Submission to the Senate Inquiry into the number of women in Australia who
have had transvaginal mesh implants and related matters by the Urological
Society of Australia and New Zealand.

May 2017

The Urological Society of Australia and New Zealand (USANZ) is the peak professional body for urological surgeons
in Australia & New Zealand. Founded in 1937, USANZ administers the Surgical Education and Training Program in
Urology through the Royal Australasian College of Surgeons and organises Continuing Professional Development
activities for its members. The Society works with advocacy and support groups to educate the public on
urological issues via the media and represents the views of urologists to governments, the health sector and
medical industry.

Urologists are surgeons who treat men, women and children with problems involving the kidney, bladder,
prostate and male reproductive organs. These conditions include cancer, stones, infection, incontinence, sexual
dysfunction and pelvic floor problems. More urologists are involved in surgical management of female stress
urinary incontinence, which is the type of urinary leakage associated with physical exertion and coughing,
laughing, exercise, than surgical management of pelvic organ prolapse.

For this reason, the following discussion is restricted to the use of transvaginal mesh for the management of
stress urinary incontinence. USANZ collaborates with the UroGynaecological Society of Australasia (UGSA) and
believe the submission from UGSA to the Senate Inquiry (Appendix 3), adequately covers the position and issues
that USANZ feel are important in relation to the use of transvaginal mesh for pelvic organ prolapse (POP).

Furthermore, USANZ acknowledges that the evidence suggests that use of mid-urethral slings (MUS) made of
polypropylene mesh, sometimes called a “tape” is a safe and reasonable procedure (Appendix 1).

The US Food and Drug Administration (FDA) in the USA released a white paper (1) and safety communication (2)
regarding safety and effectiveness of transvaginal placement of surgical mesh specifically for pelvic organ
prolapse. A prolapse is where some of the pelvic organs bulge downwards giving rise to symptoms of an
uncomfortable vaginal bulge. Media attention (3) on this totally distinct and separate issue of mesh use in women
has the potential to cause unnecessary confusion and fear in women considering MUS for treatment of stress
urinary incontinence. The FDA publications clearly state that MUS were not the subject of their safety
communication.

USANZ acknowledges that the evidence suggests that use of mid-urethral slings (MUS) made of
polypropylene mesh, in the surgical management of female stress urinary incontinence (SUI), which is
the type of urinary leakage associated with physical exertion and coughing, laughing, exercise is a safe
and reasonable procedure (Appendix 1).

(1) The number of women in Australia:

(a) who have had transvaginal mesh implants for stress urinary incontinence.

Urologists treat stress urinary incontinence and the mid urethral sling is a commonly recommended
procedure for women with stress urinary incontinence who seek a surgical procedure for management of
their condition. Such surgery is routinely undertaken with Medicare figures reflecting and average over
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the last five year period of 5288 slings placed in the private sector using a search based on the Medical
Benefits Schedule (MBS) item number 35599. This type of surgery began around the year 2000 and these
figures do not include the public sector.

Surgery is performed after careful consultation with preoperative evaluation, investigations as deemed
appropriate and often including a urodynamic study. Women are offered alternatives to a MUS made
from polypropylene mesh, which has become the preferred mesh based on proving to be well
incorporated into the vaginal tissues with correct placement and has the properties considered to be
optimal for a surgical mesh. Mesh research is always evolving and newer improved products will emerge
with technological advancement. Many women are counseled using the USANZ statement around the
safety of the mid urethral sling. This statement is referenced throughout and attached as Appendix 1.

The mid urethral sling was developed in Europe in the early 1990’s and the original investigators from
Scandanavia recently published 17 year follow up data in a relatively stable population with few patients
lost to follow up. These findings demonstrated safety and efficacy for the mid urethral sling (4).

The mid urethral sling has several advantages over traditional incontinence procedures including a fascial
sling and a Burch Colposuspension. It reduces the need for an abdominal incision and as such is associated
with a faster rate of recovery and can be placed in patients who are older and have more complex health
issues. This is important in an increasing ageing population with more obese patients. Major advantages
of shorter operating and admission times, and a quicker return to normal activities in mid urethral sling
placement, together with lower rates of complications (5) has resulted in MUS becoming the operation of
choice in Europe, the United Kingdom, Asia, South America, South Africa, Australasia (6) and the USA (7)
for treatment of stress urinary incontinence. Due to its efficacy and reduced morbidity, within a few years
the MUS superseded all previous continence procedures.

There is extensive data to support the use of the MUS from over 2000 publications including multiple,
high quality randomised controlled trials making this the most extensively investigated incontinence
procedure ever. Long term follow up over 17 years has also confirmed its excellent safety and efficacy (4).
Over the last decade in Australia the MUS has been performed up to 20 times more frequently than the
previous abdominal procedures and the quality of life benefits for women of all ages have been immense.

This month (May 2017) the American Urology Association updated clinical guideline was released. This
peer review summary with over ten years of medical literature reviewed by the most experienced
American specialists in the field recommended in statement 12 of its Guideline Statements (8);

“In index patients considering surgery for stress urinary incontinence, physicians may offer the following
options: (Strong Recommendation; Evidence Level: Grade A)

° Midurethral sling (synthetic)

° Autologous fascia pubovaginal sling (PVS)
. Burch colposuspension

. Bulking agents”.

Furthermore, the guideline document states “MUS is the most studied surgical treatment for female SUI.
Other than bulking agents, MUS is also the least invasive surgical options to treat SUI. Effectiveness is well
documented in the short and medium term with increasing evidence supporting its effectiveness in the
long-term as well (9). This volume of literature and length of follow-up is not available for PVS or
colposuspension; however, as mentioned above, there is no conclusive evidence that any one of the
available sling procedures is superior or inferior to the others with regard to efficacy.”(8)
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(b)

The number of women in Australia:

who have had transvaginal mesh implants who have experienced adverse side effects;

An Australian study on the frequency of side effects from mid urethral slings concluded, "Health related
quality of life (HRQL) improvement at 3 months after retropubic MUS surgery predicts persistence of
improvement at 4 years. This is useful clinically in counselling our patients for treatment efficacy. Tension-
free placement is associated with minimal risk of postoperative retention or de novo overactive bladder.
Although patient numbers are modest, these data contribute to the scarce longer term (24 years) HRQL
data on the MUS, which is a safe and durable procedure with a minimal complication profile."(10)

International studies report the following complication rates from analysis of large high quality trials. This
table demonstrates low rates of complications in large numbers of women studied. Additional data in the
paper (11) looked at complications requiring surgery after all MUS and showed a 3.2% rate for slings that
obstruct (too tight), 2% for mesh erosion or exposure, 0.3% for fistulas (connection between one organ
system and another) and 0.1% for bowel injury. Further analysis of complications that were defined as life
altering, demonstrated chronic pain in 4.3% of which 0.5% was refractory to treatment, 11% of patients
had new urgency symptoms (over active bladder) and 3.9% of these were refractory to treatment and
5.3% of patients had persistent or recurrent stress urinary incontinence.

Table | Complications of either RP or TOT slings
Complication n Complications (% of  Incidence
patients) (mean; range)
General complications
Death within 30 days* 7,762 0 (0.0) 0.0
Urethral obstruction/voiding 25,586 1,403 (5.5) 7.3; 0—-33.9
Urethral obstruction requiring 9,375 301 (3.2) 2.3; 0-21.3
Urinary infections 13,296 598 (4.5) 7.3; 0—39.1
Pain (within 6 weeks) 5,097 374 (7.3) 7.9; 0—33.3
Neurologic symptoms (within 1,769 42 (2.4) 1.2; 0-10.3
De novo OAB 14,765 1,512 (10.2) 10.9; 0-48.1
Pelvic organ perforation
In total 20,630 681 (3.3) 3.5; 0-16.1
Bladder 19,411 579 (3.0) 2.9; 0-16.1
Vaginal 5,521 91 (1.6) 1.4; 0-14.1
Urethral 4,541 6 (0.1) 0.0; 0-1.5
Bowel 3,820 4 (0.1) 0.0; 0-1.7
Ureteral 3,820 1(0.0) 0.0; 0-1.3
Mesh exposure/erosion/extrusion
In total 17,520 475 (2.7) 2.5; 0-26.1
Treated conservatively 15,403 112 (0.7) 0.9; 0-7.1
Vaginal 13,496 78 (0.6) 0.7; 0-7.1
Bladder 13,496 5(0.0) 0.0; 0-5.6
Urethral 13,496 0 (0.0) 0.0
Requiring surgery 16,619 333 (2.0) 1.8; 0—-26.1
Vaginal 13,705 235 (1.7) 1.5; 0-15.9
Bladder 13,393 29 (0 N ¥ 0.2; 0-15.2
Urethral 13,628 11 (0.1) 0.2; 0-16.7
Longer-term complications
Refractory pain (>6 weeks) 7,084 247 (3.5) 4.1; 0-30.5
Neurologic symptoms (>6 2,449 51 (2.0) 1.0; 0-10.6
Fistulas 710 2 (0.3) 0.3; 0-1.1
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;No l:)deaths were reported in peer-reviewed publications, although 7 were reported in the MAUDE
atabase.

#Three studies removed from incidence calculation because these were case series of just bladder
erosions. Abbreviations: MAUDE, manufacturer and user facility device experience; OAB,
overactive bladder; RP, retropubic tension-free transvaginal mesh tape; TOT, transobturator tape.

(c) who have made attempts to have the mesh removed in Australia or elsewhere

There are no specifically known figures for mesh removal in Australia or overseas for Australian women.
Looking at MBS data for number corresponding to division of mid urethral slings 37340 and 37341 and
noting this number is not mesh specific, the average number of procedures in the past 5 years (2012 -
2016) was 400. This represents less than 10% of the average number of mid urethral slings over this
period placed.

Specialists who practice female pelvic medicine and reconstructive surgery will have seen women with
mesh complications, after either they have placed the mesh or another practitioner has placed the mesh.
This data is not centralised allowing assessment. Specialists will have also seen women who have travelled
overseas for removal, despite there being sufficient expertise in Australia to provide this procedure safely.

(2) Information provided to women prior to surgery about possible complications and side effects.

Routine pre operative counseling is undertaken prior to surgery by specialist urologists. This would be considered
standard of care. The depth and nature of this counseling will vary between individual specialists and the health
services they work within. Many will utilise pre printed patient information sheets from professional bodies (such
as the International UroGynaecological Association or IUGA, Appendix 2 or the Urological Society of Australia and
New Zealand, Appendix 4) or their own personal or health service based, documents. As part of a pre-operative
counseling discussion the rationale for treatment, the options (including in many instances a non mesh alternative
and a non surgical option), the likely success of intervention and the potential complications, with particular
emphasis on those that may impact the individual being counseled, and the opportunity to ask questions would
be the framework. USANZ has developed a sling safety statement (Appendix 1) which many urologists would
provide for their patients.

The AUA guideline specifies “prior to selecting midurethral synthetic sling procedures for the surgical treatment
of stress urinary incontinence in women, physicians must discuss the specific risks and benefits of mesh as well as
the alternatives to a mesh sling.” (8). It also acknowledges specific risk groups for whom mesh complications may
be more common, in particular diabetes and a history of smoking.

The AUA guideline recommends that “patients considering MUS should be made aware of the prior FDA public
health notifications (12) regarding the use of transvaginal mesh to treat SUI or pelvic organ prolapse and be
advised of possible mesh-related risks, such as vaginal exposure (which can also be associated with dyspareunia)
and perforation into the lower urinary tract or other neurovascular or visceral symptoms.”(8)

(3) Information provided to doctors regarding transvaginal mesh implants and possible
complications and side effects.

Specialist urologists in female pelvic medicine and reconstructive surgery frequently have subspecialty further
training in the area after completion of their fellowship in Urology, or a long period of mentoring prior to practice
in the area. During this time, the information on these procedures, especially when they are new, is sought
through peer reviewed publications (see references) and attendance at scientific meetings. Additional
information and training opportunities are also provided by industry. Ongoing information is provided to
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specialists through these same mechanisms that the technique was originally learned and via regulatory bodies
where appropriate.

(4) Any financial or other incentives provided to medical practitioners to use or promote
transvaginal mesh implants.

Specialists are sometimes approached by industry to act as paid consultants. The terms of these contracts differ
from company to company but in the main involve the covering of usual expenses (for example; travel, time) to
teach new procedures. There are also contractual agreements around funding for continuing research.

Industry also provide clinicians and patients, where appropriate, with information brochures, teaching and
training materials, Instruction For Use (IFU) pamphlets, updates in the event of any changes in manufacturing and
direct training through webinars, cadaver workshops, attendance at cases and organisation of preceptorships.

All such arrangements are declared as “disclosures” when any presentations are given, nationally or
internationally. This is all in compliance with NH&MRC guidelines and Medicines Australia. It would be unusual for
financial or other incentives to be provided outside this framework.

(5) The types and incidence of health problems experienced by women with transvaginal mesh
implants and the impact these health problems have had on women’s lives.

This is addressed in the section 1(b). The complications which are unique to mesh slings include extrusion (vaginal
exposure) 0.96%, pain (including point tenderness, dysparenunia, thigh pain with transobturator slings) 0.03%
and erosion (urethra, bladder) 0.064% based on those complications requiring reoperation in Kaiser
Observational Case Series (USA) over 21 months including 3133 slings. Whilst the impact in individual cases can be
devastating, there are many more women who have had very successful treatment and a good outcome of their
surgery and population based data demonstrates the safe use of polypropylene mesh placed trans-vaginally for
the management of stress urinary incontinence.

(6) The Therapeutic Goods Association’s (TGA):

(@) role in investigating the suitability of the implants for use in Australia;

(b) role in ongoing monitoring of the suitability of the implants; and

(c) knowledge of women suffering with health problems after having transvaginal mesh implants.

The TGA is responsible for regulating the supply, import, export, manufacturing and advertising of
therapeutic goods. The TGA regulates therapeutic goods through: pre-market assessment, post-market
monitoring and enforcement of standards, licensing of Australian manufacturers and verifying overseas
manufacturers' compliance with the same standards as their Australian counterparts.

The TGA led a review into UroGynaecological surgical mesh implants and published this in August 2014. In
this review it was reported, “Specifically, the review found that the use of urogynaecological surgical
mesh devices for the surgical treatment of stress urinary incontinence and abdominal pelvic organ
prolapse repair is adequately supported by the evidence.” (13)

Specialists from USANZ contributed to the review conducted by the TGA and it is the conclusion of
USANZ, as is stated in the position statement (Appendix 1) that there is adequate evidence to support the
safe use of transvaginal mesh for the management of stress urinary incontinence.

(7) Options available to women to have transvaginal mesh removed.

Women should be encouraged to seek the opinion of a specialist as to the options available to them. There are
many options which are beyond the scope of this briefing document and as with placing mesh, a full counseling
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process of the rationale for treatment, the options (including in many instances a non surgical option), the likely
success of intervention, the potential complications and the opportunity to ask questions would be the
framework.

In summary, USANZ acknowledges that the evidence suggests that use of mid-urethral slings (MUS)
made of polypropylene mesh, sometimes called a “tape” in the surgical management of female stress
urinary incontinence, which is the type of urinary leakage associated with physical exertion and
coughing, laughing or exercise, is a safe and reasonable procedure and whilst there have been small
numbers of women who have developed complications, the overwhelming majority have benefitted
from this advance in surgical management of stress urinary incontinence.
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