Women deserve to be listened to in the mesh implant disaster
Mesh implants were launched in 1997 to treat incontinence and in 2002 prolapse kits came on to the market.

Patients trust that anything permanently implanted into their body undergoes rigorous testing to make sure it is safe. However, the scariest thing I learnt when I began campaigning, is the majority of medical devices are rushed into use, in a weak approval system which means household appliances, like toasters and televisions, get tougher checks than a permanently implanted device.

Most new medical implants are approved under a piggy back system known as the 510K process in America. This means a new implant is given FDA approval because it is equivalent to something already on the market.

The first women’s mesh sling called the Protogen by Boston Scientific was approved because it was thought to be similar to hernia mesh. 
The only thing similar is the polypropylene plastic. The area where it is placed and method used are totally different.

For incontinence mesh the implant is inserted using giant trocars and is the only operation performed blind.

Secondly, it is placed through a clean contaminated field of the good bacteria found in a woman’s vagina.

So it is very different to hernia mesh. 

Two years after its launch, Protogen, the grandmother sling, was pulled off the market amid complication concerns. But by now many other slings had been approved under the 510K system.

Meanwhile, studies were published looking at the safety and efficacy. 

Many were flawed with small cohorts, short term follow up or trials that only logged the primary outcomes. In other words they only looked at if it fixed the problem. They did not focus on outcomes that matter to women like pain, infection or loss of sex life. Many trials had authors who had been trained, taken research and travel grants or worked as consultants for the giants who make mesh. 

There were others where a significant number of women dropped out of the study leading to biased results. Others used older groups of women who were not sexually active, which missed the ability to pick up the risk of los of sex life / dyspareunia.

In my campaign group Sling The Mesh, which has more than 7,300 members,  7/10 women have lost their sex lives, while 54% suffer ongoing urinary infections with one in 12 becoming antibiotic resistant. Eight out of ten report daily pain and 1/3 have given up work. One in five have reduced their working hours to cope. Shockingly more than half say they have suicidal thoughts because of the extreme levels of pain which they must battle daily.

Sadly I note these two studies in Japan focus on the fix and therefore miss out the reality of women whose incontinence or prolapse is fixed but in its wake are suffering bigger problems.

One of the papers blames incorrect surgical technique. 

2017 Repair of damaged ligaments with tissue fixation system minisling is sufficient to cure major prolapse in all three compartments: 5-year data.

Inoue H1, Kohata Y1, Fukuda T1, Monma M1, Uzawa Y1, Kubo Y1, Watanabe R1, Kusaka T1
https://www.ncbi.nlm.nih.gov/pubmed/28762621
This Tissue Fixation System TFS study didn’t look at long term outcomes of pain, dyspareunia, infection, auto immune conditions. It focused on long term success. In the case of SUI mesh tape it shows a 5yr success of just 52% which is a very poor outcome

2018 Sexual activity and quality of life in Japanese pelvic organ prolapse patients after transvaginal mesh surgery

Manami Kinjo Yasukuni Yoshimura Yasuhide Kitagawa Takatsugu Okegawa  Kikuo Nutahara
https://obgyn.onlinelibrary.wiley.com/doi/full/10.1111/jog.13654
This paper has 2/3 missing data and chose older sexually inactive women, who wouldn’t report the problems of dyspareunia after mesh surgery.

It concludes that TVM surgery is an effective treatment for POP but only looks at one year outcomes. We know from campaigners globally that some women do not develop complications until many years down the line. The study says mesh resulted in good objective and subjective outcomes and a low complications rate, especially with regard to mesh extrusion and dyspareunia. But how do they know true results if 75% of data is missing!

In the UK vaginal prolapse mesh was banned in 2017. All incontinence mesh was suspended in July 2018 after the Government ordered an independent review into it s safety. The only mesh implants used from July 2018 until today is abdominal prolapse mesh, but even that is seriously curtailed after Bard withdraw all 20 urgynaceological SUI and POP mesh products in March 2019.

Globally women have campaigned to have their voices heard amid stories told time and again on support networks in every country of – my doctor didn’t care I was in agonising pain. All they cared about was that they had fixed my SUI or prolapse.

In Canada they call it institutional betrayal

In Dubai incontinence mesh was banned in July 2018.

In Sling The Mesh, we are concerned about this misogynistic approach in gynaecology. Women deserve to be listened to. 

Furthermore, in all countries where mesh implants are still  used women deserve, at the very least, to be tracked on an independent database that logs the implant for her lifetime so complications and trends are spotted early on and appropriate action taken. Including, if necessary, suspending or banning the operation as they did in Dubai.

