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Abstract

Background Trans Vaginal Mesh (TVM) surgeries have been used to treat stress urine incontinency (SUI) and/or pelvic organ
prolapse (POP). Systematic reviews of clinical studies of outcomes suggest that the procedures have benefited a majority
of women, while noting that a small minority of women have experienced harms. To provide a more complete picture of
outcomes, we conducted a systematic review of the qualitative literature to provide a comprehensive analysis of women’s
own accounts of their experience.

Method We conducted a systematic review and thematic synthesis of the evidence from the international qualitative literature
on women’s experiences of and perspectives on TVM surgery for SUI and/or POP between 1996 and 2020. We retrieved 6587
papers from PubMed, Cochrane, CINAHL, PsycINFO, Scopus, and Sociological Abstracts. After application of inclusion
and exclusion criteria and full-text review of eligible articles, five articles were included in our systematic review.

Results Findings from included articles were organised under three main themes: women’s everyday lives were transformed
by TVM surgery; women’s expectations of and approach to their future lives; and women’s critiques of TVM surgery. The
transformation of women’s everyday lives included a struggle to obtain recognition and support for their injuries before
and after corrective surgery, ongoing limitations on their social, professional and personal lives, and compounding medical
and psychological trauma as a result. Women’s approaches to their future lives changed because of this transformation; we
identified five main approaches, four were ways of accommodating change, a fifth involved being unable to accommodate
life changes. Women’s critiques included that TVM surgeries were overused, consent processes were poor, and surgeons’
definitions of success were deficient. Women expressed concerns about the safety of TVM products and future risks of further
complications and discussed multiple system failures in the health care they received.

Conclusion This review suggests that discounting women’s experiences has caused compound trauma and skewed the clinical
evidence base; while harms occurred in a minority of women, we suggest they should be recognised as an ethically significant
potential outcome. Approaches to TVM injury should attend to historical epistemic injustice and recognise women’s agency.
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Key Points for Decision Makers

Low-rate severe adverse events should be recognised as
an ethically significant potential outcome of innovation
in surgery.

Addressing epistemic injustice (a pattern of ignoring, or
being unable to understand, the testimony of patients) is
a key ethical challenge for evaluating the use of surgical
innovations such as transvaginal mesh (TVM).

Women should be acknowledged as knowledge holders
and agents in their experience of TVM surgery.

1 Introduction

The first transvaginal mesh (TVM) device was approved by
the USA Food and Drug Administration (FDA) in 1996 for
use in minimally invasive surgical treatment of stress urine
incontinency (SUI) [1, 2]. Despite the rise of the evidence-
based surgery movement in the 1990s [3], recent studies
reveal there was no published clinical trials supporting the
safety and efficacy of these devices at the time of first FDA
approval [1]. Nonetheless, this initial FDA approval proved
highly consequential, as it permitted a cascade of TVM
products to be approved using ‘substantial equivalence’, for
treatment of both SUI and pelvic organ prolapse (POP) [1,
2,4].

As TVM surgery was scaled up, stories began to emerge
of women experiencing post-surgical harms and complica-
tions [4]. However, these negative outcomes tended to be
de-emphasised or were not reported in early trials. There
are two known causes for this failure to report or adequately
represent low-incidence adverse events (even when severe):

1. The incongruence between efficacy and effectiveness
[5].

2. The methodological limitations in clinical trials [1].

Clinical trial evaluations of surgical treatments tend to
focus on ‘objective’ and anatomical outcomes, and less on
effectiveness, subjective outcomes and patient-reported
outcomes [2, 5]. Uptake of innovations in surgery is highly
dependent on evidence of their efficacy; however, there is a
need for evidence of their effectiveness to understand their
usefulness, safety and effects on populations and individu-
als’ lives [5].

Significant underreporting of harms and complications
associated with TVM surgeries means that estimates of the
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number of women affected globally is based on extrapolation
and assumptions [6]. However, by late 2017, over 100,000
women around the world have taken legal actions against
manufacturers and providers involved in use of TVM devices
[6], and there has been a continuous global increase in the
prevalence and severity of reported adverse events [4, 6].

Since regulatory approval in 1996, a TVM trial literature
has developed. Systematic reviews of this literature present
data from quantitative measures of outcomes including sub-
jective cure rates, symptoms and quality of life. For example,
our search prior to this systematic review identified only
two Cochrane reviews on use of TVM for SUI, published
21 years after introduction of TVM [7, 8]. These reviews
focused on reporting comparative cure rates for different
TVM procedures rather than reporting on harms and com-
plications. Aggregated quantitative estimates of adverse
events in TVM procedures were presented late in the reviews
(sometimes as appendices); authors concluded that the rate
of adverse events was low, and limited information was pro-
vided regarding severity. These quantitative measures also
provide limited opportunity for women to explain outcomes
from their own perspective, such that the detail of women’s
experience was arguably lost in quantitative aggregation.
To better understand and report on low-rate severe adverse
events associated with TVM and its effects on women’s
lives, we conducted a systematic review and thematic syn-
thesis of the evidence from the international qualitative
literature on women’s experiences of and perspectives on
TVM surgery for SUI and/or POP between 1996 and 2020.
This complements existing quantitative reviews by synthe-
sising what is known from women’s own accounts of their
experience.

2 Method

We used thematic synthesis for this qualitative systematic
review to better understand women'’s experiences of and per-
spectives on TVM surgeries. Thematic synthesis provides
an opportunity to develop descriptive themes via coding
primary studies ‘line by line’, then to use these descrip-
tive themes as the basis for generation of analytic themes
[9]. This analysis enabled us to generate new interpretive
constructs that complement and are not covered by existing
quantitative studies.

We searched PubMed, Cochrane, CINAHL, PsycINFO,
Scopus, and Sociological Abstracts using a strategy designed
to identify qualitative literature focusing on women’s expe-
riences of and perspectives on TVM surgery for treatment
of SUI, POP or both conditions. Our final search was con-
ducted in September 2020. We conducted manual searches
and pearling and screened the reference lists of included
studies. The search strategy was guided and developed over
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several iterations and is available in Supplement 1 (see elec-
tronic supplementary material [ESM]).

2.1 Inclusion and Exclusion Criteria

Two authors (MM and SC) independently identified Eng-
lish language articles and conducted title/abstract eligibility
screening. We included qualitative studies reporting on use
of TVM (all types of TVM products) for treatment of SUI,
POP, or both SUI and POP. We included any studies com-
paring TVM surgery with other surgical methodologies in
these conditions.

We excluded studies using only standardised quantitative
instruments to measure outcomes, as these have already been
included in systematic reviews of the quantitative literature.
We included all qualitative and mixed method reporting on
TVM procedures outcomes from patients’ perspective and in
their own words, including women’s stories and experiences
and their accounts of outcomes, including cure rates, harms
and complications. We included studies based on the meth-
odology used, regardless of whether they reported positive
or negative surgical outcomes. We excluded studies focusing
on use of mesh products for abdominal surgeries and hernia
repair surgeries, and studies on non-human animals. Studies
on mixed SUI with other medical conditions such as urge

6198 articles identified through
database searching Oct 2019
to Sep 2020

incontinency or autoimmune diseases, or use of TVM for
secondary repair surgery (following failure of other surgical
methods), were excluded.

2.2 Appraising the Methodological Limitations
in Included Studies and Confidence in Synthesis
Findings

All included studies were assessed using the Critical
Appraisal Skills Programme (CASP) tool [10] by two
authors (MM and SC), independently, to assess reliability,
validity and usefulness. Any differences in assessment were
resolved by discussion (Fig. 1). To ensure confidence in
individual descriptive findings and emerging themes, the
Grading of Recommendations Assessment, Development
and Evaluation—Confidence in Evidence from Reviews of
Qualitative research (GRADE-CERQual) [11] approach was
used by two authors (MM and SC) to assess the included
studies. Further details about the CASP and GRADE-CER-
Qual procedures are available in Supplement 2 (see ESM).

2.3 Data Extraction and Synthesis

Full texts of eligible studies were examined independently
by two authors (MM and SC). Papers were extracted in full

Duplicate articles removed

3391 articles screened

Manual search and
pearling

title/abstract screening

3306 articles excluded through

11 full text articles assessed for

85 full text articles assessed for
eligibility

eligibility

83 articles excluded after full
text review with reasons

7 articles excluded after full
text review with reasons

6 articles included in

qualitative review

assessment

1 articles excluded after CASP

5 articles included in thematic
synthesis

Fig.1 PRISMA flow diagram

A\ Adis



160

M. Motamedi et al.

into NVivo 12 software for data management and were ini-
tially coded line by line. After completion of coding, themes
were synthesised by discussion between all three authors,
over several iterations, to best present women’s perspectives
on TVM surgeries, resolve any uncertainties and ensure
coherence and alignment with study objectives.

3 Results

Following CASP assessment, five articles published between
1996 and 2020 were found eligible [12—16]. One additional
article was excluded in the CASP assessment phase due to
the poor quality of the qualitative data and analysis. Two of
the five included articles reported on one study: they were
conducted by the same author, presented as a thesis and
then a summary published article; the thesis contains more
detailed findings [13, 14]. To avoid any confusion, when
both thesis and article present the same finding, only the
article [14] is cited as a reference in this review; when the
thesis presents unique findings, the thesis is cited [13]. All
included studies had positive evaluation of all quality criteria
and they mostly included high quality analysis. Although
one study [13, 14] had a small sample, its methodology was
coherent and the quality of analysis was high. In GRADE-
CERQual assessment, mostly we had no or very minor
concerns regarding methodological limitations, relevance,
coherence, and adequacy of provided evidence. Details of
the included studies are presented in Table 1.

All included articles reported on interviews with women
who had experienced harm from TVM; one [16] also
included women who benefited from TVM surgery. Overall,
866 women were included in these studies. The numbers of
women in individual studies ranged widely: 7 [13, 14], 23
[12], 84 [15] and 752 [16], respectively.

Distribution of emerging themes in contributing studies
and supporting quotes for emerging themes from contribut-
ing studies are available in Supplement 3 (see ESM) (Fig. 1).

Our synthesis is organised into three central themes
(Fig. 2):

1. Women’s everyday lives were transformed by TVM sur-
gery.

2. Women’s expectations of and approach to their future
lives.

3. Women’s critiques of TVM surgery.

A\ Adis

3.1 Women’s Everyday Lives Were Transformed By
TVM Surgery

All included studies reported that women’s everyday lives had
been transformed by TVM surgery, but for most this was not
positive. Negative impacts included difficulties in finding sup-
port and recognition for their experienced symptoms, severe
adverse effects on their social, professional and personal lives,
and ongoing compounded medical and psychological trauma
arising from these experiences (Fig. 2).

3.1.1 Experiencing Partial or Complete Resolution
of Symptoms

A small portion of women in one study expressed how the
advantage of partial or complete symptom resolution follow-
ing TVM surgery improved their quality of life and overall
their physical and psychological health status [16]. Some
of these women appeared satisfied with their treatment and
the improvement in their quality of life [16]. However, some
women, despite improvements in their quality of life, did not
recognise their surgical outcomes as a complete resolution for
their symptoms and deliberately discussed other experienced
changes in their physical and psychological health status after
TVM surgeries rather than improvement of their quality of
life [16].

3.1.2 Women Struggled to Obtain Recognition
and Support After TVM Injury

The predominant theme from all five studies was women’s
struggle to obtain recognition of their post-surgical inju-
ries, and support to address those injuries [12, 14—16]. This
failure of recognition was so significant that women’s chal-
lenges can be conceptualised on a timeline, with a bright
line between the period before and after complications were
acknowledged by health care providers.

3.1.2.1 Failures of Recognition and Support Immediately
After TVM Surgery All included studies reported that TVM-
injured women experienced a long, sometimes catastrophic
recovery period, which pre-operation advice had not pre-
pared them to expect [12, 14-16]. Women reported that
from immediately post-procedure onwards, they struggled
to have their symptoms recognised and to receive support
[14-16]. Women’s descriptions of how they felt as a result
included words such as humiliated, ashamed, unheard, iso-
lated, demoralised, demeaned, depressed, hopeless and dis-
appointed [12, 13].

Women reported that even when health care providers
conducted physical examinations that revealed evidence of
TVM complications, these providers generally did not rec-
ognise or acknowledge women’s pain and other symptoms,
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Women's everyday lives were
transformed by TVM surgery

Women'’s experiences of and
perspectives on TVM surgery

Women'’s expectations of and approach
to their future lives

Experiencing partial or complete
resolution of symptoms*

Failures of recognition and support
immediately post TVM surgery

Women struggled to obtain recognition
and support after TVM injury

Failures of recognition and support after

complications were acknowledged

Social life limitations

TVM injury affected all aspects of

s Professional life limitations
womens' lives

Women experienced ongoing medical

} Personal life limitations
and psychological trauma

Being realistic about unsuccessful surgical
outcomes, making the best of remaining
days

Reframing surgery as successful overall
despite complications, and continuing
with life

Accepting services for TVM complications
and feeling relieved, despite ongoing
health issues

Choosing a focus and approach

Seeking acknowledgment and change
from healthcare systems to avoid similar
circumstances in future

Planning for the future

TVM overuse and obtaining informed
consent

Being unable to accommodate
experienced changes

Women'’s critiques of TVM surgery

Incongruence between surgical
anatomical success and lived experience

Safety of TVM products and responsibility
for harms

Fig.2 Women’s experiences of and perspectives on TVM surgery for SUI and POP, between 1996 and 2020. POP pelvic organ prolapse, SUI

stress urine incontinency, 7VM transvaginal mesh

or their suffering [12, 14]. Rather than accepting TVM as
the cause, women’s reported symptoms were attributed to
depression, hypochondria, prescription drug- and atten-
tion-seeking, and other psychogenic origins, and women’s
own causal accounts were dismissed [12, 14]. Conversely,
if symptoms were recognised as legitimate, women were
treated as a very rare case of complications [13]. Some
women reported similar lack of acknowledgement and
understanding from their children and other family mem-
bers, who perceived them to be making excuses to avoid
activities, or intentionally self-isolating [12].

Similar experiences were reported in interactions with
health insurance companies or compensation agencies. !
Coverage and payments were sometimes declined due to
lack of evidence that the surgery had caused the symptoms,

1 Three of the included studies were from New Zealand where an

Accident Compensation Corporation provides a no-fault compulsory
insurance scheme that helps pay for recovery of accidently injured
people. This includes treatment injuries caused as a direct result of
treatment by a health professional that is not a normal side effect of
treatment.
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or when surgery was accepted as the cause and coverage
was provided, women had to fight to have each new symp-
tom covered [12, 13]. Women reported being required to
attend multiple review sessions to discuss their experienced
complications and share intimate details of their lives, and
failure to adapt these processes to their impairments (e.g.
being required to attend in person while the other parties
attended virtually) [13].

3.1.2.2 Failures of Recognition and Support After Complica-
tions Were Acknowledged Four included studies reported
on interviews with some women who had eventually experi-
enced recognition of their TVM complications [12, 14, 15].
Women reported that a benefit of medically authorised rec-
ognition was that it prompted greater support and acknowl-
edgment from their family members [13]. However, it did
not always improve their health care experience, further
reducing women’s trust in the health care system [13].

If removal of the implant was undertaken, women
reported again receiving inadequate explanation of follow-
up interventions, including failure to inform about risks and



Women's Experiences of and Perspectives on Transvaginal Mesh

163

complications, and repeated refusal to recognise ongoing
symptoms after repair surgery [13]. Women described their
subsequent feelings using words such as betrayed, let down
and abandoned, and believed the truth was being hidden
and further treatment and investigations unfairly refused
[13]. If told cure of their symptoms was impossible, these
feelings intensified, and women reported feeling even more
isolated and incapacitated [14, 15]. Women reported ongo-
ing difficulties with insurance companies and/or accident
compensation agencies, including selective acceptance and
decline of coverage for certain symptoms, inconsistent sup-
port for injured women’s ongoing services, or under-funding
of required treatments, leaving women with incomplete pro-
cedures; for example, funding a first procedure and declin-
ing funding for further procedures recommended to control
symptoms [12, 14].

3.1.3 TVM Injury Affected All Aspects of Women'’s Lives

In addition to the medical issues described above, women in
all included studies also described profound effects on other
aspects of their social, professional and personal lives, due
to severe, permanent disabilities; these were described as
‘cascading disabilities’ because they continued to emerge,
and were related in complex ways [12, 14-16].

3.1.3.1 Social Life Limitations Limited mobility and
inability to travel around, to participate in social events,
to pursue recreational activities and to maintain social
relationships separated women from their previous active
daily lives [12, 14, 15]. Women described their feelings
about the resulting restriction and physical isolation using
words such as frustrated, devastated and miserable [12,
14, 15]. In addition to this physical distance from their
previous social lives, women described “suffering in
silence” [14]. This arose from (1) social awkwardness in
discussing reproductive anatomy and function; (2) chal-
lenges discussing profound suffering with others; and
(3) women’s fear of rejection, judgment or stigma if they
revealed their disabilities to the community [14]. It often
took many years for women to find support groups, initi-
ated by other TVM-affected women, to discuss their suf-
fering in a safe environment and find sympathy from other
women with similar experiences without fear of judgment
or stigmatisation [14].

3.1.3.2 Professional Life Limitations The physical impair-
ment, ongoing medical issues, and multiple surgeries
women experienced had profound effects on their profes-
sional lives. Women described reducing their working hours,
taking extensive sick leave, leaving their professional roles
or continuing in their professional roles only with extensive

modifications to their daily routines [12, 13]. Many women
experienced grief and psychological burdens from early
retirement on medical grounds, role loss and/or reduced
financial resources [12, 13]. Women’s life goals radically
shifted from ambitious professional achievements to simply
being able to stand, move within the radius of their homes
and toilets, or complete limited home-based tasks [12, 13].

3.1.3.3 Personal Life Limitations TVM complications had
devastating impacts on women’s relationships with their
immediate families. Their impairments prevented them
from playing their role as a person, a partner, and a parent
[12, 14, 15]. Women experienced different symptoms and
functional effects (e.g. ability to sleep, sit, walk, stand and
remain standing), with different effects on activities of daily
living [12, 14, 15]. While most studies discussed women’s
impairment in general terms [12, 14, 15], one study identi-
fied chronic pain as most significant in women’s evaluation
of whether their surgery had an acceptable outcome [16].
This study reported that some women with ongoing pelvic
floor dysfunction but no chronic pain after TVM surgery
reported improved quality of life post-surgery [16]. How-
ever, most women participating in the included studies
reported a dramatic decrease in the quality of their own lives
[12, 14-16], and their families lives [12, 14]. These women
highlighted their need to be always aware of how far they are
from a toilet, and a frequent need to lie horizontally, greatly
affecting their daily routine [12, 14]. Women’s intimate
relationships were also limited or completely stopped due
to severe pain, scarring, and their partners’ laceration and
injuries due to contacting eroded TVM devices during inti-
macy [12, 13]. Consequently, intimate partner relationships
became carer/patient relationships [12, 14, 15]. Women also
reported relationship impacts of imposed infertility due to
hysterectomy following TVM complications [13].

Women'’s loss of roles, independence, and ability to care
for others led to feelings of guilt and frustration [12, 14,
15]. Their inability to contribute financially or participate in
family events caused embarrassment and tension in relation-
ships [12, 14], and led women to feel like a burden to their
families [12, 14, 15].

3.1.4 Women Experienced Ongoing Compound Medical
and Psychological Trauma

In addition to the primary effects described above, women
described secondary emotional distress and mental health
issues in all included articles [12, 14—16]. These issues were
barriers to further treatment-seeking [14—-16], and included
severe psychological effects, such as post-traumatic stress
disorders diagnosed in two of seven women in Brown’s study
[14]. We describe this as compound medical and psychologi-
cal trauma because the secondary psychological issues due
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to experiencing TVM-associated complications had consid-
erable impact on how women were experiencing the TVM-
associated complications and interfered with their received
services. These compound mental health issues arose partly
from the losses described above, and partly because of social
stigmatisation. This stigmatisation separated women even
more from their social lives. They described their feelings
using words such as: self-conscious, embarrassed, self-
blame, guilt, frustrated, depression, “unnaturalness” and
shame, were reluctant to seek care, and sometimes admitted
having suicidal thoughts [12, 15].

Some women reported anxiety in planning any activities,
basic housework or traveling even for short distances from
home/toilet [12, 14]. Women also reported increased vigi-
lance, always watching for health changes, worrying about
further cascading health problems, and experiencing stress
whenever a new symptom was experienced, fearing it was
related to their TVM implants [15]. Women who had not
had TVM complications also reported feeling anxiety and
stress about the possibility of developing complications in
the future [16].

3.2 Women’s Expectations of and Approach to Their
Future Lives

Included studies often discussed with women their percep-
tion of their future lives and how they were planning to
approach the time ahead.

3.2.1 Choosing a Focus and Approach

Women in the included studies who had experienced TVM
complications were all forced to adjust to a “new normal”.
However, across the studies, we identified five ways that
women faced the required changes in their lives, each entail-
ing a different focus and approach (Fig. 2) [12, 14-16].

3.2.1.1 Being Realistic About Unsuccessful Surgical Out-
comes, Making the Best of Remaining Days Some women
moved their focus away from the emotional and physical
challenges they faced, and onto building their future lives,
making plans one day at a time dependent on their abili-
ties that day [14, 15]. This required accepting that TVM had
been unsuccessful and caused harms, and planning to make
the best of their lives [13].

3.2.1.2 Reframing Surgery as Successful Overall Despite
Complications, and Continuing With Life Some women
were able to consider their surgery a success, despite TVM
implant complications, by reasoning that the complications
were not worse than their original symptoms of SUI or/and
POP [12, 15, 16]. These women were able to accept radical
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changes in their lives and consider themselves satisfied with
the overall result [12, 15, 16].

3.2.1.3 Accepting Services for TVM Complications and Feel-
ing Relieved, Despite Ongoing Health Issues For some
women, being given treatment for TVM complications,
even if not completely successful, provided relief and made
it possible to adjust to altered expectations and plans for
their life [12, 15].

3.2.1.4 Seeking Acknowledgment and Change From
Health Care Systems to Avoid Similar Circumstances
in Future Women in one study focused on seeking acknowl-
edgment and change from health care systems, to prevent
other women from being harmed in the same way [14]. It
was not clear from the report how this altered women’s
experience of their lives.

3.2.1.5 Being Unable to Accommodate Experienced
Changes The four positions above required acceptance of
limitations on capabilities [12, 14]. In two studies, a pro-
portion of women reported not being able to accept what
had occurred. These women reported experiencing suicidal
thoughts, and wishing for their end of life [12, 14].

3.2.2 Planning for the Future

Participants in the included studies reported changed expec-
tations of their future lives [12, 13]. For some women, plan-
ning for the future became almost impossible, as their lim-
ited physical capabilities constrained available opportunities
[13], and cascading compounded health problems created
significant uncertainty [12, 14, 15]. This radical reconfigura-
tion of future lives also influenced and constrained the future
plans of their family and friends [13].

3.3 Women’s Critiques of TVM Surgery

All included articles provided women’s critical perspectives
on the use of TVM products for treatment of their condi-
tions [12, 14-16]. There were three main critiques, outlined
below.

3.3.1 TVM Overuse and Obtaining Informed Consent

In all included articles, women retrospectively questioned
whether TVM surgery had been the best surgical treatment
option [12, 14-16], and argued that they should have been
better informed of potential adverse events, including life-
threatening complications, and alternative treatments [12,
14, 16]. They considered their surgeon responsible for fail-
ures to fully inform, or for giving them false assurance that
the procedure was supported by evidence, effective and safe
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[12, 13, 16]. Women reported that the expertise imbalance
between patient and surgeon meant they felt powerless and
forced them to trust their surgeon and accept the offered
solutions irrespective of the severity of their symptoms [13].
Women also reported not being told how to seek help should
a complication arise [16].

3.3.2 Incongruence Between Surgical Anatomical Success
and Lived Experience

All included studies revealed a significant disparity between
surgeons’ and women’s perspectives on surgical outcomes
[12, 14—-16]. Women expressed frustration that their knowl-
edge of their own body had been discounted, worsening their
physical and psychological outcomes [12, 13].

As discussed above, surgeons at least initially held that all
surgeries had been successful [12, 14—16]. One study sug-
gested this was because surgeons defined success as restor-
ing the true anatomical position of all organs in the pelvis
[13]. Surgeons thus rejected women’s accounts because they
did not believe such symptoms were possible when an ana-
tomically correct outcome had been achieved. Women were
consequently not offered a thorough investigation to identify
medical reasons for their symptoms [12, 14].

Similar problems occurred after women had corrective
surgery to address complications. For technical reasons (due
to the location, and the nature of TMV devices), the sur-
gical location is difficult to visualise (e.g. radiologically).
Women who underwent corrective surgery, but then expe-
rienced further symptoms and complications, reported that
because no device remnants could be seen on imaging, this
commenced a new cycle of lack of recognition and support,
in which women’s symptoms were ascribed to psychogenic
origins [14].

3.3.3 Safety of TVM Products and Responsibility for Harms

Concerns about the safety of TVM products and future
risks of further complications were expressed by women
with and without complications, in all included studies [12,
14-16]. Women argued that they would not have assented
to surgery if they had understood the potential and extent of
adverse events [14—16], and wanted to warn other women
against assenting to TVM surgeries in future [13, 15].
While surgeons were considered responsible for failures to
fully inform in all studies [12, 14-16], in one study women
argued that companies, organisations and individuals who
developed and regulated TVM products should also be held
accountable for harms [16].

4 Discussion

Systematic reviews of clinical studies of outcomes from
TVM surgeries for treatment of SUI and/or POP suggest
that the procedures have benefited a majority of women,
while noting that a small minority of women have experi-
enced harms [2]. This systematic review of the qualitative
literature provides an important complement and corrective
to that clinical literature. Women’s stories and explanations
revealed how their everyday lives were transformed after
TVM surgery, as well as their struggle to obtain recognition
and support for their injuries. The experienced ongoing med-
ical and psychological trauma from these events changed
TVM-injured women’s expectations of and approach to
their future lives. While these harms may have occurred in
a minority of women, their severity and far-reaching effects
suggest that they should be recognised as an ethically sig-
nificant potential outcome of TVM surgery.

One available framework for considering the potential
ethical challenges in the use of surgical innovations is that
proposed by Johnson and Rogers [17]. They developed a
typology of ethical challenges in four groups: patient harm,
informed consent, distribution of health care resources, and
conflicts of interest [17]. We note that distribution of health
care resources and conflicts of interest were not raised in
the primary studies we analysed. This does not disconfirm
these issues as ethical challenges but suggests they may not
be central to women’s accounts of how they were wronged
by TVM surgery. The first two categories however—
patient harm and informed consent—were central themes
for women, corroborating those elements of Johnson and
Rogers’ typology, and we will consider these two themes
first. We will then propose that epistemic injustice should be
added to the list of ethical concerns and conclude with a dis-
cussion of the need to recognise women both as knowledge
holders and agents in their health care experience.

4.1 Informed Consent

A fundamental principle of medical ethics and law is the
need to obtain valid consent from patients before undertak-
ing a procedure [18]. Obtaining valid consent in innovative
surgeries can be compromised as a result of several prob-
lems. Variations in the definition of innovation in surgery
mean that clinicians may not be transparent about innova-
tion during consent processes [19, 20]. Lack of evidence
about the risks and benefits of innovative procedures,
especially in the early stages of innovation [17], mean that
these cannot be disclosed. Finally, there is a tendency to
believe that innovation is intrinsically advantageous, that
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it offers increased benefit or quality of outcomes simply
because it is innovative [17].

The quality of the informed consent process is as
important as obtaining it [18]. Patients’ knowledge, their
understanding of given consent and their perception of
consenting free from coercion are central principles in
bioethics [18].

TVM-injured women describe failures to be informed
of potentially life-threatening associated complications,
and/or false assurance that the TVM procedure was estab-
lished, well evidenced, and the best and safest option for
them [14-16]. Such withholding of information, or provi-
sion of inaccurate or incomplete information, is not justifi-
able in the context of consent for planned surgeries [17].

4.2 Patient Harm

Surgical treatment, because it involves cutting and alter-
ing the body, inevitably entails some harms, as well as
increased risk of mortality and morbidity [17]. Harms can
include physical harms to the patient from surgery itself,
as well as risks of harm after surgery arising from, for
example, infection, anaesthesia or length of hospitalisation
[17]. Particularly in the context of surgical innovation, a
lack of knowledge about safety and efficacy may increase
the potential for patient harm in comparison with better
established surgeries [17]. Patients and their families can
face harms in other domains, including imposed financial
burden and psychological hardship [17].
Surgery—including innovative surgery—is offered
and accepted on the basis that any harms experienced will
be outweighed by the benefits of the procedure. Primary
studies included in this review offered participants’ stories
of harms experienced. Bringing these accounts together
allowed development of a typology of how these harms
affected women after TVM surgery—they limited wom-
en’s social, professional and personal lives. In addition,
this review connects women’s experience of harm to their
treatment in health care systems. Relevant harms were not
just those caused by the surgery itself. Rather, medical and
psychological trauma were compounded by health system
failures and injustice. We turn to these issues now.

4.3 Epistemic Injustice

We propose that epistemic injustice is both a harm in itself
for TVM-affected women and is a mechanism for exacerbat-
ing the physical and psychological harms experienced as
a result of TVM surgery. Epistemic injustice occurs when
a person’s contribution to the production of knowledge is
unrecognised or unjustly excluded, dismissed, or relegated
to a lower status [21]. One influential theorist of epistemic
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injustice, Miranda Fricker, distinguishes between testimo-
nial epistemic injustice and hermeneutic epistemic injustice
[21]. Testimonial injustice occurs when ones’ testimony is
wrongly deflated by the hearer’s prejudice or judgment, to
a degree that blocks the flow of knowledge produced by the
speaker [21]. Hermeneutic injustice occurs when a speaker’s
powerlessness, and a lack of relevant interpretive resources
in their community, hinders them from making sense of their
social experiences in a social group [21]. In other words,
the speaker’s lived experience and produced knowledge are
unfairly dismissed due to a structurally prejudiced social
gap, such that others dismiss them as knowers, and/or are
unable to make sense of what they are experiencing.

The significance of epistemic injustice in TVM surgery is
supported by several of our themes and subthemes:

— Incongruence between surgical anatomical success and
lived experience.

— Failures of recognition and support immediately after
TVM surgery.

— Failures of recognition and support after complications
were acknowledged.

— Ongoing and compounding medical and psychological
trauma.

Drawing on these themes, we propose an overarching
explanation for this aspect of women’s experience. Women’s
experience was epistemologically incongruent with their
surgeon’s understandings of success and outcomes. This
meant that both after initial surgery, and after complications
were acknowledged, women did not receive recognition of
harms, or support to rectify these harms. The inability of
surgeons to recognise women’s suffering constituted both
hermeneutic and testimonial injustice.

The evidentiary environment of TVM devices laid the
ground for this epistemic injustice. TVM devices were
approved for a median of 5 years before primary clinical
trials were published to determine whether there was a
favourable benefit-to-harm balance [1]. These clinical tri-
als, when published, emphasised the efficacy of TVM sur-
geries via quantitative evidence such as scored symptoms,
laboratory test results, period of treatment and associated
mortality rates [5]. This stimulated extensive marketing and
uptake in practice [1]. Not considering evidence of effective-
ness, quality of life and patient satisfaction in assessment
of surgical innovations [5] laid the ground for a prejudicial
environment, which we argue enabled hermeneutic injustice.
The lived experience of TVM-associated complications went
unheard and were accounted as having no value in assess-
ment of TVM surgeries; they remained unavailable to the
surgical community as they made sense of TVM procedures.
It is well established that qualitative methods can provide
insights that are not able to be derived via quantitative
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methods [22]. Given this, and especially in situations such
as this where epistemic injustice is an issue, it seems impor-
tant to ensure that research on the topic includes qualitative
engagement with affected persons.

Not only were patients’ lived experiences neglected in
assessment of TVM surgery’s effectiveness, patients’ testi-
mony and participation in knowledge formation was inces-
santly dismissed and considered not as important as their
physicians’ views. This clearly constitutes a form of tes-
timonial injustice, which harmed women in compounding
ways. It is important to recognise that this procedure was
gender-specific innovative surgery. Gender essentialism and
underrepresentation of women in clinical research has a long
history that significantly exposes women to disproportionate
harm [23]; an issue also often neglected in debates about the
ethics of surgical innovations.

Women’s experience of epistemic injustice was the main
mechanism for the compounding of their medical and psy-
chological trauma. The failure of the health care system to
provide women with just health care services was primarily
caused by a recurring pattern of miscommunication between
women and health care professionals. These communication
gaps occurred before and after TVM surgery [12, 14-16],
including,

— failure to obtain informed consent,

— failure to acknowledge complications associated with
TVM surgery,

— failure to provide appropriate investigation and treatment
for women’s continuous experienced symptoms [12, 14],

— if symptoms were recognised as legitimate, treating
women as a very rare case of complication or leaving
them with incomplete procedures [12, 14].

Experiences of the epistemic injustice encoded in how
the health system evaluated post-surgical outcomes had sig-
nificant consequences for TVM-injured women. The major-
ity lost their trust in the capacity of health care to address
their pain and suffering [13]. Many women stopped seeking
further treatment, effectively exiting the health care system
that had first caused and then failed to recognise the harms
[14-16], to “suffer in silence” [14].

4.4 Recognising Women'’s Agency

Patients’ knowledge and understanding of their own health
conditions are rarely recognised by health professionals and
are often marginalised in knowledge formation [24]. The five
different approaches taken by TVM-injured women high-
lighted how women can have agency in the situation of their
health care. Based on this review, we propose that recogni-
tion, support and respect for this agency may have ethical
value in its own right but may also offer a practical strategy

to promote epistemic justice in health care delivery. In pro-
viding this recognition and respect for women’s agency in
TVM surgery, it is important to understand the diversity
of lived experiences and values revealed by this review, as
these generate different expectations of and responses to the
required adjustment to the “new normal” and planning for
future. Despite this diversity, women who received some
support and acknowledgement in their journeys were able
to have some level of acceptance of caused harms and were
more successful in adjusting and shaping their present and
future lives with their current condition. This analysis also
highlights that some women were not able to accommodate
experienced changes in their lives and developed suicidal
thoughts, suggesting a subset of TVM-affected women will
need ongoing and intensive support [12, 14].

4.5 Strength and Limitations

This synthesis was limited by the small number of quali-
tative studies representing women’s voices regarding their
experiences of and perspectives on TVM procedures; how-
ever, our extensive searching and inclusion/exclusion proce-
dures suggests we have included all available research within
our chosen time period. As with all research, the available
studies have inherent methodological limitations including
the potential for response bias, and social and cultural bar-
riers to expression of concerns about gender-specific health
issues. Our use of structured evaluation tools was designed
to minimise this to the extent possible.

The inclusion/exclusion criteria were chosen to ensure
we were including studies where the outcomes women
described were clearly a result of TVM surgery. While TVM
use in mixed conditions, and secondary use, are important
clinical contexts, they also make it more difficult to draw
conclusions about the impact of TVM surgery. For exam-
ple, in women who have experienced TVM procedures as
a secondary repair, it is difficult to conclude whether or to
what extent the TVM procedure, or the primary procedure,
is the cause of their experience. For this reason, we chose
to exclude articles reporting on outcomes of TVM use for
secondary repair surgery or mixed conditions. We did not
record the number of articles excluded for this reason, which
is a limitation. However we are confident that we have cap-
tured all relevant studies published before our cut-off date
where TVM surgery was the primary procedure.

After our cut-off date for inclusion, Uberoi et al. [25] pub-
lished their primary qualitative study of 19 women who had
removal or revision of TVM for SUI. Uberoi and colleagues
also emphasised the existence of numerous studies on surgi-
cal outcomes using standardised questionnaires and report-
ing broadly categorised quantitative data, as well as the lim-
ited number of qualitative studies on women’s experiences
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after TVM surgeries [25]. The findings of Uberoi et al. [25]
were consistent with our review, as follows:

— TVM surgery impacted multiple domains of women’s
lives (sexual health, mental health, relationships and pro-
fessional lives).

— Women’s concerns were not appropriately acknowledged,
and this strained patient—physician relationships.

— Women reported experiencing inappropriate and inad-
equate pre-operative counselling to obtain true informed
consent.

While this consistency suggests our findings are reliable,
we note that Uberoi et al. interpretation of their findings had
a stronger emphasis on the need for good patient—physician
relationships [25], which was more implicit than explicit in
the studies included in our systematic review.

5 Conclusion

This analysis of women’s stories suggests that experienced
compound harms and failures of obtaining informed con-
sent were important wrongs done in TVM surgery, affecting
women in three main ways: by limiting their social, profes-
sional and personal lives. Although there was no evidence
of women’s concerns about conflict of interest or misal-
location of resources in our included studies, women have
expressed their concerns about system failures in ensur-
ing safety of delivered health care and ambiguity of who
bears responsibility in health systems. Women considered
clinicians responsible for failure to communicate possible
adverse events before and after their surgeries [12, 14-16],
and suggested that individuals, companies and organisations
involved in development and regulation of TVM should be
held accountable for associated harms [16].

We propose that two further ethically relevant consid-
erations—epistemic injustice and the ethical importance
of recognising women’s agency—are as important as the
four ethical challenges in the use of surgical innovations
introduced by Johnson and Rogers [17]. Discounting, dis-
missing or excluding women’s experiences in evaluation of
gender-specific surgical outcomes was wrong, but also led
to unnecessary harm [21, 26]. Ethically relevant harms go
beyond the direct physical and psychological harms done by
the surgery itself in that both hermeneutic and testimonial
injustice compounded the harms experienced. We have also
suggested that women’s agency in managing their experi-
ence of TVM should be recognised, and that there should
be a special responsibility towards those women unable to
accommodate the changes they have experienced. Together,
these studies suggest the need to ensure that the evidence
base for innovative surgeries is particularly attentive to
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patient-centred accounts of outcomes, and that this evidence
is used to plan and offer interventions in a way that will
minimise both the wrongs and the harms done to women.
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