http://www.health.gov.au/internet/main/publishing.nsf/Content/3141B94933949C69CA257BF0001B750C/$File/Final%20Govt%20Response_approved%20310812.pdf
http://www.health.gov.au/internet/main/publishing.nsf/Content/3141B94933949C69CA257BF0001B750C/$File/Final%20Govt%20Response_approved%20310812.pdf
https://aoanjrr.sahmri.com/documents/10180/275066/Hip%2C%20Knee%20%26%20Shoulder%20Arthroplasty
https://aoanjrr.sahmri.com/documents/10180/275066/Hip%2C%20Knee%20%26%20Shoulder%20Arthroplasty

