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Abstract

Introduction and hypothesis The objective was to overview the literature on the existing pelvic floor procedure registries and
databases and to identify patient demographic, clinical and/or patient-reported data items for inclusion in the Australasian Pelvic
Floor Procedure Registry (APFPR) Minimum Data Set (MDS).

Methods We conducted a literature search on the MEDLINE, Embase, CINAHL and PsycINFO databases in addition to Google
Scholar and grey literature to identify studies in the period January 2008 to January 2020. All were English studies of registries
and databases on female adults undergoing surgery for pelvic floor disorders including stress urinary incontinence (SUI) and
pelvic organ prolapse (POP). Studies were assessed on demographic and clinical patient characteristics, procedure or treatment
type, health-related quality of life, adverse events and safety outcomes, captured by pelvic floor procedure registries or databases
that have been established to date.

Results From 1662 studies, 29 publications describing 22 different pelvic floor registries and databases were included for
analysis, 12 (55%) of which were multicentre. Six (27%) registries and databases involved solely SUI, eight (36%) were
regarding POP, and the remaining eight (36%) focussed on both conditions. The majority of registries and databases captured
similar details on patient characteristics, comorbidities and other clinical features, procedure or treatment type, health-related
quality of life, adverse events, safety and efficacy.

Conclusion The findings of this scoping review will assist in determining the MDS for the APFPR, an initiative of the Australian
government, to improve health and quality of life outcomes of women who undergo pelvic floor reconstructive procedures.

Keywords Clinical quality registry - Minimum data set - Outcomes - Pelvic organ prolapse - Stress urinary incontinence

Introduction

Pelvic organ prolapse (POP) and stress urinary incontinence
(SUI) are common pelvic floor disorders that can substantially
affect a woman’s daily living and quality of life [1]. POP is
defined as the “descent of one or more of the anterior vaginal
walls, posterior vaginal wall, the uterus (cervix), or the apex of
the vagina (vaginal vault or cuff scar after hysterectomy)”” and
correlated with symptoms that may include a vaginal bulge,
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pelvic pressure, a need to digitally replace the prolapse or
bleeding/discharge/infection resulting from ulceration. SUI
is defined as a “complaint of involuntary loss of urine on effort
or physical exertion (e.g., sporting activities), or on sneezing
or coughing” [2]. Treatment options for POP and/or SUI in-
clude lifestyle measures, pelvic floor muscle training, me-
chanical support devices and surgical procedures. These pro-
cedures include native tissue or prosthesis-based procedures
that may be performed via a trans-vaginal or abdominal ap-
proach [3]. Prosthesis-based procedures involve the implanta-
tion of a fabricated substitute to augment or stabilize an ana-
tomical structure and may consist of a synthetic “mesh” or
biological “graft” material [4].

In Australia each year over 20,000 women undergo pelvic
floor reconstructive surgical procedures to treat POP and SUI
[5]. The pursuit of improved anatomical and functional out-
comes has driven the development and uptake of techniques
and products using prosthetic materials to augment deficient
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tissue and suspend the pelvic floor and pelvic organs [3, 5].
Until recently, approximately one quarter of all procedures
involved the use of a prosthesis mesh product, with an esti-
mated 150,000 mesh devices being implanted since 1998.
However, the use of such devices has not always been asso-
ciated with improved outcomes for women when compared
with native tissue approaches or in relation to complications
[1]. Unfortunately, outcome data for these procedures are not
systematically or routinely collected in Australia, with no ca-
pacity to analyse their benefits and risks [1].

Outside Australia, clinical registries and databases have
been established to routinely monitor the number, type and
outcomes of pelvic floor procedures to support improved
quality of care in the surgical management of pelvic floor
disorders [6-9]. The data collected by these registries and
databases have been used to inform a number of scientific
studies of specific urogynaecological topics, broader epidemi-
ological topics and the use to describe patient-reported out-
come measures (PROMs) in this area (Fig. 1).

Clinical quality registries (CQRs) aim to systematically
monitor the quality of health care, within specific clinical do-
mains, by routinely collecting, analysing and reporting health-
related information. Well-designed and managed CQRs pro-
vide clinical information which is richer and more reliable
than information obtained from hospital administrative
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systems [10]. A key attribute of CQRs is that they provide
feedback to stakeholders including clinicians, managers,
funders, policy makers and researchers through benchmarking
activities that identify significant variation in quality of care
[11, 12].

In 2018, the Australian Senate Community Affairs
Reference Committee investigated the number of women with
transvaginal mesh implants and related matters and reported
that for many Australian women there has been significant
suffering associated with the complications and long-term ef-
fects of pelvic floor mesh [5, 13]. The Australian government
supported the Senate Inquiry’s recommendation for the devel-
opment of a CQR for pelvic floor-related procedures to sup-
port the monitoring of pelvic device outcomes, and in 2019,
the Federal Health Minister announced the Australian govern-
ment would invest $2.3 million over 3 years to establish the
Australasian Pelvic Floor Procedure Registry (APFPR). The
establishment of the APFPR will inform evidence-based care
driving improvement in patient safety and provide an oppor-
tunity to collect real-world outcomes from patients undergo-
ing SUI and POP procedures that utilize prostheses.

Establishing a CQR for collecting clinical and patient-
reported outcomes and outcome measures on pelvic floor sur-
gical procedures will address gaps in the collection, analysis
and reporting of pelvic floor procedures and provide feedback
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to clinicians and patients regarding the status of pelvic floor
interventions which have the potential to provide significant
improvements in health-related quality of life (HRQoL) [5].

As this is a scoping review intended to map and describe
the extant literature, we did not undertake a detailed critical
analysis of study quality and results. The aim of this scoping
review was to identify and describe patient demographic and
clinical information, outcomes and outcome measures collect-
ed and reported by pelvic floor procedure registries and data-
bases that have been established to date to inform the devel-
opment of the minimum dataset (MDS) for the APFPR. The
development of a MDS is a significant registry activity that
ensures that the data are clinically meaningful and will achieve
quality improvement and research goals [14].

Materials and methods
Protocol and registration

This protocol follows the Preferred Reporting Items for
Systematic Reviews and Meta-Analyses extension for scoping
reviews (PRISMA-ScR) format [15].

The protocol was registered in the Prospective Register of
Ongoing Systematic Reviews (PROSPERO), registration
number: CRD42020145496.

Information sources

This review searched the following electronic databases:
MEDLINE, EMBASE, CINAHL and PsycINFO, as well as
Google Scholar. Grey literature was also included. For each
article selected for inclusion, abstracts and full articles were
obtained. Reference lists of the included studies and system-
atic reviews were examined during the review. Articles were
restricted to those written in English and published between
January 1, 2008, and January 1, 2020. Articles were excluded
if they were: written in a language other than English, pub-
lished prior to 1 January, 2008, procedures were performed for
males or were colorectal procedures. Unpublished manu-
scripts, dissertations, government reports, books and book
chapters, randomized control trials, conference proceedings
and meeting abstracts were also excluded.

Search strategy

The search strategies were developed by two authors (RR,
JOD). We used Medical Subject Heading (MeSH) keywords
and free text search terms. The database records and details of
how the literature search was undertaken were maintained at
each stage of the review process. Also, a manual search using
Google was performed. The key search terms were ([“pelvic
organ prolapse” OR “pelvic floor disorder” OR “stress

incontinence”] AND [“device” OR “procedure” OR “graft”
OR “sling” OR “mesh” OR “fascia” OR “suspension” OR
“injection” OR “intervention”] AND [“registry” OR “data-
base” OR “dataset” OR “audit”]). We adapted the search strat-
egy to the remaining databases mentioned above. The terms
were combined by means of Boolean operators.

Eligibility criteria

Quantitative studies (e.g. cohort, longitudinal, case studies,
prospective and retrospective) describing the development,
structure, outcomes or outcome measures collected and re-
ported in the female pelvic floor surgical procedure registries
and databases were included. Randomized controlled trials
were excluded from this review, as they provided limited in-
formation on the development and structure of the pelvic floor
surgical procedure registries and databases.

This review included female adults undergoing surgery for
pelvic floor disorders including SUI and POP. Patients under-
going colorectal procedures were excluded.

The main phenomena of interest in this review were safety
and effectiveness outcomes and outcome measures, including
clinical and patient reported, related to surgical pelvic floor
procedures using native tissue and mesh/graft prosthetic ma-
terials captured by registries or databases. The topics of focus
for this review included demographic and clinical patient
characteristics, procedure or treatment type, HRQoL, adverse
events and safety outcomes.

Study selection

A three-phase screening process was applied. In phase one,
one researcher conducted the initial search of the literature.
During the second phase, two researchers independently
screened the titles and abstracts of all articles identified in
the search strategy to determine eligibility and classify studies
as relevant, possibly relevant and irrelevant. During the last
phase, the researchers independently reviewed the full texts to
make a final determination of eligibility.

Data management and analysis

The search was carried out in the databases mentioned above
and then loaded into EndNote™ X8 software, management
software for references that allows the identified references to
be organized into different electronic databases. All the results
were inserted in a single EndNote folder, and the duplicated
studies were identified and removed. After the duplicate re-
moval, the research results were loaded onto Covidence™
(https://www.covidence.org/), a software that assists the
article trials, database extraction and cooperation among
multiple assessors.
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Data were extracted using a standardized data extraction
form in Microsoft Excel. Data were analysed on a study-by-
study basis with the generation of reported outcomes and the
techniques/tools used to assess each outcome.

Results
General description of the literature

The search strategy yielded 1662 documents (Fig. 1). Their
titles and abstracts were screened according to the inclusion
criteria. Of those, 1397 references were reviewed and full
copies of 183 articles were retrieved. The screening of full
texts resulted in 29 papers.

Seven (23%) articles were published between 2008 and
2012, 11 (37%) articles between 2013 and 2016 and the re-
maining 11 (40%) between 2017 and 2019. Of the 29 studies,
18 (60%) were published in Europe and the UK, 10 (33%) in
the USA and 1 (6%) in New Zealand.

Twenty-two different registries and databases were de-
scribed in these studies, 12 (55%) of which were multicentre.
Six (27%) registries and databases involved solely SUI, eight
(36%) were regarding POP, and the remaining eight (36%)
focussed on both conditions. The number of participants de-
scribed in these studies ranged from 12 [16] to > 116,000
patients [17-19].

Data entry methods

Prospective online data entry was reported by most of the regis-
tries and databases with the exception of the Norwegian National
Incontinence registry [20-22], where the data were collected
retrospectively by scanning the data forms and transferring them
to the registry. A similar method was also used to enter the
retrospective data from electronic medical records into the POP
database of women who underwent apical suspension proce-
dures performed by seven female pelvic medicine and recon-
structive surgery surgeons at two hospitals within a tertiary med-
ical centre in Pittsburgh, PA (USA) [23] (Table 1).

Data reporting and feedback

The British Society of Urogynaecology BSUG [17-19] provides
the ability to generate automated reports on a regular basis.
Annual reports published on a 3-year rolling cycle are available
from the British Association of Urological Surgeons (BAUS)
audit tool [24]. Annual reports are also produced by the Pelvic
Floor Disorders Registry (PFDR), launched by the American
Urogynecologic Society [7, 25] and the DugaBase in Denmark
[26]. In addition, data in this registry are reported on a quarterly
basis for the centres to review their own performance. Similarly,
twice a year the participating centres receive a report where their

@ Springer

own data are compared with the national average in the
Norwegian National Incontinence Registry [20-22]. In a
German pilot registry of urogynaecological implants, users are
able to extract their data from the web interface directly [27].

Outcomes and outcome measures collected by the
registries and databases

Table 2 summarizes outcomes and outcome measures cap-
tured by SUI and POP registries and databases described in
this scoping literature review.

Patient demographic details and anthropometric variables

Most of the registries and databases described in this review
captured anonymised patient details, except the BSUG
[17-19] and Swedish Gynaecological Surgery (GYNop)
[28] registries that collected identifiable details such as pa-
tient’s name and surname. In addition, contact details were
captured in the PFDR [7, 25]. Race was mainly collected in
the US registries and databases, for example in the PFDR [7,
25], the Faculty Practice Solutions Center (FPSC) database
[29], the Pittsburgh Database from two hospitals in the USA
[23] and the Michigan Observational prolapse database in the
USA [30]; ethnicity was also captured in the New Zealand
Urogynaecology database [31].

Other information commonly captured by most of the data
sources included the patient’s age or date of birth, body mass
index, smoking habits, alcohol consumption, parity and men-
opausal status.

Diagnostic and clinical data variables

Most commonly captured clinical data included prior surgery
details, patient comorbidities, pelvic floor disorder symptoms
and urodynamic testing data (i.e. urodynamic stress inconti-
nence, detrusor overactivity, voiding dysfunction). Prolapse
was assessed using the International Continence Society
(ICS) Pelvic Organ Prolapse Quantification (POP-Q) system.
In addition to the previous surgery details, clinical character-
istics captured in the Austrian Transvaginal Mesh Registry
included anterior and posterior vaginal wall prolapse and blad-
der, bowel and sexual symptoms [6]. The Prolift™ registry
(France) [32] captured medical, surgical and obstetric history,
functional urination and rectal problems, and the impact of the
prolapse on daily life (including sexual activity). Moskowitz
et al. [33] used a prospective institutional database recording
retropubic and transobturator SUI procedures that included
prior surgery, preoperative urodynamic evaluation (UDS) per-
formed according to International Continence Society guide-
lines, Valsalva leak point pressure (VLPP) and detrusor over-
activity (DO) and longitudinally reported the completely dry
rate at 3, 5 and 10 years.
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Treatment, procedure and device information

Original and repeat procedure details were collected by
BSUG. These included mid-urethral sling (MUS) procedures
such as transobturator tape (TOT) and the transobturator tape
inside-out (TVT-0), with the unique device identifier and
mesh material captured [17-19]. Similar procedures and treat-
ment details were also recorded by BAUS [24], the Tension
Free Vaginal Tape (TVT) Worldwide Observational Registry
[34], the DugaBase in Denmark, by the Norwegian National
Incontinence Registry [26] and the Institutional database in
the US (VA, WA, NJ) in Texas [35].

The Austrian registry recorded multiple procedures and
their details including mesh type and manufacturer, hysterec-
tomy, vaginal repairs, posterior colporrhaphy, sacrospinous
fixation, sacrocolpopexy, abdominal and/orlaparoscopic
colposuspension, and tape for urinary incontinence and other
procedures [6]. Similar information was collected in the
Belgian EPILAPSUS registry [36] and GynOp [28] and by
single-centre databases such as the Faculty Practice Solutions
Center (FPSC) database of women with SUI procedures in
Sacramento, California [29], and other similar databases in
the USA [30, 37]. More details on mesh type, mechanical
and chemical characteristics were captured by the German
European Registry of urogynaecological implants
(EURUGI) [38], an Italian single-centre database described
by Costantini et al. [16] and the New Zealand
Urogynaecology database [31, 39].

The procedure data elements were clearly defined and de-
scribed by the PFDR [7, 25]. The PFDR was developed spe-
cifically to allow the capture of safety and effectiveness data
within the context of a pragmatic study design to capture di-
verse, “real-world” POP treatment settings [25].

Reporting
Not stated
New Jersey, TX = Texas

Data entry methods
Online
= Virginia, WA = Washington, NJ

Michigan, VA

Population size and coverage
Pennsylvania, MI

20052013 158 females

period

Data
California, PA

Safety outcomes and complications

multicentre collection

Single

Safety outcomes and complication details described in this
review comprised intraoperative, perioperative, postoperative
and long-term complications. Reoperation details were also
captured. Surgical complications were graded according
to the ICS and International Urogynecological
Association (IUGA) [2] and Clavien-Dindo Grade clas-
sification systems [40].

Perioperative complications (i.e. ureteric injury, bladder
injury, bowel injury, vaginal buttonhole tear, urethral injury,
blood loss > 500 ml, device injury) were captured by most of
the registries and databases in this review [6, 7, 17-20, 24, 26,
32, 34, 36, 41, 42]. Long-term problems and complications
included de novo operative bladder symptoms, prolapse, is-
sues with bladder or bowel function, sexual function prob-
lems, chronic pain and psychological issues, change in incon-
tinence, dyspareunia, sling erosion and others.

Condition Single/

POP
stress urinary incontinence, CA

Counties Manukau District
Health Board (CMDHB),

Urogynaecological Service,
Auckland

Name of the data source
Urogynaecology database,

pelvic organ prolapse, SUI

2015, USA

Singla et al.,
2017, USA

Karmakar et al.,
2015, New
Zealand

Table 1 (continued)
Author, year,
country

Rawlings et al.,
POP

@ Springer
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The GynOp registry [28] captured severe medical and sur-
gical complications that included organ lesions, excessive
bleeding, deep venous thrombosis or severe infection. A post-
operative infection was recorded if patients received treatment
with antibiotics because of surgical site or urinary tract infec-
tion. Similarly, in a Pennsylvanian database in the USA, a
major complication was considered present when any of the
following occurred: visceral injury (bladder, bowel or ureter),
blood transfusion, conversion to laparotomy, infection, read-
mission, return to the operating room, small bowel
obstruction/ileus or mesh complications [23].

Patient-reported outcome measures

Most commonly captured condition-specific patient-reported
outcome measures (PROMs) included the International
Consultation on Incontinence Questionnaire Urinary
Incontinence module (ICIQ-UI) [7, 13, 17-19, 24-26], the
Patient Global Impression of Improvement (PGI-I) [7,
17-19, 25, 27, 33] and the Urinary Distress Inventory (UDI)
[16, 28, 33, 35, 43, 44]. The other condition-specific and val-
idated measures included the Pelvic Organ Prolapse/Urinary
Incontinence Questionnaire (PISQ-12) [7, 25, 30], the Pelvic
Floor Distress Inventory (PFDI) [7, 25, 30], the Pelvic Floor
Impact Questionnaire (PFIQ-7) [7, 25], the Incontinence
Quality of Life Instrument (I-QOL) [34] and the
Incontinence Impact Questionnaire (I1Q) [35, 43, 44].

Pain symptoms were assessed using the Brief Pain
Inventory (BPI) after the surgery and at 12-month follow-up
in the TVT Worldwide Observational Registry [34]. To assess
pain, other registries and databases used a visual analogue
pain scale (VAS) [36, 42, 44-46] or a binary question of
persistent postoperative pain at baseline, 6 and 12 months
postoperatively [7, 25, 47].

Many registries and databases captured patient and physi-
cian satisfaction with the surgery. In addition, some registries
conducted qualitative interviews with patients to identify im-
paired function and poor tolerance of the prosthesis, new onset
or lack of improvement in urinary or digestive problems, level
of their satisfaction and impact on sex life [48, 49].

Discussion

This scoping review examined existing international registries
and databases to inform the development of the MDS for the
APFPR modules which will comprise SUI mesh and mesh
revision procedures initially, followed by POP mesh and re-
lated revisions. The results of this scoping review will be used
by the registry to provide a framework to determine what data
items are important to measure safety and effectiveness with
respect to all SUI and POP procedures including device im-
plantation, revision and removal.

@ Springer

The APFPR will address systemic deficits in the collection,
analysis and reporting of pelvic floor devices to establish early
warning systems and provide feedback to clinicians, hospitals,
regulatory bodies and ultimately the public regarding the sta-
tus of pelvic floor interventions. The ability to monitor and
measure care and safety outcomes requires the collection of
high-quality epidemiological data collected on all patients un-
dergoing SUI and POP pelvic floor procedures. An important
secondary purpose of the APFPR will also be to provide a
platform for further research.

Twenty-two registries and databases from 29 publications
were identified. Most publications did not describe data ele-
ments captured by the registries or databases explicitly; how-
ever, these publications summarized findings arising from the
studies captured by the relevant registries and databases.

The domains of interest for the APFPR MDS included
patient demographics, clinical history, comorbidities and
diagnostic data that may serve as risk adjustment factors;
procedure or treatment type; HRQoL; adverse events and
safety; and efficacy measures and outcomes. Most com-
monly captured demographic data elements described in
this scoping review included patient identification and
age. Only two, the BSUG and BAUS registries, captured
identifiable patient details. Identifiable personal informa-
tion is required for a registry to provide information to
patients if the registry is responsible for patient recruit-
ment and send patients follow-up questionnaires and
PROMs. As well as for use in registry operations as de-
scribed above, the APFPR will collect patient identifiers
but will not release identified information other than to
the treating surgeon to state/national death registries for
linkage for quality assurance purposes.

Anthropometric data such as weight, height and body mass
index (BMI) were captured by all registries and databases in
this review. In addition, some registries also collected lifestyle
factors such as smoking and alcohol consumption. Factors
such as age, BMI and smoking status are risk factors that
may, if not adjusted for at the time of registry data analysis,
affect interpretation of the outcomes [50]. Evidence suggests
that a raised BMI adversely affects success of SUI surgery
[51] and that in those with a BMI > 35 kg/m? the cure rate is
decreased after TVT insertion.

Additional details collected by the registries included eth-
nicity, education and employment, insurance and social secu-
rity information. These factors may be particularly relevant as
risk-adjustment factors, i.e. factors (beyond the control of the
surgeon) in the USA or other countries that do not have uni-
versal healthcare systems. While this may not be as relevant in
Australia, which provides universal health coverage, health
insurance status may be important given the APFPR is
collecting whether the surgery is undertaken in a public or
private hospital, where it is known that approximately 80%
of pelvic floor procedures occur in private settings [52].
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Most commonly captured diagnostic/clinical variables in-
cluded patient diagnosis, comorbidities, prior surgery details,
urodynamic data, pelvic floor status, menopausal status, base-
line sexual function and dyspareunia [6, 7, 17, 18, 24, 35, 36].
These data variables are mainly collected for risk adjustment.

Procedure types and treatments were captured in detail by
all the registries and databases. Procedure and device informa-
tion, prosthetic material and mesh type, and associated surger-
ies were consistently recorded. The type and details of the
procedures and devices varied among the registries, depend-
ing on the procedure performed (SUI or POP). Most of the
registries used unique device identifier and mesh details [6,
17, 26, 31]. These details were captured for primary and any
repeat procedures. The amount of information collected varied
and needs to considered carefully for inclusion in the context
ofthe Australian health system, particularly with respect to the
methods for identifying devices.

For up to one in ten women who underwent pelvic floor
procedures with mesh, complications included chronic ab-
dominal, buttock and leg pain, bleeding and discharge, and
difficulties with sex, which may impact the ability to work and
maintain social activities and relationships [53].
Complications reported in the review were both perioperative
and long term. Perioperative complications included ureteric
injury, bladder injury, bowel injury, vaginal buttonhole tear,
urethral injury, blood loss > 500 ml and device injury. Long-
term problems included de novo operative bladder symptoms
or prolapse, bladder, bowel, affected sexual activity, mesh
exposure, chronic pain, changes in incontinence, catheter re-
quirement, dyspareunia and sling erosion. These were cap-
tured by the majority of the registries. In addition, several
studies [30, 33, 54, 55] described physical and psychological
issues reported by patients. Adverse event reporting systems
such as the Therapeutic Goods Administration (TGA)'s noti-
fication system rely on public reporting and are known to
capture only a proportion of likely overall pelvic mesh
complications.

One of the main drivers for the establishment of the APFPR
is the monitoring of safety outcomes and complications relat-
ed to mesh-related pelvic floor prostheses, particularly new
symptoms that may present shortly or long after the proce-
dure. However, most registries and databases also looked
more broadly and included non-mesh-related complications,
i.e. related to the procedure but not the prosthesis used, that
may occur intra- and postoperatively and included reopera-
tion. There appears to be broad consensus around the non-
mesh complications of intraoperative visceral injury and
haemorrhage to be collected. The development of new func-
tional bladder and pelvic floor symptoms, sexual dysfunction
and pelvic pain, that may or may not be mesh-related, along
with mesh-related complications such as exposure, was also
captured by most. However, it is important to distinguish
mesh from non-mesh complications, i.e. those that may also

occur with a non-mesh SUI procedure, e.g. pubovaginal sling.
Use of a standardized categorisation system such as the ICS/
IUGA mesh complication classification system [2], the only
one in common use, is important for distinguishing those
mesh-related complications, while the Clavien-Dindo system
[40] provides a method of categorizing the severity of surgical
complications based on the treatment required. This review
makes it apparent that any pelvic floor registry MDS needs
to have the capacity to record and categorize mesh and non-
mesh complications at different time points in a standardized
manner. The collection of risk factors enables the ability to
adjust for variables that may increase risk of complications in
patient or clinician cohorts, facilitating the production of
meaningful reports that may be provided to clinicians and
health system stakeholders to identify opportunities for im-
proved quality of care or investigation of certain prostheses.

The collection of PROMs is a critical activity of the
APFPR that provides additional information to support safety
monitoring of mesh-related adverse events. This is particularly
important as the PROMs will provide baseline information
about a participant’s condition prior to surgery as well as
monitor them beyond the usual post-surgical follow-up time
period. Most pelvic floor registries included patient-reported
outcomes collected by commonly used condition-specific val-
idated PROMs in the domains of urinary incontinence, urinary
and pelvic floor dysfunction impact, sexual function and
HRQoL at baseline, and 6 and 12 months postoperatively [6,
18, 19, 24, 26, 38, 39]. Most commonly captured data includ-
ed SUI and POP- specific information; however, generic
HRQoL information, evaluation of pain and satisfaction with
success of the procedure were also included. PROMs data
were captured electronically in most of the registries and da-
tabases. Despite the risks associated with the use of mesh,
relatively few used validated pain questionnaires. Given the
goal of treatment for most pelvic floor procedures to improve
HRQoL, a key outcome of the APFPR will be to report
patient-reported outcomes, in terms of both the efficacy and
adverse effects of mesh-related procedures. From this review
it appears there is no single PROM that incorporates the range
of mesh-related complication symptoms experienced by pa-
tients. This may indicate the need for development of such a
PROM, particularly when reporting the outcomes of proce-
dures to treat mesh complications.

Strengths and limitations

This study has systematically and comprehensively reviewed
the data collected and outcomes reported by international pel-
vic floor registries providing an initial inventory of data items
from which to develop the APFPR MDS.

To appreciate the findings in this review, the following
limitations should be considered. First, studies were excluded
when they did not have full text available. This may have led

@ Springer
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to exclusion of a selection of relevant registries and databases.
Second, not all information about the outcomes and outcome
measures captured by pelvic floor procedure registries and
databases is published in the academic literature and hence
we may have missed some relevant information. Therefore,
our goal was not to perform a comprehensive search, but rath-
er to overview the literature on the existing pelvic floor pro-
cedure registries and databases and to identify most common-
ly captured outcomes and outcome measures to be considered
for inclusion in the APFPR.

Conclusions and next steps

This review has identified the domains and data items used by
existing pelvic floor registries internationally as the first step
in developing an evidence-based MDS facilitating the analysis
and reporting of outcomes of mesh-related pelvic floor proce-
dures as part of the APFPR. This inventory will be refined to
ensure the final MDS contains only items that are important
and feasible to collect, through further consultation with pa-
tients and clinicians, to maximize participation in the registry.
The review has also identified potential gaps where additional
instruments may need to be developed to measure ad-
verse outcomes of mesh procedures. As the APFPR
evolves, additional items may be required to report clin-
ical quality indicators.

The APFPR, as a clinician-led national registry, is relative-
ly unique in that it has been established with government
funding and aims to work closely with the national device
regulator (TGA) to support early detection and intervention
where device issues are detected.

Australia does not yet have a unique device identifier
(UDI), which has made the task of collecting large-scale med-
ical implanted device outcome information difficult.
However, recent funding announced by the Commonwealth
government [5] has been established for UDI development,
which is very timely for the APFPR. The APFPR has also
determined that it will utilize a broader definition of ‘prosthe-
sis’ for the inclusion of devices within the registry, which will
include bulking devices as well as mesh products. This is
broader than a number of other device databases currently in
existence.

The APFPR is currently finalizing its MDS and PROMs
for its SUI module and plans to pilot the dataset in over 20
hospitals across Australia in early 2021. New Zealand has also
expressed interest in participating in the APFPR. While the
registry will not assist women, who have already been affected
by complications from pelvic mesh, it is hoped that, in con-
junction with similar activities internationally, this will enable
pelvic floor devices and procedures that have higher than ex-
pected adverse outcomes to be detected and acted on far ear-
lier than has occurred in the past.
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