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States and other countries, the increase in reported outcomes (both posmve and nega-
_t'lve) has Ied to. the snlhahon of medlco Iegal ac‘aons by pahents reporhng negahve -
.'_.effects of the |mplanted mesh As a: result several nahonal and professmnal socretnes_
'.-_ha e convened expert paneis to publlsh summanes of reported outcomes and prowde
'_c!inlca| recommendatlons regardrng mesh use. Desplte therr recommendahons and fur-.
:ther_ _d_lssemlnatlon of the potentzal comphca‘nons reported after urogyneco!ogic mesh.‘ :
use, the populanty of mesh use for POP and SUI has contmued to expand W|th appar—
ent geographlc and nahonal patterns As the Iargest global assoclahon focusnng on
women s hea!th FIGO wa |ts Urogynecology and Pe!wc Floor Commlttee has rewewed
publrshed natlonal recommendat]ons regarding the use of mesh and has summanzed
them for the FIGO membershrp to help dlssemmate |mportant recommendatnons to sur-

.geons who may not be aware of the exlstence and content of these recommendatrons
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1 | INTRODUCTION

increasing use of synthetic mesh has been a growing awareness of

its potential risks.?

It is estimated that one in five women will need surgical treatment
for stress urinary incontinence {SUl} or pelvic organ prolapse (POP)
during their lifetime.! Subsequently, many of these women (6%~29%)
will require further surgery for recurrent POP or SUI; furthermore, the
frequency of repeat surgery is higher than 50% for those who have
had at least two or more procedures for prolapse.®

As a result, much research has gone into the development
of surgical techniques to decrease the high frequency of recur-
rence, which has led to the widespread use of synthetic mesh for
POP and SUI in the past two decades. However, coupled with the

In follow-up to a safety notification in 2008, the Food and Drug
Administration (FDA) issued a safety update in 2011 to inform the
public that serious complications associated with the use of synthetic
mesh for POP are not rare; this update was based on an increase in
reported adverse autcomes in their adverse events database,* Around
the same time, numerous patient reports of adverse effects after
transvaginal mesh implantation posted on internet-hased social media
attracted widespread attention, Those events have led to marked
changes in practice patterns regarding the use of synthetic mesh for
treatment of SUE and POP in some parts of the world.*® Furthermore,
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numerous class-action lawsuits brought against mesh manufacturers
in the United States have enhanced the negative press on the routine
use of synthetic mesh.

Owing to these concerns about the safety of synthetic mesh,
professional societies have become involved in the discussion about
the value and risks of transvaginal synthetic mesh, and continue to
debate whether transvaginal mesh repair should remain an option for
the treatment of POP or SUL. Most recently, governmental regulatory
agencies in both Australia and New Zealand carried out a national
inquiry into complications reported by women in whom mesh had
been implanted; on the basis of their findings, they published recom-
mendations stating that there is no benefit of synthetic mesh over
traditional repairs, essentially banning synthetic mesh use for POP in
those countries.’

. Similar reviews were carried out in Scotland® and by the UK
National Institute for Health and Care Excellence (NICEY questioning
the benefts of synthetic mesh use, resulting in a “pause” in the use
of synthetic mesh in the United Kingdom untit at [east March/April
2019, This pause applies to surgical mesh for SUl and mesh for POP
where the mesh is inserted vaginally. The consequences of this stop-
page of mesh use are currently unknown; nevertheless, it sends a clear
message to countries outside the United Kingdom, Australia, and New
Zealand regarding the need for caution when using synthetic mesh in
urogynecologic surgery.

Interestingly, current practices involving the use of vaginal mesh
vary greatly worldwide, from regions where meshes are (still} consid-
ered a routine {and sometimes gold standard) part of gynecologic sur-
gery to those where extreme caution in their use has been declared.
As a consequence, national professional asseciations and national
governmental agencies have been prompted to produce recommenda-
tions and guidelines to aid pelvic surgeons working in their geographic
area in the safe use of vaginal mesh.

The aim of the present review was to compile and compare exist-
ing position statements from national and international professional
associations and governmental agencies on the use of synthetic mesh
for POP and SUI. The dissemination of the resultant information to
geographic regions where these official position statements are not
readily available might help surgeons in those regions become aware
of the existence of the recommendations and potentially adjust their

practice patterns.

2 | MATERIALS AND METHODS

The present narrative review on use of synthetic vaginal mesh
was conducted in conjunction with the FIGO Uregynecology and
Pelvic Floor Committee, with coordination by a research fellow
in urogynecelogy (Al

A Medline/PubMed search for position statements on use of
synthetic mesh for treatment of POP and SUl was performed for the
period January 1, 2010, to May 31, 2017, with additional edits based
on updated key documents {i.e., UK regulatory documents). Published
associabion statements were refrieved through associations and

for government websites, Keywords included “position statements,’
"synthetic mesh,” "transvaginal mesh," “associations;” “POP) and "SUI",
An experienced librarian was recruited to help identify any position
statements not published in traditional references and/or not found
by using standard kterature search techniques.

To retrieve as many international guidelines as possible, an inquiry
was sent to all commitiee members of the International Federation of
Gynecology and Obstetrics (FIGO) and International Urogynecological
Association (IUGA) leadership, including the International Advisory
Board. All publications identified to have position statements regard-
ing the use of mesh for POP and SUl were reviewed.

For inclusion in the review, a publication had to be in English (or be
translatable by a designated translator of the national society}, had to
carry the name of the sponsoring organization or agency, and had to
have been published within the past 5 years. Statements that focused
solely on the management of complications resultant from mesh use
were excluded.

Position statements were divided into two groups: those regarding
the use of synthetic mesh for treaiment of SUI (Table 1); and those
regarding the use of synthetic mesh for treatment of POP (Table 2). To
compile and combine the content of the different position statements,
each group was separated into five categories: general, patient selec-
tion, informed censent, technical, and future aspects. |n each cate-
gory, statements were numbered by the frequency of mention and the
interpreted importance or priority.

Most statements used wording that was understandable and clear.
If the text was deemed to lack clarity, three clinicians, selected by the
authors, were asked for their interpretation of the wording, and a con-
sensus was reached.

3 | RESULTS

Position statements from 24 international professional associations
and governmental agencies were included in the review.” 2 The
position statements from four major Japanese Societies, the Japan
Saciety of Obstetrics and Gynecology (SOG), Japanese Urological
Association (JUA), Japanese Society of Female Pelvic Floor Medicine
{JFPFM), and Japanese Society of Pelvic Organ Prolapse Surgery
{JPOPS}, and the Federacao Brasileira das Associagbes de Ginecologia
e Obstetricia (FEBRASGO) in Brazil were received from two members
of {UGA's International Advisory Board.

Pasition statements were differentiated between the use of syn-
thetic mesh in the treatment of SUI (Table 1} and its use in the repair
of POP (Table 2). Some statements combining both SUt and POP mesh
applications were included. In compiling the recommendations into a
tabular format, the statements were organized in accordance with the
five pre-determined categories.

A number of generalizations can be made when analyzing the
reviewed statements, Regarding SUl mesh use, there is robust evi-
dence to support the use of synthetic mesh mid-urethral slings in the
treatment of SUL Most of the societies emphasize the importance of
a thorough informed consent process, structured surgical training,
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ot starement

General
1 - Extensive data support the use of synthetic polypropylene 5uburethra| mesh s
: for the treatment of female sul T

2 Synthetic slings are an appropriate treatment for women with stress
incontinence, with similar efficacy but less morbidity as compared with
conventional non-mesh sling techniques

Polypropylene material is safe and effective as a surgical implant

4 The monoflament polypropylene mesh MUS is the most extensively studied
anti-incontinence procedure in history

5 Any restriction of the use of synthetic po[y_propy!ene_ mesh suburethral slings
waotld be a disservice to women who choose surgical-correction of SU|

6 The complications associated with the use of surgical mesh slings currently
on the market for SU repair are not linked to a single brand of mesh

7 When surgery involving synthetic mesh tape is contemplated, a retropubic
approach is recommended

8 If women are offered 2 procedure involving the transobturator approach,
make them aware of the lack of long-term outcome data

9 The safety and effectiveness of mini-slings for female SUl have not been
adequately demonstrated. Further evidence is required

10 Refer women to an alternative surgeon if their chosen procedure is not
available from the consuihng surgeon

11 -Use the "top -down” retropubic tape approach only as part of a clinical trial

Patient selechon

1 -, Transvagrnal mesh slings shouild not be used for women W|th urethra[-'-"-'f
L drvertlculum, urethrovagma[ fistula, urethral injury, or prlo ransvaglnal
- mesh complication {e.g., pain or mesh erasion) S

Informed consent

1 A thorough mformed consent process should be performed prlor to synthehc K
o silng surgery .

2 Provide patients with a copy of the patient labeling or brochure, if available

from the manufacturer
Technical '

1 Surgeons performing these procedures should be adequately trained in SUJ
surgery and capable of recognizing, diagnosing, and treating potential
mesh-related complications associated with the procedure

2 Intraoperative cystoscopy should be performed during all sling procedures to
identify urinary tract injury

3 Be aware of the complications associated with transvaginal implantation of

surgical mesh slings for the treatment of SUI. Some of these complications
may require additicnal surgery that may not fully correct them

Future aspects

1 Improved research info the safety and effectiveness of the products;
long-term outcome studies shoufd be undertaken for existing mesh
procedures

2 Any cases of serious or unexpected adverse incidents amo'n.g paﬁents who -

have received transvagrnal surgrcal mesh dewces for SUI reparr should be :

reported

3 Establish European implant registries

_AUGS AUA, CUA, RANZCOG, UGSA, Scottish rewew.

O RCOG, Canadlan Government SCENIHR, FDA,

.2 ACOG, FEBRASGO, Japan, NAFC NICE IUGA 5GS,
. IC5, SUFU, EAU, EUA

AUA, EAU,EUA

AUGS, FDA

AUGS, tUGA

AUA

FDA

Scottish review

NICE

CUA, Canadian Government, FDA, NICE _

NICE

CECNICE

“AUGS, AUA, CUA, Scottish review, Govern, Can,, -
 SCENIHR, FDA, ACOG, NAFC, NICE, 5GS, ICS, SUFU,

EAU, EUA

Scottish review, Canadian Government, FDA

AUA, CUA, Scottish review, RCOG, Canadian
Government, SCENIMR, FDA, JSQG, JUA, JFPFM,
JPOPS, NAFC, NICE, EAU, EUA

AUA

Canadian Government, FDA

Scottish review, SCENIHR, NAFC, EAU, EUA

: Scothsh review, Canadran Government SCENIHR

:FDA, JSOG JUA, JEPFM, JPOPS NAFC

SCENIHR

{Continues)
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TABLE 1 (Continued)

Offer a follow-up appointment {including vaginal examination to exclude

NICE

erosion) within 6 me to all women who have had incentinence surgery

Abbreviations; ACOG, American Congress of Obstetricians and Gynecologists; AUA, American Urological Association; AUGS, American Urogynecological
Society; CUA, Canadian Urological Association; IUGA, International Urogynecological Association; ICS, International Continence Society; FDA, Food and
Drug Administration; FEBRASGO, Federagao Brasileira das Associagdes de Ginecologia e Obstetricia; JSOG, Japan Society of Obstetrics and Gynecology;
JUA, Japanese Urological Association; JFPFM, Japanese Society of Female Pelvic Fioor Medicine; JPOPS, Japanese Society of Pelvic Organ Prolapse
Surgery; MUS, mid-urethral sling; NICE, National Institute for Health and Care Excellence; NAFC, National Assaciation for Continence; RANZCOG, Royal
Australian and New Zealand College of Obstetricians and Gynaecologists; UGSA, UroGynaecological Society of Australasia; SCENIHR, Scientific Committee
on Emerging and Newly identified Health Risks; 5GS, Society of Gynecologic Surgeons; SUFU, Society of Urodynamics, Female Pelvic Medicine and
Urogenital Reconstruction; SUI, stress urinary incontinence; RCOG, Roval College of Obstetricians and Gynaecologists.

and the need to report all adverse effects and complications among
patients with implanted surgicat mesh (Table 1).

Regarding POP mesh use, the use of synthetic mesh for the treat-
ment of POP is more controversial, Approximately haff of all included
associations state that POP can be successfully treated with native tis-
sue repair in most cases, thereby avoiding the risk of mesh-related com-
plications, and that the use of transvaginal mesh should be restricted
to high-risk patients (i.e., those with recurrent prolapse, chronic cough,
or chronically raised abdominal pressure). Many statements empha-
size the importance of informing patients about the benefits and risks
of transvaginal surgery with mesh as compared with non-surgical and
non-mesh options, The importance of surgeons’ expertise and the
need for further research to obtain long-term results are relatively
commoen in the statements of many assoclations {Table 2).

4 | DISCUSSION

The review identified a large volume of recommendation and position
statements on using synthetic mesh for the treatment of SUJ and/
or POP. This suggests that the use of transvaginal synthetic mesh
remains a highly controversial topic, where input from professional
hodies has the potential to play an important role, Since the FDA's
safety notification in 2008,° regulatory warnings about the compli-
cations associated with vaginal mesh use, growing media interest,
the wide use of soclal media by patients, and frequent advertising by
plaintiffs’ attorneys have led to increased awareness among patients
and surgeons, The puhlic has thus become very skeptical about the
use of vaginal mesh, especlally after the more critical FDA update in
2011.% As a result, the usage of mesh products has markedly declined
in the United States and Europe.”

The review found that there is much synergy and agreement
among the identified statements. This strongly suggests that surgeons
from parts of the world where there is no professional body producing
recommendations should pay particular attention to these statements
and adopt the recommendations in their clinical practice. It Is beyond
the scope of the present review to discuss the reasons why this sit-
uation has developed. Surgeons in the United States, Australia, New
Zealand, and Europe have witnessed the events leading to this difficult
situation. However, surgeons in other parts of the world may not he

fully aware of the causative events, and should do their best to avoid
reaching the same crisis in their countries by familiarizing themselves
with the content of the published recommendations,

After evaluating the reports of adverse events and reviewing the
scientific literature, the FDA concluded that the use of synthetic trans-
vaginal placed mesh for POP surgery does not predictably improve
clinical outcomes as compared with native tissue repair, and deter-
mined that serious adverse events are not rare with synthetic mesh
use.! When comparing synthetic mesh use for POP and SUI, it has
become clear that the sling procedure for SU! has much lower associ-
ated mesh-related risks'® and it is an accepted procedure with proven

efficacy and safety for most women with SUJ12

However, the safety
and efficacy of mini-slings for female SUI have not been adequately
demonstrated, and further evidence is required,*1%%

Vaginal mesh placement has been assocliated with risks such as
mesh erosion and exposure, sexual dysfunction, urinary tract injury,
voiding dysfunction, vaginal and pelvic pain, organ or blood vessel
perforation, and bleeding.? As compared with native tissue repalr, syn-
thetic mesh exposure and contraction are unique issues and the most
common complications of transvaginal mesh augmentation for POP
repair.? Mesh exposure rates for vaginal POP surgery with synthetic
mesh range from 4% ta 19%,2% whereas mesh exposure in synthetic
sling surgery occurs in 1%-2% of cases? Mesh placed abdominally
for POP repair seems to result in lower rates of mesh complications as
compared with transvaginal mesh plau:ement.“'ao'31 Mesh contraction,
both after POP and SUl mesh applications, may represent the most
troublesome complication because it may lead to pelvic pain and/or
dyspareunia and need for re-operation to explant hardened mesh,

A patient's ability to provide informed consent prior to any sur-
gical procedure is a key principle in surgical therapy, and patients
should receive sufficient information in order to make an educated
treatment decision, Patients should be informed about alternatives to
surgical management, including pelvic fioor muscle training, lifestyle
alterations such as weight loss, limitation of exertional activities, man-
agement of significant constipation, and use of pessaries. The infor-
mation should also describe alternative surgical treatments, including
conventional native tissue repair and abdominal sacrocolpopexy. In
addition, patients require appropriéte infarmation on the mesh proce-
dure, including device identification, and potential benefits and com-
plications of transvaginal mesh, and on where to report adverse events
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TABLE 2 Position statements regarding the use of synthetic mesh for treatment of POP,

= Aspect o Pos|t'|on S'té_t_éineil_i i

General

1 In most cases, POP can be treated successfully without mesh, thus
avoiding the risk of mesh related compilcahons

2 Based on the current state of knowledge, transvaginal operations {with
mesh) for POP should be used only under carefully controlled
circumstances

Limit the amount of mesh used for all procedures where possible :

4 Transvaginal polypropylene mesh is not recommended as the first-line
treatment for any vaginal prolapse

5 Vaginal mesh can be used for the surgical treatment of POP and SUL It
is critically important to distinguish between these two uses of vaginal
mesh

6 Serious complications associated with surgical mesh for transvaginal
repair of POP are not rare

7 Qutcome reporting for prolapse surgical techniques must clearly define
" success both objectively and subjectively. Complications and total
‘reoperation rates should be reported as outcomes -

8 Factors to consider before using surgical mesh:

¢ Surgical mesh is a permanent implant that may make future surgical
repair mare challenging;

« A mesh procedure may put the patient at risk of requiring additional
surgery or the development of new complications;

» Removal of mesh due to mesh complications may involve multiple
surgeries and significantly impair the patient's quality of life;
compiete removal of mesh may not be possible and may not result in
complete resolution of complications, including pain;

+ Mesh placed abdominaily for POP repair may result in lower rates of
mesh complications as compared with transvaginal mesh surgery

9 There is no restriction on the use of fransabdommal mesh used durmg a
minimally invasive or open sacrocoipapexy

Patient selection

i POP vaginal mesh repair should be reserved for high-risk individuals in
whom the benefit of mesh placement may justify the risk:

» Recurrent prolapse where an 2bdominal sacrocolpopexy is
contraindicated,

. Complex cases, in particular after failed primary repair surgery;
-+ Recurrent prolapse (parhcularly of the anterior compartment};

» Palients W|th increased risk of recurrent prolapse such as the obese,
.‘the young, those with chronically raised abdominal pressure {severe

:AUGS AUA CUA, RANZCOG, UGSA, Scottish rev]ev_\{.
- Canadian Government, SCENIHR, FDA, ACOG
FEBRASGO, EAU, EUA

RCOG, NICE, EAU, EUA

' 'SCENIHR, EAU, EUA

RANZCOG, EAU, EUA

AUA, EAU, EUA

FDA

Scottish review, RCOG, Canadian Gavernment, FDA, .

. “ACOG, JSOG, JUA, JFPFM, JPOPS, NAFC.

FDA, ACOG

CUA, RANZCOG, UGSA, Canadian Government

AUA, RANZCOG, UGSA, Canadian Government

AUGS, RANZCOG, UGSA, RCOG, FDA

CUANICE

AUA, Scottish review, SCENIHR, FDA, ACOG, IUGA, EAU,
CUn SCETIR TN ARDR NOA M
cUA

SCENIHR, EAL, EUA
AUGS, IUGA
AUGS, FEBRASGO, RANZCOGISOG, JUA, JFPEM, JPOPS

= asthina, conshpahon) and those with stage 3 and 4 prolapse may find . -

the risk/beneft balance of transvaginal mesh procedures acceptable

Informed consent

1 Inform patients about the benefits ancl rlsks of non- surglcal options, j

non-mesh surgery, surgical mesh placed abdomlnally. and the likely -
success of these alternatives vs transvaginal mesh surgery -

2 For patients with postoperative symptoms that are not clearly caused
by a mesh complication, removal of vaginal mesh may not improve the
symptoms, and in fact may worsen their condition

3 . For patients who have had vaginal mesh surgery for POP and are

. satishied with their results, there is na need to take any action other
than routine check-ups and follow-up care

:".:AUGS AUA CUA, RANZCOG UGSA Scothsh rewew,
= RCOG, Govern Can SCENIHR FDA ACOG NAFC NICE

EAU, EUA
AUA

AUA

{Continues)



UatanskieNe ET AL,

TABLE 2

(Continued)

Scottish review, Canadian Government, FDA

4 Provide patients with a copy of the patient labeling from the surgical

mesh manufacturer if available
Technical .
1 All gynecologists should be aware of and be encouraged to make full RANZCOG, UGSA, Scottish review, Govern. Can., J50G,
use of the ability to report adverse events from mesh surgery JUA, JFPFM, JPOPS
2. Surgeons should undergo training specific to each device and have x AUGS, AUA, CUA, RANZCOG, UGSA, Scottish review,

"RCOG, Canadian Government, SCENIHR, FDA, ACOG,
350G, JUA, JEPFM, JPOPS NAFC NICE SGS EAU EUA

:RANZCOG UGSA

- experience with reconstructive surgical procedures and a thorough
understanding of pelvic anatomy

Surgeons should be able to demonstrate experience and competence in
non-mesh vaginal repair of prolapse including anterior colporrhaphy,
posterior colporrhaphy, and vaginal colpopexy (e.g., uterosacral or
sacrospinous ligament fixation) before training in and performmg
vaginal mesh surgery

Surgeons should demonstrate experience and expertise in performing ‘RANZCOG, UGSA - "
intraoperative cystoscopy to evaluate bladder and ureteral integrity L

Future aspects

N 1 RE ngorous comparative effectweness trials of synthenc mesh and natlve : ._A_COG,_NIC_E__"_-' =
: tissue repair and long-term follow-up : N I M
2 Outcomes and complications of transvaginat placement of surgical mesh  RANZCOG, UGSA, Scottish review, RCOG, NICE
for POP should be monitored longitudinally, preferably using a

statewide or national data collection mechanism so that peer

comparison may be obtained

3 When using the newer i:ght-wmght transvagmal permanent meshes.
cansider recruiting inte a clinjcal tiial because these meshes have not
been evaluated within a RCT, At minimum, extensive dnscussmn SRR
regarding other ophons and referra] fora second oplmon should be R i

" considered. Clinical audit of all mesh procedures is éncouraged -

: RANZCOG UGSA Scothsh rewew. SCENIHR SGS ACOG
EAU, EUA

Abbreviations: ACOG, American Congress of Obstetricians and Gynecologists; AUA, American Urological Association; AUGS, American Urogynecological
Society; CUA, Canadian Urological Association; IUGA, International Urogynecological Association; ICS, International Continence Society; EAU, European
Association of Urology; EUA, European Urogynecological Association; FDA, Food and Drug Administration; FEBRASGO, Federacao Brasileira das
Associaches de Ginecologia e Obstetricia; JSOG, Japan Society of Obstetrics and Gynecology; JUA, Japanese Urological Association; JFPEM, Japanese
Society of Female Pelvic Floor Medicing; JPOPS, Japanese Society of Pelvic Organ Prolapse Surgery; NICE, National Institute for Health and Care
Excellence; NAFC, National Association for Continence; RANZCOG, Royal Australian and New Zealand Colfege of Obstetricians and Gynaecologists; POP,
pelvic organ prolapse; SCENIHR, Scientific Committee on Emerging and Newly ldentified Health Risks; RCOG, Royal College of Obstetricians and
Gynaecologists; RCT, random clinical trial; 5GS, Society of Gynecologic Surgeons; SUFU, Society of Urodynamics, Female Pelvic Medicine and Urogenital

Reconstruction; UGSA, UroGynaecological Society of Australasia,

if they occur, It may be important to inform the patient if the surgeon
is relatively inexperienced with a new surgical technigue or device,

Clinicians should provide patients with clear written information,
booklets, or access to websites that clearly describe the risks associ-
ated with the procedure and any available alternatives before women
make a decision on whether they wish to proceed with surgery.®
Various societies have prepared peer-reviewed patient information
documents that are readily avalilable to share with women. Surgeons
should familiarize themselves with these resources and use them as
part of the informed consent process.

The implantation of any transvaginal mesh for the treatment of
POP should be considered only in complex cases, where the bene-
fit of mesh placement justifies the recognized risks (Table 2). Such
cases include recurrent POP, especially in the presence of poor-
quality collagen, increased intra-abdominal pressure, and large
anterior compartment prolapse, and cases with contraindication
to abdominal surgery.>? The procedure should be performed by a

surgeon with a special expertise in mesh placement techniques, who
is capable of recognizing, diagnosing, and treating potential mesh-
related complications {Table 2}. Surgical management of mesh ero-
sion and contraction may be particularly challenging owing to the
proximity of the bladder and bowel; thus, referral to a center with
expertise in these techniques is recommended to avoid creating fur-
ther complications such fistula formation. It is important to empha-
size the importance of using intraoperative cystoscopy to evaluate
bladder and ureteral integrity during any mesh-related surgery, and
for implantation or revision.'2

Long-term data are severely lacking on the efficiency and safety of
synthetic mesh used in POP repair. Most recommendations are based
solely on shori-term data. As longer-term data become available, the
recommendations may need to be modified, and surgeons shouid
remain informed of any revision of these statements. Evidence an cut-
comes of the new prolapse repair mesh devices is also based on case
series with relatively short-term follow-up. A retrospective multicenter
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study involving the use of mesh devices (289 women) demonstrated
excellent short-term cure in the management of female POP, hut with
significant complications: buttock pain {5.2%), vaginal erasion (10%), one
case of bladder erosion, and two of serious infection.®® Caution must
therefore be employed before newer operations, materials, and devices
are introduced into clinfeal practice. Fartunately, long-term follow-up
studies have confirmed efficacy and a low complication rate for use of
the synthetic mesh for SUI treatment.®* Long-term effectiveness for up
to 17 years has also been demonstrated after sling procedures. 3%

Randomized controfled trials with long-term follow-up would be
the optimal method for evaluating the efficacy and safety of vaginal
mesh surger\,a'.37 Owing to a lack of such studies, the outcomes and
complications of transvaginal placement of synthetic mesh for POP
should be followed longitudinally so that peer comparison may be
obtained (Tables 1 and 2). Only through ongoing research will pro-
cedures using syrthetic mesh for the treatment for SUl and POP be
improved for women in the future,

fdeally, each surgeon should track their own surgical outcomes.
This chailenge is greatly reduced by the wide availability of self-
monitoring registries that are available through professicnal societ-
ies such as American Urogynecological Society {AUGS), IUGA, and
British Society of Urogynaecology (BSUG). Data {pre-, post-, and intra-
operative} can be entered by each surgeon on all treated patients and
later retrieved for analysis. Unless permitted, the collected data are
confidential and not accessible to other centers.

To ensure a product's safety, mesh-related complications must be
reported via well recognized regulatory agencies, such as the Medicines
and Healthcare products Regulatory Agency in the United Kingdom, In
2012, the FDA introduced mandatory post-market surveillance (522
studies) for all transvaginal mesh products for POP and for mini-slings
to help determine the efficiency and safety of these products. [n the
interim, many transvaginal polypropylene mesh preducts have been vol-
untarily removed from the market, some companies have left the POF/
SUI market, and new light-weight mesh products have been introduced.
Consequently, the evidence used to assess early transvaginal mesh for
POP may not applicable to the newer, light-weight transvaginal perma-
nent meshes. A recent Cochrane review noted that newer light-weight
transvaginal meshes that are currently available have not been assessed
by randomized clinical trials.®® Clinicians and women should be cautious
when utilizing these products because their safety, efficacy, and any
unique reated complications have not been established.®®

Data from women enrolled in PROSPECT {PROlapse Surgery:
Pragmatic Evaluation and randomized Controlled Trial} have been col-
lected at 1 and 2 years pos’bsurger\,f.B This study aimed to compare
the outcomes of POP surgery when performed with native tissues,
synthetic mesh inlays, or using biological grafts. Synthetic or biological
graft augmentation did not improve outcomes including effectiveness,
adverse effects, and quality of life in the short term, but >10% syn-
thetic mesh complication rate was reported. In light of this, long-term
follow up is important to identify any significant complications when
using a synthetic or biological graft for POP surgery.?

Recent medical science and surgical technology related to mesh
use represent a fast-moving train with few stops, It is thus likely that
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recently launched mesh products have not yet been evaluated in suffi-

cient patient volumes, or have had sufficient scrutiny in non-low-risk
patients to recognize the risks and benefits associated with their use.
As post-marketing data are collected and experience gained, it is not
uncomman for previously unreported results to be recognized. These
can be positive as well as negative but, in the case of vaginal mesh use,
patients have reported adverse events that are relatively disturbing to
their health and quality of life. As such, governmental agencies—which
are given responsibility for fooking after patient welibsing—must
address these complaints and act on the patients’” hehaif.

Most recently, public enquiries in Scotland, the United Kingdom,
and Australia have involved patient and clinician testimony. The
enquiries were focused on patient input, which was highly emotienal,
and directed toward legislators rather than clinicians. As such, they
fhave resuited in recommendations to halt the sales of synthetic mesh
products for PQP (Australia and New Zealand} and a "pause” in mesh
implanted via the vaginal route usage for urogynecologic surgery
(United Kingdomy, It is impossible to know how this current situation
will evolve; however, it is clear that mesh use in the future will centinue
to be scrutinized by national regulatory agencies, the legal system, and
patients. Once the “pause” is completed in the United Kingdom, it is
unclear whether mesh products will again be available for use by pelvic
floor surgeons. The most likely situation is that mesh surgery will be
performed only in tertiary referral centers by surgeons with expertise
in implantation and removal, and all women will have to be enrolled in
a comprehensive national registry to track clinical outcomes.

Further imposed national bans on the use of synthetic mesh may
be forthcoming and would further prevent many women from accessing
the full range of treatment optiens available to them. In addition, further
anti-mesh legislation or public pressure might essentially stop or stall the
surgical studies mandated by the FDA,!! and eliminate the production
of data meeting high scientific rigor. We agree with AUGS that, instead
of a ban on mesh implementation, evidence-based guidelines should be
established so that mesh procedures are performed only by qualified sur-
geons and there is a formal mechanism for patient follow-up.

The review has some limitations. It was performed with pre-
determined search methodology; however, it was not possible to
identify any proven, validated methodology for this type of survey. In
addition, bacause not all societies publicize their recommendations
in indexed publications, some published statements may have been
missed. It seems unlikely, however, that any official recommendations
would differ significantly from those presented in the review. Last,
international focus on mesh use for urogynecologic indications is
evolving very rapidly, and further national bans might have a signifi-
cant impact on other countries. Thus, by the time the present review is
in print, the situation may have evolved further.

5 | CONCLUSIONS

Gynecologic surgeons worldwide should become familiarized with
reported outcomes resultant from the use of synthetic mesh in pelvic
surgery. Most impartantly, vaginal mesh use has been recognized to
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he assgciated with specific patterns of complications; thus, surgeons
should read and follow the advice in published position statements.
The present review aimed to collect all available recommendation and
position statements, and to organize their content to assist pelvic sur-
geons worldwide in providing effective and safe care to women with
pelvic floor problems. Because FIGO represents the world's largest
association focused on the wellbeing of women, the present FIGO-
supported review should emphasize the importance of this project to
gynecologic surgeons.

The committee hopes that this document will encourage all
pelvic surgeons to use synthetic mesh only far specific recog-
nized indications ameng their patients with POP and SUl, clearly
discuss the risks and benefits of mesh use preoperatively with
their patients, track their clinical and surgical outcomes method-
ically, and remain familiar with any new data that become avail-
able regarding vaginal mesh use. It is only through these efforts
that pelvic surgeons will be able to optimize their outcomes when
treating women with POP and/or SUI.
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