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Appendix A: Historical traces of vaginal weights

The following is a nonsystematic collection of sources and hints to the devices’ origin which
were come across and followed up during the research.

Nonvibrating devices

In the Chinese Taoist (Daoist) healing tradition, exercising the pelvic floor muscles can be
traced back 6000 years (Chang, 1990). This tradition also recommends a device: a stone
egg (Chia, 1986). This is an egg shaped piece of a gemstone (e.g. jade), either carried
around in the vagina or used to perform exercises by moving it inside the vagina or lifting
weight (Chia, 1986, Cremer, no date). The practice also includes energetic work according
to the Taoist theory (Chia, 1986). In a contemporary leaflet (Cremer, no date), larger (and
thus heavier) eggs are recommended for parous women, smaller (and thus lighter) ones for
women with an already trained pelvic floor.

The German gynaecologist Buchheit (1985, p. 152) reported, without giving sources for his
statements, that in “many African peoples” it would be custom to put pebbles into young
women’s vaginas to educate them to train their pelvic floor muscles regularly; likewise,
women of the Indian subcontinent would wear two stacked pebbles. He theorised that these
stones would exert pressure on vaginal acupuncture points (of which he claims to be the
discoverer), thus protecting the carrier from many health disorders.

Vibrating balls

Chia (1986, p. 187) also mentions a two eggs technique for, among other exercises,
“banging them together to achieve a vibration that will stimulate the inside organs”. Citing
Cheng (1970), Buchheit (1985) reported that contemporary Japanese women would use
double balls called ri-no-tama (Ri-no-tama is still a current term for vaginal balls (Wikipedia,
2018)). They would probably originate from Myanmar, from where they would have spread
all over East Asia many centuries ago. Buchheit (1985) described that these hollow balls
originally had been of gold, silver, or less precious metal, filled by mercury (citing Li (1965a)).
When contracting the pelvic floor muscles, a rhythmical stimulus and pressure would be
exerted on certain points of the vaginal wall and soft electric impulses on these points would
result from the bimetal electricity (he again cites Cheng (1970)). Buchheit described the then
(1985) contemporary balls as double balls of plastic containing smaller balls of iron.

Only the Sheng (1963) and Sheng (1966) editions (and not the Cheng (1970) edition cited
by Buchheit (1985)) were available to the author to verify the citations. In these, Cheng wrote
about a Burmese ball, a hollow metal ball with birdseed inside, used by women for
masturbation and by men to please their partner by attaching it to their penis. He then
mentioned the Japanese rin-to-tama [sic] (in using the plural but not the word “double”) as a
form of the Burmese origin ball, containing mercury, which at body temperature would give
exciting electrical impulses. He goes on to describe balls of gold, silver or lead which are
inserted under the skin, but he never explicitly mentions vaginal use.

The reference made by Buchheit (1985) to Li (1965a) was also followed up. However, no
hint could be found to the balls, neither in Li (1965a) nor in the German edition (Li, 1965b).
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Abstract

Aim. To identify, critically appraise and synthesize the best current evidence on
the use of vaginal cones or balls to improve pelvic floor muscle performance and
Urinary Continence in women post partum.

Background, The vaginal use of cones or balls is a pelvic floor muscle training
method that aims to enhance muscle performance and thereby prevent or treat
urinary incontinence. Nonetheless o date, no systemaric review has focused on
the effectiveness of these devices specifically during the postpartum period,
Design. Quantitatve systematic review with potental meta-analysis,

Methods. The review will he undertaken by searching 14 scientific databases
(including PubMed and CINAHL, withour date restriccion) and the world-wide
web; experts will also be contacted for published and unpublished data. Included
studies must be randomized or quasi-randomized trials and have female
participants until 1 year after childbirth. The intervention will be compared with
ne trearment, placebo, sham oreatment or active conerols, Outcome measures will
relate to pelvic floor muscle performance or urinary incomtinence. Studies will be
selected, ‘risk of bias’ assessed and data extracted by two  reviewers
independently, Following inter-reviewer agreement of included studies, data will
be checked after entry into systematic review processing sofvware. If appropriate,
data will be synthesized by meta-analysis; if this is not possible, a narrative
review only will he undertaken,

Discussion, The information gained from this systemanc review will help
midwives, nurses, other health professionals and women after childbirth decide

how to promaote female pelvic floar health and in defining further areas of study.

Keywords: health promotion, midwifery, nursing, pelvic floor, postaral care,
postpartum period, review, urinary incontinence
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Why this systematic review 1s needed:

® As childbearing challenges pelvic floor integrity, postpar-
tum pelvic floor health 35 an important issue in materniey
health care

# The vaginal use of cones or balls by women post partum
raises the question of their effectivenes and evidence
about it

® This s the hrst systematic review to focus specifically on
the use of vaginal cones for pelvic floor muscle training i
the postpartum period

Introduction

Pelvic floor health is an important issue for childbearing
women worldwide and the impact of postparcal pelvic prob-
lems on women's lives can be considerable. O'Reilly er al.’s
12009 12012)
interviewees felt distressed by and ashamed about their
pelvic problems, which negacdively affecred their intimarte

and Buurman and Lagro-Janssen's

relationships and social activities. As well as feeling unin-
formed and being reluctant to approach healthcare workers
with their pelvic problems themselves, they described health-
care workers as not being sensitive enough 1o the rtopic.
Midwives and nurses as key professionals in this period of a
woman's life need to be able to deal effectively with this
issue and thus, this systemaric review aims to provide all
healtheare workers with information to be more knowledge-
able and proactive in promoting pelvic floor health.

The pelvic floor seals the inferior opening of the bony
pelvis, It contributes o the body’s voiding and continence
mechanisms and, in the female, supports the pelvic organs
(Ashton-Miller er al. 2001, Ashron-Miller &  Delancey
20071, It does so by its muscles (mainly the levator ami),
nerves and connective tissue, and any impairment of these
structures can lessen the pelvie floor's ability to accomplish
the necessary rasks,

Childbearing challenges pelvic floor integricy. During
pregnancy, the changes in the hormones progesterone and
relaxin lead to tissue softening, and the growing urerus
requiring space and the physiological weight gain lead tw
mechanical changes (Baessler & Schiissler 2008, During
vaginal hirth, the pelvic flnor suffers mechanical trauma by
{over)strerching and there mighet even be tissue ruprure and!
or biochemical (ischaemic) damage (DeLancey & Ashton-
Miller 2007, Baessler & Schiissler 2008).

This pelvic floar impairment by childbearing may or may
not lead to clinical symproms (Baessler & Schiissler 2008),
Ome sympeom indicative of a deficient pelvic floor is stress
wrinary incontinence, an involuntary loss of urine on cffort

934

or physical exertion or on sneezing or coughing (Interna-
nonal Continence Sociery (Publicarions & Cammunications
Committee) 2013), Mever er al. (1998) and Lukace er al.
{2008} give a prevalence of stress urinary incontinence after
childbirth of 3-36% (depending on maode of delivery} and
15% respecrively; other studies, not differenniating berween
types of urinary incontinence, give a prevalence of urinary
incomtinence after childbirth of 93-38% (Brown & Lumley
19498, Markved & Bo 199%, Glazener et al. 2001, Burgio
et al. 2003}, Other possible symproms of pelvic floor
impairment are perineal descent, pelvic organ prolapse or
anal ineontinence (Baessler ot al. 2008).

Background

Pelvic floor muscle training is an effective conservative
(non-surgical) trearment method for stress urinary inconti-
nence due to impaired pelvie floor moseles generally
(Dumoulin & Hay-Smith 2010} and also around the ome
of childbirth (Boyle er al, 2012), In the sense of secondary
prevention, pelvic floor muscle training can also aim at

enhancing performance of pelvic Hoor muscles in women
afeer childbirth without urinary incontinence symproms. It
is then used ro foregn stress urinary incontnence (or ocher
pelvic flour impairment symptoms) later in life. Therefure,
pelvic floor muscle training should be a routine recommen-
dation o all women during postpartum care (Abrams ef al,
2010, The Joanna Briggs Instituee 2011).

Training thereby means to learn to volitionally perform a
correct pelvic floor muscle contraction {motor learning) and
o enhance the pelvic floor muscles’ serengeh and endurance
{strength training) {Be & Aschehoug 2007, Be & Markved
2007, Laycock 2008). The theory behind this is owofold
(B 200041, First, it is assumed that women learn o con-
sciously pre- and co-counteract abrupt increases in intra-
abdominal pressure by an effective contraction (called “the
knack” by Miller er al. 1998). This improves urethral clo-
sure pressure by bringing the urethra upwards and forward
against the pubic symphysis, thereby clamping 1t by the
increasing mechanical pressure and thus preventing leakage.
Second, 1t heen
enhances hyperrrophy (groswth), tone and stiffness of the
pelvic floor muscles and connective tissue, which in turn

has suggesred  thar  strengeh teaining

elevates these urethral support structures in the pelvis. This
limits descent of urethra and bladder neck and faciliares a
more  effective  auromatic  co-contraction  during  intra-
abdominal pressure rises.

Different approaches to pelvic floor muscle training exist
(Baessler er al. 2008), One pelvic floor muscle training

method consists in the vaginal use of cones or balls. These

i 2014 John Wiley & Sons Led
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devices can be cylinders either conical at one end or
rounded ar both ends, or hall-shaped, and they come in dif-
ferent weights (to be increased during training) and sizes
{Boy & Aschehoug 2007). According ta Bo (2007), their
assumed working mechanism consists of reflexive or volun-
tary contractions of the pelvic floor muscles to prevent the
inserted conestballs from slipping oue, thus enhancing pelvic
flaor muscle strength. Additionally, sensory (by feeling pres-
sure from the conel and kinaestheric (by feeling the come
move downwards) biofeedback reaches women o ideneify
their pelvic floor muscles so they are enabled to contract
them consciously (Chiarelli & Moore 2008). Vibraring vag-
inal balls give furcher stimulation by wibranons caused by a
loose inner ball when the woman is moving (Glavind
20010, It is also possible to use the cones/balls as a resis-
rance device during volunrarily contracting and releasing
the pelvic floor muscles around them (Arvonen er al. 2001,
Bo 2007).

Rationale

Although the effect of pelvic floor muscle training by cones
or balls might differ in women after childbirth because of
the physiological changes during the childbearing period,
no systematic review to date has focused on the vaginal use
of concs or balls specifically during the postpartum period.
A Cochrane review looked into the effecriveness of cones or
balls for urinary incontinence and included postpartum
{Herbisan & Dean 2013). Another Cochrane
review by Boyle et al. (2012) and a systematic review by
Markved and Be (2014) looked into the effecriveness of
pelvic floor muscle trainng during and afeer pregnancy and

women

included cones amongst other forms of training. Urinary
incontinence was used as a primary outcome in all three
reviews; studies having solely considered pelvic loor muscle
strength as an outcome in continent women were excluded
from the Cochrane reviews, whereas the use of this our-
come is not made explicic in Maerkved and Ba (2014), Pel-
vic floor muscle strength in continemt women as an
outcome was used in a systematic review on the prevention
of pelvic floor dysfunction around childbhirth by Harvey
(2003), However, this review also only included cones
amongst other pelvic floor muscle training methods, it
excluded studies on the treatment of urinary incontinence
and it would now be useful to search for more recent arn-
cles to update this review’s findings.

Thus, a guantitative systematic review 15 needed which
focuses on: (1) the vaginal use of cones or balls as a pelvic
floar musele training method; (2) in the postpartum period;
and (3} uses both pelvic floor muscle performance and

2014 John Wiley & Sons Led

Vaganal comes or balls post partem

urinary (injcontinence as primary outcomes oo estimate
effectivencss of device use. Such a systemaric review is pro-
posed here.

The review

Aim

The aim of this quantrative systemaric review 1s o identify,
critically appraise and synchesize the best current evidence
on the use of vaginal cones or balls to improve pelvie floor

muscle performance and urinary continence in women post

pFartum.

Objectives

The objective of this systematic review is to compare the
effectiveness of vaginal balls or cones for improvement of
pelvic floor muscle performance and urinary continence in
the postpartum period to no trearment, placebo, sham
treatment or active controls, A secondary objective is w
gather information on effect on perineal descent or pelvic
organ prolapse, adverse effects and economical aspects.

Rescarch question

The research question has been developed by using the
FICO (population — intervention — comparison — sutcome)-
Callaboration

framework  outlined by the  Cochrane

(O Connor ef al. 2011):

[oes the vaginal use of cones or balls by women in the postpartum
pericd improve performance of the pelvic Aoor muscles and wrinary
continence, compared with no reamment, placebo, sham wearment

or active conerals?

Design/methodology

This is a quantitative systematic review with a potenual
meta-analysis on the basis of the guidance on systemaric
reviews of interventions by the Cochrane Collaboration
(Higgins & Green X011).

Inclusionfexclusion criteria

Inclusion and exclusion criteria have been developed on the
basis of the PICOS (PICO plus study design)-scheme of the
PRISMA Starement {Liberari et al. 2009), The types of par-
TCIPANLs, INErventions, COmMpParisons, Outcome  Mmeasures
and study designs included in and excluded from this sys-
temaric review are listed in the following,
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Types of participants

« Women up to 1 vear after childbirth ac the time of
bl:'g,innirq.', the intervention, of any parity, mode of birth
and hirth injuries, with or withour urinary inconti-
nence, will be included.

« Pregnant women, women with anal incontinence or

major genitourinary/pelvic morhidity will be excluded.

Types of intervention

Vaginal use of cones or balls.

Inclusion criteria
o cone or ball use of any frequency and duration and of
any method (combined with exercises or not)
» comes or balls of any form, size, wright or brand
* any method of instruction {advised by any health prac-
titioner or self-taughe by information macerial).

Types of comparison

Comparison could be done against physiological resticurion
(no device or treatment), placebo, sham treatment or any
form af p:lvic floor muscle training, e.g. phyﬁi:}thcr:lpy indi-

vidually or in group, or pelvic floor muscle exercises at home.

Types of outcome measures

Promary
Either one or both of these:

« pelvic floor muscle performance (e.g. strength, endur-
ance), determined using a valid and reliable measure,
e vaginal sgueeze pressure or participant reported
improvement

« urinary (inlcontinence, determined using a valid and
reliable measure, eg. quantified sympoms or urody-

namics.

Secondary

# perineal descent or pelvic organ prolapse as assessed by
standardized clinical merhods

= adverse effects, e.g. discomfort or pain during or after
the intervention, or vaginitis, as determined in each of
the included studies

» health economics, e.g. cost of interventions or teaching
time, as determined in each of the included studies.

Cutcomes should be measured immediarely afrer the
intervention., If longer term follow-up dara are available,
these will also be analvsed.

ERT

Types of study designs

Randomized and guasi-randomized conerolled crials with
individual or cluster randomization and parallel design will
be included. Blinding of participants is not possible for this
intervention,

Search methods

Databases, reports, experts and the world-wide web will be
sources for published and unpublished dara and for informa-
non on ongoing projects, Bibliographic databases to be
searched can be seenin Table 1. The search strategy prepared
for PubMed, comprising searches for synonymous text words
and subject headings and their combinagion by Boolean oper-
ators, is given in Table 2. In addition to the focus on cones
and balls, search terms for the intervention have been col-
lected with a wider view on pelvic floor muscle exercises in
general, This was done not to miss arvicles mentioning the
relevant terms only in their full text but not in ule and
abstract (and in any other of the ficlds searched by an [all
fields]-search in PubMed), which was found to be the case for
lierarure sdentified in preliminary searches, For the same rea-
son, study design is not included in the search strategy. This
PubMed search strategy will be adapted according to the
search funcrions and complexaty of each darabase,

The references of selecred trial reports or similar reviews
will be screened to identfy further relevant studies. Authors
of indluded smdies will be asked if they know of relevant
waork, The Bielefeld Academic Search Engine (BASE) and
Google Scholar will help search the world-wide web, and
the web sites of the International Continence Sociery (ICS)
and cone o ball manufacturers will be screened, There will
be mo language or publication period restrictions. Search
pratocols will be maintained. The search is planned to take
place between 26 February-23 December 2014,

Studies will be searched and selected by the first (CO)
and second {JC) reviewer independently screening titles and
abstracts of the citations found in searches. Studics will be
included if chey fulfil the above defined PICOS, Disagree-
ments will be resolved by consensus and iof further clarifica-
tien is needed, the third reviewer (CM) will be consulted.
The PRISMA flow chare {Liberati et al. 2009) will be used
o document the selection process,

Ouality appraisal

Included studies will be assessed for risk of bias by the first
and second reviewer independendy using the ‘Risk of bias
assessment tool” of the Cochrane Collaboration (Higgins
et al. 2011a). Domains to be considered are random
sequence gencration, allocation concealment, blinding of

@ 2014 John Wiley & Sons Lad
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Table 1 Databases to be searched. outcome. Possible bias will be deseribed and judged into the
Far published repurts: carcgories low, unclear and high risk of bias, according ro the
« Cochrane Ceneral Register of Controlled Trials (CENTRAL) criteria laid out by Higgins et al. (2011a). Specific to cluster-
* PubMed randomized trials, recruitment bias (individuals having been
+ Embase ) recruited to the tral after randomizanion of clusters), baseline
:giﬂ—:?md Infant Care Database imhalance and loss of clusters will he considered (Higgins
. PEDror et al. 2001 1b). Attempts will be made to contact the authors
« POPLINE of studies tor clarification of incomplete information. Assess-
* AMED ments made by reviewers will be compared and disagree-
* Index Medicus for the South-East Asian Region (IMSEAR) ments will be resolved by consensus, If further clarification is

Far grey literature:
« Conference Proceedings Ciration Index
o ProCuese Dissertations 8 Theses Full Text

needed, the third reviewer will be consulted.

Risk of bias will be presented in a rable for each srudy

For citation searching: and its outcomes and across stadies by descripnon in the
.« SCOPUS results section and in a ‘Summary risk of bias’ graph and
« Web of Scaence table. Sensitiviey analysis will investigate risk of bias. Over-

< “cired by'-link in darabases
For ongoing studics:
» WHO Internanional Chinical Trials Registry Platform {ICTRP)

all risk of bias will be summanzed in a “Summary of find-
ings’ table and magnimde and direction of possible bias for
specific outcomes across studies will be discussed.

personnel and outcome assessment (blinding of participants
is not possible with this intervention], completeness of

Data abstraction
Data will be exeracted from selected studies using a pilored

outcome data iil'l.d e Fli.l'l Elll] Uth(‘r s0ources Uf bias. .
POrting. standard data extraction form adapred from the data extrac-

Assessment within domains will be made for each main

Table 2 PubMed search strategy,

Filrer: Humans

post part® OR postpart® OR post natal® OR postnatal® OR lying in” OR puerper® OR childbirth* OR birth® OR deliver® OR
‘Postpartum Period’| Mesh:NoExp|

cone® OR ball OR balls OR beads OR Kegel exerciser® OR weight® OR device® OR aid OR “aids” OR “Resistance Training'|Mesh]|
{beads and Kegel exerciser are synonyms found for balls, weight is sometimes used for cone/ball)

‘pelvic floar” OR *pelvic hammock” OR pelvic muscle® OR “pelvic musculaoure™ OR vaginal muscle® OR ‘vaginal musculature’ OR
circumvaginal muscle® OR “circumvaginal musculature’ OR perivaginal muscle® OR ‘perivaginal musculature’ OR levator OR
pubicoceyge™ OR “pelvic diaphragm” OR perine™ OR Kegel OR “Pelvie Floor'[Mesh] OR “Permeum' [ Mesh|

train® OR exercis® OR educar® OR re-edugar® OR reeducar® OR rehabilitat” OR restor® OR conditioning OR ‘Exercise’[Mesh:NoExp)
OR ‘Exercise Therapy'|[Mesh:NoExp] OR ‘Rehabilivarion'|[Mesh:NoFExp| OR ‘Educarion'[Mesh:-NoFxp|

3AND 4

2O0RS

“pelvic floart OR ‘pelvic hammodk' OR pelvic muscle® OR. “pelvic musculature® OR vaginal muscle® OR ‘vaginal musculature’ OR
circumvaginal muscle” OR “dreumvaginal musculatuee” OR perivaginal muscle® OR ‘perivaginal muscularure’ OR levaror OR
pubococeyge® OR “pelvic diaphragm® OR perine® OR “Pelvic Floor’|Mesh] OR “Perincam’|[Mesh|]

performance OR strength® OR “pressure’ OR endurance OR tone OR toning OR tonus OR function® OR “activity” OR force OR
‘power’ OR contraction® OR contractility OR stiffness OR “Muscle Strength'| Mesh:NoExp| OR Physical Endurance’|Mesh:NoExp|
OR “Muscle Tonus Mesh] OR ‘Muscle Contraction’| Mesh:NoExp]

8 7TAND B
10 ‘uninary stress inconunence’ OR ‘stress urinary inconnnence’ OF urinary incontinen® OR wrine incontinen® OR stress incontinen® OR
effort mcomonen® OR “ivoluntary wrinanon’ OR “leaking of urine’ OR ‘leakage of urime’ OR urinary leak® OR urine leak® OR
urinary continen® OR ‘Urinary Incontinence’| Mesh]
11 9 0R 10
12 1 AND & AND 11

) -

+ e

o -]

%

Explanation:
« unless indicared as search for a Medical Subject Heading by [Mesh), rerms are searched as rexrwords by [all fields]
« MuExp = no explosion used for Medical Subject Heading
+ * = Truncaron
+ speech marks are used to prompt a phrase search and an only [all fields]-search respectively

£ 2014 John Wiley & Sons Led 937
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tion form templates of The Cochrane Pregnancy and Child-
birth Group (2013) and The Cochrane Editarial Resources
Commitree {2013), This will include specific details on study
characteristics concerning methodology, participants, inter-
vention, comparison and analvsis, and results and conclu-
sions, Aremprs will be made to contact the authors of
studies for clarification of incomplete information or to
obtain any missing data. Data will be extracted by the lead
reviewer and cross checked by the second reviewer.

Daga synthesis

Quantitative analysis will be performed using the analysis
software Review Manager (RevMan) 5.3.4 (The Cochrane
Collaboration 2014), seeking appropriate statstical expert
advice. To ensure correctness, all data will be entered into
RevMan 3.3.4 by the lead reviewer and cross checked by
the second reviewer, Data wsed will be at the aggregate
{study) level. Unic of analysis will be the participating
woman in individually randomized trials and any unit used
in cluster-randomized crials,

Cluster-randomized trials will be analysed alongside indi-
vidually randomized trials if the authors have wsed an
appropriate method of data analysis to account for clustered
data in their published analysis, If the authors have not anal-
vsed their data to account for clustering effects, a re-analysis
will be performed, or, if the necessary information is not
available, inflaced standard errors will be caleulared for such
data prior to any meta-analysis undercaken during this
review (as in accordance with Higgins ef ol 2011h). Inelu-
sion or exclusion of cluster-randomized trials in a sensitiviry
analysis will consider possible differences berween the inter-
vention effects as an effece of study design,

Effect sizes for dichotomous data will be expressed as

cither risk ratio (RR) or risk difference (RD} with corre-
sponding 25% confidence intervals (CI) and by the number
needed to treat (NNT) if there is a statistcally significant
reduction in RD. Effect sizes for continuous data wall he
cxpressed as differences in means (MD) or standardized dif-
ferences in means (SMD) with their standard errors, Ordi-
be either dichotomized and
dichotomous data, or treated as continuous data, depending
on the dara characreristics,

nal data  will treated as

Studies will be examined for climcal heterogeneity (diver-
sity in relation to participants, intervention, comparison)
and for staristical heterogeneiry, If the studies appear to be
o clinically heterogenous [as assessed by professional
judgement), no meta-analysis will be performed, but the
study data will be descriptively discussed and presented. If
chinically homogenous, statistical heterogeneity  berween
studies will be assessed by visual mspection of the forest

938

plor and by caleulation of the 3* and 17 statistic. Interpreea-
nion of the B stanstc will follow Decks e al (2001), judg-
ing I = $0-60% as substantial heterngeneity.

The implications of these findings for the use of meta-
analysis will be as follows:

o If quantitacive data are found o be statstically suffi-
ciently homogenous, the fixed effects model will be
used for paoling in statistical meta-analysis.

If data are found to be stardstcally hererogeneous,
depending on the degree, there will be either (i) no poal-
ing of data but the quantitative data will be discussed,

with findings being presented in a descriptive form. Or
(i) the random effects model will be used for pooling
and the source of heterogeneity will be assessed by iden-
tification of the methodological differences between
studies and by sensitivity and subgroup analyses,

The following sensitivity analyses are planned (subject to
available data):

use of a fixed or random effects model w determine

pooled effect measures

comparing different ways of dealing with ordinal data

comparing inclusion or exclusion of cluster-randomized
trials

comparing inclusion or exclusion of quasi-randomized
trials

comparing inclusion or exclusion of stdies with differ-
ent levels of risk of bias

comparing inclusion or exclusion of studies with sus-
pected selective outcome reporting bias thought 1o
introduce serious bias (if missing outcome data could
not be provided)

*» deleting each single study in turn.

The following subgroup analyses are planned (subject 1o
available data):

o women with wrinary incontinence compared  with
women without urinary incontinence

e use of non-vibrating comes or balls compared with
vibrating balls

* different durarion of device use,

If at least ten (Sterne ef al. 2001} trials are found, a fun-
nel plot with visual inspection and possible use of statstical
tests to evaluate the plor will be used o assess the possibil-
ity of publication bias.

Ethical considerations

Mer ethical issues are attached to this systemaric review,

@ 2014 John Wiley & Sons Lad
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Validity and reliability/rigour

Criteria having been used in the compilanion of this system-
atic review protocol and the presemt report correspond to
the PRISMA Statement (Liberati et al. 2009). Methodologi-
cal issues follow those laid our in the Cochrane Handbook
{Higgins & Green 2011),

Discussion

There are some operational difficulties anticipated in per-
forming this gquantitative systematic review and possible
meta-analysis. Amongst the issues to consider ar study and
outcome level are the limitations of measurement tools,
Responsiveness, validity and reliability of different pelvie
floor muscle performance or urinary incontinence measures
are critically discussed by different authors (Be & Sherburn
2005, B ei al, 2007, Moore & Karantanis 2008), Lack of
adherence to pelvic floor muscle training interventions is
common [Alewijnse et al. 2007) and a high number of
withdrawals has been identified as a challenge in studies on
the topic (Herbison & Dean 2013). The nature of the inter-
vention makes blinding of participants to group allocation
impossible, potentially leading to performance hias by
device users themselves or ro detection bias (overestimation
of effect} in self-rating by users.

Considering  the review level, the available literature
might be sparse, reporting bias may be present and studies
found might be of small sample size. Reporting in the liter-
ature with respect to methodological details or dara might
be of insufficient qualicy and informacion seeking by con-
racting authors mighe not vield the desired resule. Trials
might be clinically heterogeneous in relation to participants,
intervention and choice of comparison group. They might
use different measurements of pelvic floor muscle perfor-
mance or urinary continence which might render them diffi-
cult or impossible to compare. The identified issues might
limit the practicability of performing a mera-analysis.

The movel aspect of this quantrative systematic review
lies in being, to the authors’ knowledge, the first one to
look at the vaginal use of balls or cones specifically during
the postpartum period and wich both pelvie floor muscle
performance and urinary continence as primary outcomes
to estimate effectiveness of device use. The information
gained from this systematic review will be useful for mid-
wives, nurses, other health pracudoners and women after
childbirth to help with promotion of pelvic oor health. It
will also be useful for research to define further areas of
study and in particular to design an experimental investiga-
tion into the topic by CO.

© 2014 John Wiley & Sons Led
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Introduction

Background

Pelvic floor muscle training should be a routine recommenda-
tion to all women during poestpartum care [Abrams et al., 2010,
The Joanna Briggs Institute, 2011). An alternative pelvic floor
muscle rehabilitaton method consists in the vaginal use of cones
or halls. To date. no systematic review has focused on the use of
these devices specifically during the postpartum period. A
Cochrane ew looked into the effectiveness of cones o balls for
urinary incontinence and included postpartum women [Herbison
and Dean, 2013). Another Cochrane review by Boyle et al. (2012)
and a systematic review by Merkved and Be (2014 ) looked into the
effectiveness of pelvic floor muscle training during and afrer
pregnancy and included cones amongst other forms of training,
Urinary incontinence was used as a primary cutcome in all three
reviews; studies having solely considered pelvic fleor muscle
strength as an outcome in continent women were excluded from
the Cochrane reviews, whereas the use of this outcome 15 not
made explicit in Markved and Be {2014). Pelvic floor muscle
strength in continent women a5 an oulcome was used i a sys-
tematic review on the prevention of pelvic floor dysfunction
around childbirth by Harvey (2003) However, this review also

only included cones amoengst other pelvic floor muscle rehabili-
tation methods, it excluded studies on the treatment of urinary
incontinence, and it would now be useful to search for more
recent articles to update this review's findings.

Thus. a systematic review was needed which fecused on (1) the
vaginal use of cones or balls as a pelvic floor muscle rehabilitation
method (2] in the postpartum period, and (3) used both pelvic
Moor muscle performance and vrinary {injcontinence as primary
outcomes to estimate effectiveness of device use.

Objectives and research question

The ohjective was to compare the effectiveness of vaginal balls
or cones for improvement of pelvic floor muscle performance and
urinary continence in the postpartum period to ne treatment,
placeba, sham treatment or active controls {e.g. pelvic floor muscle
exercises). A secondary objective was to gather information on
effect on perineal descent or pelvic organ prolapse, adverse effects,
and economic aspects,

The research question was developed using the PICO (popula-
tion = intervention = comparison = outcome J-framework outlined
by O'Connor et al, (2011); Does the vaginal use of cones or balls by
wamen in the pastpartum period improve performance of the pelvic
fioor muscles and urinary continerce, compared [0 ma treatment,
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placehn, sham treatment or active controls? Randomised and quasi-
randomised studies have been considered to answer this question.

Methods
Rewiew protocol and registration

The review was regisiered al PROSPERO — International pro-
spective register of systematic reviews in health and social care on
16 January, 2004, under the number CRD42014006 165 [ Oblasser et
al., 2074a). Miner modifications to the protocol have been made
during the review; details including the rationale can be seen
under the PROSPERO registration link. The final protocol pre-
specifiying the detailed methedology of the review has been
published (Oblasser et al. 2014b). The review kept to the pub-
lished protocal; however, as a meta-analysis was not possible,
reanalyses of the raw data were performed instead to meet the
primary study objective.

Design

This is a guantitative systemartic review on the basis of the
guidance on systematic reviews of interventions by the Cochrane
Collaboration (Higgins and Green, 2011b),

Eligibility criteria

Inclusion and exclusion criteria were developed on the basis of
the PICOS [PICO plus study designj-scheme of the PRISMA State-
ment {Liberati et al, 2009), The types of participants, interven-
tions, comparisons, outcome measures and study designs., and
report characteristics included in and excluded from this sys-
temartic review are listed in the following.

Types of studies

Randomised and quasi-randomised controlled trials with
individual or cluster randomisation and parallel design were
included. Blinding of participants is not possible for this
intervention,

Types af participants

= ‘Women up to one year after childbirth at the time of beginning
the intervention, of any parity, mode of birth and birth injuries,
with o without urinary incontinence, were included.

® Pregnant waomen, women with amal incontinence or majar
genitourinary/pelvic morbidity were excluded.

Types of interventions
WVaginal use of cones or balls.
[nclusion criteria:

* cone or ball use of any frequency and duration, and of any
method (combined with exercises or not),

cones or balls of any form, size, weight or brand,

with any method of instruction (advised by any health practi-
tiener or self-taught by information material).

-8

Types of comparison

Comparison could be made with physiological restitution (no
device or treatment) or any form ef pelvic fleor muscle training,
e.g. physiotherapy individually or in group, or pelvic floor muscle
exercises at home,

Types of outcome measures

Outcomes should be measured immediately after the inter-
vention, or be longer-term follow-up data.

FPrimary cuicomes:

Either one or both of these:

pelvic floor muscle performance (eg. strength, endurance),
determined using a valid and reliable measure, e.g vaginal
sueeze pressure of participant reported improvement;
urinary (injcontinence, determined using a valid and reliable
measure, &2 quantified symptoms or urodynanics.

-

Secondary outcames:

perineal descent or pelvic ergan prolapse as assessed by stan-
dardised clinical methods,

adverse effects, e.g. discomfort or pain during or after the inter-
vention, of vaginitis, as determined in each of the included studies.
health cconomics, eg. cost of interventions or teaching time, as
determined in each of the included studies,

Report characterisiics
There were no language, publication pericd or publication
status restrictions.

Search methods

The searches took take place between 26 February and 28 Sep-
tember 2014, Studies were searched and selecred by the first (CO)
and second (JC) reviewer independently screening rtitles and
abstracts of the crations found in searches. Studies were included i
they fulfilled the above defined MCOS criteria, Disagreements were
resolved by consensus. Search protocols were recorded and retained.

Electronic searches

Bibliographic databases searched can be seen in Table 1. The
search strategy used for PubMed (the maost complex database),
comprising searches for synonymous textwords and subject
headings and their combinatien by Beolean operaters, is given in
Table 2. ln addition to the focus on cones and balls, search terms
for the intervention have been collected with a wider view on
pelvic floor muscle exercises in general. This was done not to miss
articles mentioning the relevant terms only in their full text as
some articles were found not to have relevant terms in the title or
abstract (and in any other of the fields searched by an [all fields]-
search in PubMed) when preliminary searches were undertaken as

Table 1
Datahases searched.

Far publiched reports:
= Cochrane Central Register of Controlled Trials (CENTRAL)
* Pubhied
® Emhase
® haternity and [ndant Care Dartabase
® CIMAHL
= PEDro
& POPLINE
& AMED
® Index Medicus for the Seurh-East Asian Region (IMSEAR)
For grey lrermture:
# Conference Procesdings Citation Index
& Profuest Dissertations & Theses Full Text
Far citation seorching:
® SCOPUS
® Web of Science
& “cited by'-link in databases
Far ongoing studies:
* WHO International Clinical Trials Registry Platfaim {ICTRP)
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Table 2
PubMed search siralegy.

Filter; Humans

1. post part™0R postpart™OR post natal®OR postnatal” OR “Tying in OR puerper™0OR
childbirth*OR birth*OR deliver*0R Postpartum Period | Mesh:NoExp|

2. cone*0R ball OR balls OR beads OR Kegel exerciser0R weight"OR device*0OR
aid OF ‘aids’ OR Resistance Training|besh] (beads and Kegel exerciser are
synanyms found far balls, weight is sametimes used for conefball)

3. ‘pelvic Mowr OF 'pelvic hammock” OR pelvic musde™OR "pelvic musculature’ OR
vaginal musdle*OR “vaginal musculature’ OR circumwaginal muscheOR “cur-
curmvaginal musculature” OR perivaginal muscle*OR ‘perivaginal muscalature®
R levator OR pubacocoygeOR pelvic diaphragm’ OF perine R Kegel OR
‘Pelvic Flear(Mesh] OR ‘PerineumMesh|

A tzain"OR exercis®OR educat’OR re-educal®0R  reeducat®OR  rebabilitat®OR
restor* OF conditoning Of ‘Exercise’| Mesh:MoExp| OR “Exercise Therapy]Mesh:
MoExp| OF Rehabilitation’| Mesh:MoExp| OF “Education|Mesh:NoExp|

5.3 AND 4

G ZORS5

‘pedvic floor OF 'pelvic hammock” OR pelvic muscle*DR ‘pelvic musculature’ OR

vaginal muscle*OR “vaginal musculature’ OR arcumwaginal muscleOR “cr-

curmvaginal musculature’ OR perivagimal muscle"0R ‘perivaginal muscalature!

OR levator OR pubococcyge™0R “pelvic diaphragm’ OR perine”0R ‘Pelvic

FloarMesh| OR ‘Perineun|Mesh|

performance OR strengith*OR 'pressure” OR endurance OR tone OR toning OR

tonus OR function*OR “activity” O force OR "power” OR contraction®0R con-

eractility OR stifiness OR ‘Muscle Strength'|Mesh:NoExp| DR ‘Physical Endur-
ance’|Mesh:MNaExp| OR ‘Muscle Tonus'|Mesh] OR ‘Muscle Contraction]Mesh:

MaExp]

T AND B

‘wrinary siress imcantmence’ OR stress unmary incontinence’ OR unnary

incanfinen™OR stress inconlinen®0R effort incontinen®OR ‘involuntary urina=

tioa’ OR ‘leaking of urine” OR ‘leakage of uring” OR urinary leak OR urine lea-
k"OR uninary continen*0R ‘Urinary Incontinence’|Mesh]

11 9 0K 10

12. 1 AND G AND 11

w

=

=

Explanation:

® Unless indicated as search for a Medical Subject Heading by [Mesh], terms are
searched as textwards by |all fields],

® MNoExp—no explosion used lor Medical Sulject Heading.

® Corruncanon.

# speech marks are used to prompt a phrase search and an only [all fields]-search
respectively.

part of search strategy development work, For the same reason,
study design is not ncluded in the search strategy. This PubMed
search strategy was adapted according to the search functions and
complexity of each database.

Citation searching was performed via SCOPUS. welr of science
and the “cited by'-link in databases, The Bielefeld Academic Search
Engine (BASE) and Google Scholar helped search the world-wide
web, and the web sites of the International Continence Society
(ICS) and cone or ball manufacturers were screened.

Searching ather resources

References of similar reviews and tnal reports dentified for
data extraction were screened to identify further relevant studies.
Authors of these reports were asked if they knew of relevant work.

Dwata collection and analysis

Stucdy selection

Titles and abstracts of records identified by the searches were
screened. For the articles considered potentially eligible. full-texts
were purchased. Both reviewers checked eligibility.

Data extraction and management

Data were extracted from selected studies using a piloted standard
data extraction form adapted from the data extraction form templates
of the The Cochrane Pregnancy and Childbirth Group (ny.) and The
Cochrane Editorial Resources Committee [ 2013). This included specific
details on study charactenstics concerning methodology, participants,

intervention, comparison and analysis, as well as results and con-
clusions, Attempts were made to contact the authors of studies for
dlanficaticn of incomplete information or to obfain any missing data.
Data were extracted by the lead reviewer and cross-checked by the
second reviewer.

Assessment of risk of bias in included study

Risk of bias was assessed by the first and second reviewer
independently using the ‘Risk of bias assessment tool' of the
Cochrane Collaboration [Higins et al, 2011a). Assessment within
domains was made [or each outcome and judged into the categories
low, unclear and high risk of bias. Assessments made by reviewers
were compared and disagreements were resolved by consensus.

Measures of treatment effect

Relative risks (RR) with 95% confidence ntervals [C) were
calculated for dichotomous data, and differences in means (MD)
with standard deviations (5D} for continuous data,

it of analysis (ssues
The unit of analysis was individuals.

Data synthesis

As only one study was included, a data synthesis by meta-
analysis was not possible and a narrative review was undertaken as
planned in the protocol. However, a secondary analysis of raw data
enabled to directly address the question of this systematic review.

Data were analysed using an enline percentage caleulator [LISS-
WORX, 2014) and the computer programmes MedCale 125 (Soft-
ware, 2014) and 5PS5 21 and 22 (IEM Corporation, 2012/13); power
calculations were performed via C'Power 31 (Faul et al, 2007;
Buchner et al, 2013). Comparative analyses used the ;* test for
dichatomous data, and Mann-Whitney and independent (-tests for
continuous data, Intention-to-treat analysis was performed with
available data, with the main analysis for the primary outcome
urinary incentinence and exploratory analyses for the outcomes pad
test and perineometric measurements. A sensitivity analysis with a
bestfworse case scenario (single imputation ) for urinary incontinence
was performed to help determine the robustness of the results,

Results
Descriprion of studies

Resules of the search

By the search techniques used, 37 potentially useful articles
were identified out of 1324 records screened, The PRISMA flow
chart (Liberati et al., 2009) documents the literature assessment
and selection process in Fig. 1.

Included study

Only ene study (Wilson and Herbison, 1998) met the incusion
criteria and was included in the review, its characteristics are
described in Table 3, The set of cones used consisted of nine cones
of identical shape and volume but of increasing weight from 20 to
100 g Each participant, starting with the heaviest weight she
could retain without voluntary holding, was instructed to keep the
cone in her vagina for 15 minutes twice a day. Once she was
successful on two consecutive occasions she proceeded to the next
heaviest cone [Wilson and Borland, 1990),

Excluded records

36 records were excluded; seven (Spreafico, 1992; Cox, 1995;
Pelvic floor muscle training for prevention and treatment of
urnary and faecal incontinence in antenatal and ]]{J.‘;lllcﬂdl women,
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Fiscords idenified Siough Addilional recards identifed
dirlabise s=arching shrough other sources
in=1745) In=2j

l |

Records. afer dupbcabes removed

{n=1324)

l

Raconds screanad
(n = 1324)

]

FuilHest ammickin arsassed
Tor eligitality
(n =37}

]

Siudies induded in
qualiaite synithesis
n=1)

I

Studies indisded in
quantitative syrihess
(mata-analysis)
=0

Racords axtluaded
(= 1287)

FulHeat ariides sacludid
with reasons gren n
appandix 51
In= 3

Fig. 1. PRISMA flow chart [according to Liberati et al, 2009),

Tahle 3
Characteristics of imcluded soedy.

Mechads — Randomised contralled trial
— Twa parallel study arms (one arm with three subgroups)
with  women  wiha  had  mwonfinence  Cwee  menths
postpartum

Participants — 230 women with symptoems af incontinence three menths
post partum
— Mew Zealand hospital maternity cenire

Interventions  — Contred (companison] group (r=117) standard postpartum
pelvic Moor carejmuscde exsrcises: daily instriction by phy-
stotherapist on pelvic foor muscle exercises in small groups
{approximately six women] from the second postnatal day,
ar an awdiotape at weekends, during hospital stay

— Intervention graups [n=113}: enforced exercise regimen

with pliysiotberapist with one fraining dession and three

fallow-up visits ar three, six, and nine months post partum;
factorial design with three subgroups:

Aoor muscle exercises (n=39); fast and slow con-

tractions with aim of 100)day

(2) Cones (H=36): use of cones as described in text

[3) Both (n=38): both use of cones and pelvic fAoor muscle

ENEMOISCS

(o

Ol omes Dutcames measured at 12 months post partum:
— Self-reparted urinary incontinence
— Pelvic fleor muscle strength (mamimum and sustained value
by perineomelry measurements)
Cne-hour home pad Lest
— Teaching time
— Frequency and amount of pelvic floor muscle exercises
— Self-reparted faccal incontinence
— Feelings af general wellb=ing
— Sexual satisfaction
‘Dutcomes measured ar 24-44 months post parmum:
— Self-reparted urinary incontinence
= Frequency and amount of pelvic lloor muscle exercises

2009; Be, 2011: Duffin, 2012; Rathfisch and Kizilkaya Beji, 2012;
Freeman, 2013) because they were not primary studies, and 24
(Sleep and Grant, 1987; Dougherty et al, 1989; Sampselle et al,

1998, Glazener et al,, 2001; Meyer et al,, 2001; Sanlorenzo et al.,
2001; Chiarelli and Cockburn, 2002, Chiarelli et al, 2004;
Dumoulin, 2004; Dumoulin et al. 2004: Gorbea Chavez et al.
2004, Erratum, 2005; Ewings et al., 2005; Glazener et al,, 2005;
Lee and Choi, 2006; Citak et al,, 2010; Sheeba et al, 2011, Kim et
al, 2012; Ahlund et al, 2013, Assis et al, 2003; Dumoulin et al,
2013; Hilde er al, 20013; Peirce et al, 2013, Glazener et al, ')_[JM)
because they did not research the use of cones or balls but the
wsual pelvic floor exercises without device. Fischer and Baessler
(1996) and Fischer et al. [1956) (same study) was not a rando-
mised controlled trial; in Jonasson e al. (1992), women were at
least pwo years post partum. Two studies corresponding to the
PICOS criteria were excluded during data extraction: [onasson
et al. (1959) used a method for measuring pelvic Nloor muscle
strength later shown to be of questionable validity (Habn et al,
1996) and not in use any more; MNorton and Baker (1990) was an
only abstract which did not provide enough information to be
reviewed, and the attempts to contact the authors for clarification
of incomplete information were unsuccessful.

Risk of bias in included study

The risks of bias of the included study are presented in Table 4.
There is a high risk for performance, detection, and attrition bias,
an uncertain risk of selection bias for uncertain allocation con-
cealment, and otherwise a low nsk of bias.

Secondary analysis

In the included study (Wilsen and Herbison, 1998), the authors
had compared wsual pelvic floor care after childbirth with an
intervention group comprising three different interventions, one
of them heing the use of cones, They kindly provided the raw data
set and thus, reanalyses could be performed by the review authors
to compare the cone group to the specific groups of interest.

Effects of interventions

The results of the reanalysis are shewn in Table 5. Compared to the
control group, the cone group shows a statistically significant lower
rate of the primary outcome urinary incontinence at 12 months post
partum (RR 063, p=0022), but an almost same rate of urinary
incontinence in the cone group cannot be excluded [95% C1 0.40-
0.598). Exploratory analyses of pad test and perinecimetry measure=
ments do not support the difference found for urinary incontinence
[all p-values = 005), Compared to the exercise group, the prevalence
of urinary incontinence in the cone group is similar (RR 101,
p=1.000), but a prevalence of urinary incontinence half or almost
twice as high in the cone group cannot be excluded (95% O 0.52-
193], Exploratory analyses of pad test and perinecmetry measure-
ments support these findings (all p-values = 0.05 showing no statis-
tically significant difference between cone and exercise group)

This study had a high dropout rate, therefore it was impartant
to consider the potential impact of dropout on the findings. The
possible impact of dropout was re-calculated as originally pre-
sented by Wilson and Herbison (1998]. If all the participants who
were not followed up were assumed to be incontinent, then the
prevalence of urinary incontinence would have been 81% in the
contrel group, 69% in the cone group, and 74% in the exercise
group. The group comparisons would then give the following
results; cone group versus control group RR (95% Cl)=0.86
[(D68-1.08) ("= 1607, df=1, p=0.205), not showing any differ-
ence and effect of cone use; cone group versus exercise group RR
(95% CI)=0.93 (0.70-1.24) (;* =0.047, df=1, p=0.829), not show-
ing any difference between the treatments. If the participants who
were not followed up were all assumed o be continent, then the
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Table 4
Risk of bias in included study.
Domain Suppart for judgement Review authors”
judgement
Sefecnion bios
Random sequence generation “Assignment was by means of a camputer program that used files stared in computer-readable farm ta - Low risk
produce the next assignment, The assignment was stratified by parity |, ], number af incontinent
episedes ... | and type of delivery [...|, and was blocked to prodece even numbers after every B suls-

Jects i each of the strata. These i the intervention group were further randomized in a similar
manner to subgroups doeing [pehac flaor muscle exercises] only, vaginal cones only. and both [pelvic

Tloar muscle exercises| and cones’,

The authars confirmed that a randem seguence generation was used,

Allocation concealment

“Assignment was by means of 2 computer program that used files stored in computer-readable form to  Uncertain risk

produce the next assignment, The assignment was |...| bocked to produce even numbers after every
G subgects in each of the strata. Those in the intervention group were further randomized in a similar

manner (o subgroups | |\

Blocked randomisation with even blocks makes an allocation sequence partly predicrable.

Performance bias
Blinding of participants and
personmel

Detection hias
inding of

Participant reperted cutcormes
External assessment

Arridion hias

Urinary imconCmence: Parlicipants cannol be blinded wilh These inlerventions.
Perinesmetry 'was recorded [ ] by a second physiotherapist, blinded to the group allocation.’
Pad test: was performed by a different, blinded physiotherapist (personal information frem author)

Participants cannot be blinded with these interventions, Blinding of personnel has not been reported, High risk
Outcormes are likely to be influenced Ly lack of blinding

High risk
Low risk
Low risk

Incomplete autcome dats Thire wias & large number of withdeswals with e outeore data, and feason for missing outceme data High risk
is likely to be related to true outcome with an imbalance in numbsers for missing data across inter-
vention groups. Mumber of withdrawals:
— Cantral group: 26/117
~ Exsreise group: 2039
— Cone group: 1536
— Exercise+cone group: 24/38
Reporting birs
Selective reporting All gurcormes of all groups, and all cases (withdrawals included) were reported. Low risk
A study prodocel was not available, but the authers confirmed that as far as they can remember they
reported everything. and ‘certainky did not change primary and secondary outcomes’,
Quher bigs
‘Other sources of bias Mo impertant concern about bias net addressed in the other domains in the tool, Lowv risk

Forms of bias considered according to Higins et al. (20112 and Torgerson (2004},
Forms of bias of cross-over and cluster=randamised trials do not apply,

prevalence of urinary incontinence would have been 59% in the
control group, 28% in the cone group, and 23% in the exercise
group, The group comparisons would then give these results: cone
group versus control group RR (952 Clj=047 (0.27-0.81) (" =95,
df=1, p=0.002]), showing a greater effect of cone treatment than
the complete case analysis; cone group versus exercise group RR
(95% C1)=1.20 (0.55-2.62) (" =0.041, df=1, p=0.840), not show-
ing any difference berween the treatments.

After 24-44 months and in women without further pregnancy
or treatment, urinary incontinence shows a prevalence of 54% in
the control group, 68% in the cone group, and 50% in the exercise
group, whereby only 33% (32/53/51%) of the original participants
could be followed up. The cone group versus control group com-
parison gives a RR (95% C1) of 127 (D.83-1.94) (4" =056, di=1,
p=0455), whereas the cone group versus exercise group com-
parison gives a RR (95% CI) of 1.37 (0.80-2.33) *=0.71, df=1,
p=0.399), not showing any differences between the groups,

Secondary oulcomes

There was no statistically significant difference found in tatal
teaching time [not applicable to control group) between the cone
and exercise groups: cone group 114 minutes (50 14.62), exercise

group 120 minutes (5D 15.43) MD 6.00 (95% Cl-3.16-15.16),
t=1.32, df=42, p=0193.

Discussion
Main findings

Only one study fitted the criteria and is included in this systematic
review. Its data were reanalysed to provide distingt compansons
Between the interventions of interest according to the aims af this
review. Compared to the control group, the cone group shows a
statistically significant lewer rate of the main outcome urinary
incontinence at 12 menths post partum. When compared o the
exercise group, the prevalence of urinary incontinence in the cone
group is similar. Mot all exploratory and sensitivity analyses support
the results of the main analysis, Table & gives an overview of the
different analyses performed and their resulis.

24-44 months after birth, no difference in urinary incontinence
prevalence between groups can be identified, but the follow-up
rates were low. Teaching tme is the only secondary cutcome
reported, not showing a difference between relevant groups.
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Table §
Results af reanalysis.

Dutcome Cone group  Control group  Exercise group  Cone group versus con-  Cone group versus eXercise
trol group group
After 12 manths
Prevalence Rt (955 C1)
Urinary incontinence (yesine) N =10/21 N =&391 niN=91% 063 [DA40-0.598] 101 [0.52-1.83)
485 47 p=0.022 p=100
=525 =000
di=1 di=1
Mean [SD MD (95% CI)
Pad test (g) N=20 N=82 M=18 203 [—T718-311) —151 {—386-0.84)
0.60 [ 1.14) 261 {1154) 211 [5.05) p=034 p=06%
U=71E.5 U=1535
Pelvic floor muscle strength (perineometry masimum N=1% N=T9 N=18 =0 [ —4.76-3.87) —0.93 (—587-501)
value) (an Ha0) 1266 [9.61) 1311 (8.23) 13.59 {8.40) p=0.84 r=075
=020 =032
Al =586 dl'=36
Pelvic floor muscle strength (perineometry sustained N=13 N=T8 N=18 114 {—211-4.38) =005 [ -4.57-4.45]
value) {om Hail) A2 (58] G686 [G.08) TET(5.93) p=0.44 p=0A%
==070 =002
dl—56 dr—36
After 24-44 moiths
Prevalence RE (95% C1)
Urinary inconlinence (yesjno) BN=13/18  AN=20/37 it N= 1020 127 (0.63-194) 1.37 (080-233)
BBE S0% P45 =040
=056 =071
di=1 df=1

Talsle &
Starismcal differences between groups found in analyses.

Analysis Cone group versus  Cone roup versus
contrel group exercise group
Main analyss (complete case Significant Mat significant
analysis)
Exploratory analyses Mot significant Mot significant

Sensitivity analysis assuming Mot significant ot sigmificant
overall ingontinense of dropout
Sensitivity analysis assuning

averall continence of dropour

Significant Mat sigmificant

Strengths and limitations

Considering the extensive search strategy of this review, there is a
high likelihood that all relevant studies were identified; reporting bias
may be present nevertheless. Two studies corresponding to the PICOS
criteria had to be excluded, one for a questionable method of mea-
surement, the other for lack of information. Consequently, only one
study was included, and only urinary incontinence was analysed as a
main outcome,

A secondary intention-to-treat analysis was performed on Wil-
son and Herbison's {1998) data in order to meet the systematic
review objective. [ts validity, however, is limited by its low post hoco
power, being 65% and 3% for prevalence of urinary incontinence in
the comparisons cone versus control and cone versus exercise
group, respectively. There was a high rate of withdrawals, especially
in the cone and exercise groups, potentially leading to attrition bias,
Also, comparing the cone and control group in the way the reana-
Iysis does carries a new high risk for performance bias [which does
nol apply to the orginal study with a different aim and analy<is): in
addition to using cones as a different methad of muscle rehabili-
tation. the cone group (as one of the enforced exercise regimen
groups) receved four sessions with a physiotherapist that were not
part of the usual pelvic floor muscle care of the control group, The

statistically significant effect found in the main analysis is not large,
and all the results show (very) wide confidence intervals,

Further limitations at review level equal those on study and
outcome level. The nature of the intervention makes blinding of
participants to group allocation impossible, potentially leading to
petformance bias by device users themselves or to detection bias
(under- or overestimation of effect) in self-rating by users. Per-
formance bias could also have been introduced by the higher
ameunt of adherence in the enforced regimen groups compared to
the control group; even the cone group participants reported
doing pelvie loor muscle exercises although this was not part of
the protocol. The repeatability, reliability and sensitivity of short
pad tests are critically discussed {Moore and Karantanis. 2008;
Mational Collaborating Centre for Women's and Children's Health,
2013), as issues are raised around the validity and reliability of
perineometric measurements (Be and Sherburn, 2005; Ba et al,
2007}, Information about harm was not obtained.

Interpretation

The available evidence consists of one study with 192 relevant
participants. Key methodelogical limitations of this study are a
high risk for performance and attrition bias for all outcomes, a
high risk for detection bias for the outcome urinary incontinence,
and an additional high risk for performance bias in the cone versus
control group comparisons. According to Higins et al. (20014,
Table 8.7.a), this amount of bias has to be Iinterpreted as ‘plausible”
bias that seriously weakens confidence in the results’.

Considering the comparison of cone wersus contral group.
where an effect of cone use and thus a difference between the
groups is desired, the difference shown in the main analysis is
supported by the sensitivity analysis assuming overall continence.
However, the better outcome of the cone group could not only be
caused by the use of cones itself but also by the performance bias
introduced in this comparison by the additional professional
support in the cone group compared o the control group. The
exploratory analyses and the sensitivity analysis assuming overall
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incontinence do not support this result, and do not find any dif-
ference even with this potential performance bias towards cones,

Considering the comparison of cone versus exercise group [in
this comparison a difference is not necessarily desired as equal
performance can provide options for postnatal women ), the lack of
a difference detected between the groups in the main analysis is
supported by exploratory and sensitivity analyses, However, the
power of this comparisen is only 3%, and a true difference could
exist which was not found as this comparisen was underpowered.
Likewise, the low follow-up rates at 24-44 months suggest a
strong possibility of underpowered comparisons.

Nevertheless, the results of this review are in agreement with
the results of the Cochrane review by Herbizon and Dean (2013,
which included but did not focus on postpartum interventions.
These authors provided some evidemce that weighted wvaginal
cones are more useful than no active treatment for urinary
incontinence (not specifically post partum), and might be of
similar effectiveness to pelvic floor muscle exercises.

Conclusion

The novel aspect of this systematic review lies in being, to the
authors' knowledge, the first one to look at the vaginal use of balls
or cones specifically during the postpartum period, and with both
pelvic floor muscle performance and urinary continence as
intended primary outcomes to estimate effectiveness of device
use. The information gained from this systematic review is useful
ta help with promotion of pelvic floor health and of concern to
health professionals working in the field of ohstetrics and gynae-
cology, women after childbirth, and researchers. If cones or balls
were shown to be effective in the postpartum period, women in
this period of life would have more evidence-based options
regarding pelvic floor muscle rehabilitation.

The scientific evidence gained from this systematic review is
very limited, as only one study met the inclusion criteria, and a
reanalysis of the raw data from this study had to be performed to
obtain the desired infermation. This reanalysis is limited by dif-
ferent kinds of bias inherent in the data available, which means its
results cannet be considered robust. The body of evidence iden-
tified for this systematic review therefore was not suflicient Lo
answer the review question satisfactorily,

Implications for practice

The available results suggest that the use of wvaginal cones
might be helpful for urinary incontinence after childbirth, How-
ever, the findings of this review alone are not robust enough on
which to base a recommendation for or against the use of cones.,
No information regarding other devices than the canes used in the
only included study can be given,

Implications for research

This systematic review points to the nead for further research
to determine the effectiveness of waginal balls or cones for
improvement of pelvic floor muscle performance and urinary
continence in the postpartum period compared to no treatment,
placebo, sham treatment or active controls. High quality rando-
mised controlled trials are the desirable research design, although
the potential for high study dropout rates must be considered.
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birth: a protocol for a randomised controlled feasibilivy trial, Jowrnal of Advanced
Niersing T2(4), 200-914, doi: 10.1111/jan. 12868

Abstract

Aim. This paper presents a feasibility wial protocol the purpose of which is to
prepare for a future randomised controlled trial to determine the effectiveness of
vibrating vaginal pelvic floor training balls for postpartam pelvic floor muscle
rehabilitation.

Background. Vibrating vaginal pelvic floor training balls are available in Austria

to enhance women's pelvic floor muscles and thus prevent or treat urinary

incontinence and other pelvie floor problems following childbirth, Monetheless,
there is currently lietle empirical knowledge o substanuate their use or assess
their relative effectiveness in comparison to current standard care, which involves
pelvie floor muscle exercises,

Design, Single blind, randomised controlled feasibility trial with two parallel groups.
Methods. It is planned eo recruit 56 postpartum women in Vienna, who will be
randomised inte one of two intervennion groups to use either vibrating vaginal
balls or a comparator pelvic floor muscle exercises for 12 weeks, As this is a
feasibility study, study design features (recruitment, selection, randomisation,
intervention concordance, data collection methods and tools) will be assessed and
participants’ views and experiences will be surveyed. Tesred ourcome measures,
collected before and after the intervennon, will be pelvic floor muscle
performance  as reported by participants and  measured by perimeometry.
Descriptive and  inferential  statistics and  content analysis will serve the
preparation of the future trial,

Discussion. The resules of this feasibiliey tial will inform the design and conduct
of a full randomised controlled trial and provide insight into the experiences of
women regarding the intervennions and study participarion.

Keywords: feasibility studies, midwifery, pelvic floor, perineal care, postnaral

care, postpartum period, RCT, resistance training, urinary incontinence, vaginal
balls/cones
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Why this study 1s needed?

» Vibrating vaginal balls are used with little scientific evi-
dence om their effectiveness.

o If effective, vibrating vaginal balls could enhance pelvic
flocr muscle training choices for women after childbirth,

* A robust randomised controlled trial needs careful prepara-
tion and will be informed by the proposed feasibility rrial.

Introduction

Pelvic floor health s an impaortant issue for women world-
wide and the impact of pelvic problems on women's lives
can be considerable. Pelvie problems impair women's qual-
ity of life, women feel in a vulnerable situation and experi-
ence powerlessness in living with an unpredictable body;
this negatively affects their imtimate relatonships, work and
social activities  (Margalith et al. 2004, Hagglund &
Ahlstriim 2007, O'Reilly et al. 2009).

Pregnancy and childbirth have been identified as enologi-
cal factors of pelvic floor problems in a woman's life
{Koclbl et al. 2013). In the first 3 months postpartum, 33%
of women are reported to experience urinary incontinence,
with small changes over the frst year post partum [ Thom
& Rortveit 2010).
reported by 10% and up to 24% of women respectively at

Faecal and flaral imcontinence were
& weeks afrer delivery (Hall er al. 2003, Borello-France
et al. 2006) and by 1% and 26% of women at 9 months
after vagimal delivery (Zetterstrom et al. 199%); pelvic organ
profapse stage =11 was found to have a prevalence between
77% and 56% in the 3-6 months after birth (Diee-Irza
ef al. 200 1a,b, Wai ef al. 2011).

The described pelvic floor problems are assumed to he
associated with suboprimal  pelvic floor muscle  perfor-
mance. Several studies found that the pelvic floor museles
of urinary continent women performed better than those of
imcantinent women (Hahn er al, 1994, Ba 2003, Markved
et al, 2004, Baracho et al. 2012, Hilde et al. 2013). Pelvie
floor muscle weakness may also be a factor contributing to
anal incontinence and pelvic organ prolapse (Be & Frawley
2007, Merkved 2007, Sahlin & Berner 2007, Koelbl et al.
2013).

Irrespective of pelvic floor symptoms, a redoced pelvic
floor muscle performance  afrer wvaginal delivery was
demonstrated in the short (Marshall et al. 2002, Baymr
et al. 2007, Sigurdardottic ef al. 2011, Hilde ef al. 2013)
long-term  (Friedman et al. 2012). Therefore, in
combination with the correlations described above, pelvic
floor muscle training 1s recommended as a standard inter-

and
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vention to all women in postpartum care {Abrams ef al.
20100, Traming m women withour symproms  aims  at
enhancing pelvic floor muscle performance as secondary
prevention of stress urinary incontinence or other pelvic
floor muscle impairment symptoms later in life. However,
Koelhl et al, (2013) temper this stacement by recommend-
ing that health providers should carefully consider the
cost/henefit of population based approaches to health pro-
fessiomal raught pelvic floor muscle training o all postpar-
regardless  of
Midwives and nurses as key professionals in this period of

mm - women their  continence  status,
high pelvic floor vulnerability in a woman's life need o
be knowledgeable and proactive in promoning pelvic floor
health and thus, the proposed study aims to provide all
health care workers with useful information for pelvic

floor care.

Background

Tao promote pelvic floor health in women afrer childbirch,
the commonly recommended intervention tw treat and pre-
vent pelvic Hloor problems is instructing women to perform
pelvic floor muscle exercises (Boyle et al. 2012, Markved
& Ba 2014). An alernative pelvic floor muscle rehabilica-
tion method consists in the vaginal use of cones or balls,
These devices can be cylinders either conical ar one end or
rounded ar both ends, or ball-shaped, and they come in dif-
ferent weights (o be increased during training) and sizes
(B & Aschchoug 2007). According to Be (2007), their
assnmed working mechanism consists of reflexive or volon-
tary contracrions of the pelvic floor muscles to prevent the
inserted conesfballs from slipping out, thus enhancing pelvic
floor muscle performance. Additionally, sensory (by feeling
pressure from the cone) and kinesthetic (by feeling the cone
move downwards) biofeedback reaches women o identify
their pelvic floor muscles so they are enabled to contract
them consciously (Chiarelli & Moore 2008). Vibraring
vaginal balls are considered to provide further snmulation
by vibrations caused mechanically by a lonse inner ball
when the woman is moving with the ball inserted (Glavind
2001).

A systematic review  |(Oblasser er al. 2015) showed a
dearth of evidence on the effectiveness of vibrating balls
to enhance pelvic floor muscle performance or urinary
continence in the postparrom period. A secondary analysis
of original data of the only meluded study (Wilson &
Herbison 1998} in the aforementioned systematic review
suggests that use of non-vibranng weighted vaginal cones
might be helpful for urinary incontinence after childbirch
but the evidence was limited. Glavind (2001) studied the

k|
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associated  outcomes of vibrating vaginal ball use in
women with stress urinary incontinence in a clinical trial
but chis was not specific to the postpartum period. Wichin
the methodological limits of only ten women in a single
group, the study showed encouraging resulis and the
author recommended further research on ball effectiveness,
Thus, all available data correspond with the results of a
Cochrane review on non-vibrating weighted vaginal cones
{including halls) for wamen with urinary incontinence (not
specifically post partum) which provided some evidence
that weighted vaginal cones are more useful than no active
treatment for urinary incontinence and might be of similar
effectiveness to pelvic floor muscle exercises. This review
recommended larger, high-guality trials to reach a more
firm conclusion on their effectivensss (Herhison & Dean
2013),

Thus, while pelvic floor care is an imporcant issue for all
women after childbirth, there is limited evidence to evaluate
the use of vibrating vaginal halls. Such wvibrating balls are
available for sale in Austria (see e.g, Fun Factory no dare)
and seem to be known and accepted among women as an
option to strengthen the pelvic foor muscles after child-
birth; also women and professionals provide anecdotal evi-
dence abour their effectiveness, Such a device which helps
to rehabilitate the pelvie floor museles effectively without
deliberate exercise would be practical and time saving and
give women more choice about pelvic floor care, Con-
versely, it is important not to recommend and spend money
on an ineffective device. Research can scientifically examine
whether these devices are effective and thereby further evi-
dence-based practice.

The best research design to determine the effectiveness of
an intervention is a randomised controlled tral (RCT)
(OCEEM Levels of Evidence Working Group 20111, As a
full RCT needs careful preparation and more basic research
on the intervention is needed, a feasibility trial is proposed
here. The novelry of the proposed research lies in the par-
ticular suggested working mechanism of the balls, pelvic
floor muscle performance as an outcome measure, the
greater intended number of participants than in Glavind's
(2000) geniive study, the rargeted wse for women afrer
childbirth and in its methodological purpose.

The study
Aims

The proposed study aims to assess practical issues and feasi-
bility for good design of a future full RCT which will deter-
mine the effectiveness of vibrating vaginal balls to improve

S0

pelvic floor muscle performance in women after childbirth.
Furthermore, the feasibility trial will monitor any potential
harms of the experimental intervention; explore women's
perspectives on and experiences with the interventions and
the trial.

Research questions

¢« How can an RCT on the cffectiveness of vibranng
vaginal balls o improve pelvic floor muscle perfor-
mance after childbirth be prepared and performed
bese?

» How many participants would be needed for a full rial
tor rest effectiveness?

* What are women's perspectives on and experiences
with the interventions and the trial?

o [s there any harm asseciared with the experimental
intervention?

Objectives

Derermine feasibility of a furure full rrial
Explore different recruitment serategies
Test appropriate ouUCome Measures

Determine  descriptive  characteristics of the  furure
RCTs ourcome measures

Explore effece sizes

Increase clinical experience with the experimental inter-

VEnTon

Collect harms-related dara of the experimental inter-
vention

Increase knowledge on the theorerical basis of the
experimental intervention

Investigate women’s perspectives om and experiences
with the interventions and the trial

Derermine  concordance with the interventions and
ideneify any adaprations needed to increase this

Assess staff, time and budget necessary for a full RCT

Design/methodology

The study will be a single blind, randomised controlled fea-
sibility trial with two parallel groups (use of vibrating vagi-
nal ball versus pelvic floor muscle exercises).

Sample

The opportunity and volunteer sample in Vienna will be
hospital and communiry based. The inclusion and exclusion
criteria, selected o include healthy women, contral for con-
founding factors, minimise the risk of infection and for

@ 20E John Wiley & Sons Lad
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in Table 1.
Recrnioment will be explored via different roures:

# Postnatal wards of Vienna General Haospital

& Delivery suire of Vienna General Haospiral

pragmatic and ethical reasons, are shown

= Community midwives

# Practices of ohstetrician-gynaccologists

« Midwifery Centre Vienna (Hebammenzentrum Wien)
and Manaya (parenting centre)

» Relevant websites (eg. the Austrian Midwifery Board
wehbsite, or faceboak)

Professionals ar the different sites will approach eligible
women, or leaflers will be placed. If possible, a potential
participant’s phone number is noted so thar CO can
actively approach her, otherwise women have o approach
the researcher themselves. Web recruitment also relies on
self recruitment of women. If a woman's interest and
cligibility is confirmed at an initial conract with CO (mostly

Table 1 Inclusion and exclusion criteria.

Inclusion criteria
®» Women from & weeks to & months after vaginal childbirch
(at beginning of intervention)
# Term birth, i.e, 37+ 0 or more weeks of gestation
® & weeks postpartum check by ohstetrician-gynaecologist
petformed and woman discharged from postpartum care
with diagnostic findings appropriate o this pericd afrer
childbireh
# Lochia have ceased
® Ower the age of 18 with eapacity 1o consent
» Sufficient knowledge of written and spoken German to be
able to participate in che study
* Baby alive/not seriously ill
Exclusion criteria
® Currently enrolled in pelvie floor muscle wraining with
physiotherapist, midwife or fitness trainer
Status post perineal tear 3rd or 4th degree at most recent
arth
Status oSt Continente surgery
Current pelvic floor or gynaccological surgery
Current infection of genitournnary tract
Recurrent (=5 infectious episodes during last 12 months) or
chromie (=3 weeks duration of single episode in last
12 maonths) vaginal infecrions
» Meuromuscular conditions influencing pelvic floor muscle
function (e.z. multiple sclerosis)
Major medhcal condition infleencing infections risk (dia-
betes, imrmtne suppressive therapy, HIV infection ete.)

Corrently on medication that could interfere with reatment

-

LI

or evaluation

Cuarrently enrolled in any other research study
Pregnancy {also commencing during parncipation| or
pregancy planned within the study persiod
Rerention of ball is impossible

= [nability o perform the proposed procedures

-
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a phone call), she is sent an informationfconsent form via
e-mail or mail in case she does not have it yer (this depends
on recruitment routel. Mot earlier than 7-10 days after she
has received the form, the potential participant is called to
ask if she 15 still interested and to answer possible ques-
tions, If interested in parnicipation, a personal meeting
between her and CO on the venue of her choice (her home,
hespital or a public place where sufficient privacy can be
obrained) 15 arranged, earlicst afrer the 6 weeks postpartum
check by her obstetrician-gynaecologist, At this meering,
the study will be fully explained and details can be clarified.
If applicable, the participant information/consent form will
be signed and dara collection wall starr,

56 women from the accessible population are planned ro
be recruited from February 2001 5-February 2016, This sam-
ple size was based on the following ranonales for feasibility
and pilor studies:

e A sample size of 55 is recommended for pilor studies
by Sim and Lewis (2012) ro determine descriptive char-
acreristics of ourcome measures for calculation of sam-

ple size for the main trial.

Using the formula for calculating sample sizes to be
able to derermine feasibility proportions by Hooper (no
date), the derermination of a rate of =80% with a 95%
CI from 70-90 (the lowest feasibility rate in this eral,
see feasibility eriteria in Table ) requires a sample size
of 56,

Treatment assignment.  Allocation of participants to trial
groups will be done by randomisation in blocks of different

Table 2 Feasibility criteria: the full trial will deemed w be
feasible if all of the following crteria are met.

Recruitment:

w =10% of eligible persons give consent to participare in the
tral {ean only be calculated for recruimment whene
professionals will nove the number of eligible women),

P're mtervenoon data collection:

® At lease 30 of the 56 or =90% (35% CI = 80-100) of
participants attend the first pelvie floor muscle measurement
within 3 weeks of consenting ro take part in the trial.

Completion and concordance:

® At least 50 of the 56 or =90% (95% CI « 80-100) of
participants seart with the intervention within 4 days of the
initial pelvic floor muscle measurement by perineometry.

# At least 43 of the 56 or =B0% (95% CI = 70-90) of enrolled
participants keep to the assigned intervention group and
adhere adequately o the intervention,

Post intervention data collection:

o At least 43 of the 36 or =80% (95% Cl = 70-90) of enrolled
participants have the fnal data collecion within 2 weeks of
ending the mtervention,

£ 2015 John Wiley & Sons Ltd
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size. Blocked randomisation promotes an even distribution
of parnicipants, especially in small samples where only parc
of the intended sample size may be recruited as in the pro-
posed study; different size of blocks will help prevent selec-
tion bias by keeping the investigator masked to the size of
each block and thus unable o predicr allecation (Efied
2011). Te obtain more information about the experimental
imtervention {Duan 2013}, the allocation ratio 15 skewed
rowards the ball group with rwo-thirds (37) of parncipants
allocared to the experimental amd one-thied (1%) 1o the
COMPATISOo arm.

The allocarion sequence will be produced via an appro-
priate compurer programme accessible only o a research
administrator. Opaque sealed envelopes serially numbered
with the participant identification numbers and containing
the codes generared by the computer programme will be
prepared in advance. Each dime a participant is randomised
following consent by CO, the envelape with her participant
identification number will be opened.

Interventions.  The experimental intervention is the uwse of
the EC licensed pelvic floor muscle traming ball Laselle
Kegel Exerciser 28 g (Intimina 2014). The ball is inserted
imta the vagina and left for 15 minutes daily in the first
week and if well tolerared 30 minutes daily from the sec-
ond week onwards. To achieve the vibrating effect, the
balls are warn while moving — performing everyday rtasks
or going for a walk, The balls are not to be worn during
menstroation or intercourse, other contraindications are
covered in the exclusion criteria (Table 1), Derailed instruc-
tions for wse are given to participants in the information!
consent form and explained verbally by CO before signing.
The participants will neither be prohibited nor encouraged
to do the pelvic floor muscle exercises they have been rec-
ammended by their health pracritioners,

Table 3 summary of data collection.

Comparison will be made to basic usual care afeer child-
birth in Austria, which is the routine recommendarion o
do pelvic floor muscle exercises. Although courses for
supervised pelvic floor musele training for women afer
childbirth are available, many women do not attend and if
they do, costs are not defrayed by the health insurance sys-
tem. Participants will be asked to continuefstare the pelvic
flesor muscle exercises they routinely were recommended by
customary wrirten inseructions from cheir health profession-
als afeer birch, If women have nor been given an instruction
sheet, they will be given one designed for this study and the
techniques will be explained to them. There are no con-
rraindications to this intervention.

Dration of the imterventions is projected for 12 weeks,
in accordance with the recommended pelvic floor muscle
traiming duration for urinary incontinence in the UK NICE
guidelines (Mational Collaborating Centre for Women's and
Children’s Health 2013) and with Glavind (2001). To chart
concordance, participants will be asked to keep a training
diary to note iffhow long the ball was worn or iffhow ofren
the exercises were performed. Concordance is defined as
adequate when at least 80% (in days) of the prescribed
exercise sessions have been completed. This diary 15 also
likely to enhance participants” retention in the swdy and
concordance with the intervention, as well as planned
phone calls for adverse events monitoring.

Data collection. Table 3 summarises which data will be
collected when and how. All excepr one of the data collec-
fon tools have been designed specifically for this study.
The quesnionnaire o collect participant reported  pelvic
floor outcome measures contains a self-designed section
with measures of pelvic floor muscle performance and vagi-
nallbowel symptoms taken from the pelvic floor question-
naires by Dierz er al, (2012), Thibault-Gagnon er al, (2014)

Variable(s) Timepoine

Method of collection

Feasibility variables (see criterin in Table 2)
trial dara collection

Staff, ime, and budget necessary Throughour study

Baselne vanables

Participant reported pelvic floor
GUECHITE MEAsUres

Technically assessed pelvic floor muscle
performance

Women's perspectives and experiences

Concordance
Adverse events/harm

Throughour study
Throughour study

Throughout study and at the end of
biefore the ntervennon

fiefore and afrer the interventon
Before and after che intervention

befare and after the intervention
OR after the intervention g

Caleulation

Maoting down in a list, calculation

Structured interview

Strucrured questionnaire te be completed
by participant

Physiolegical measurement by perineometry

Strucrured interview OR structured ancnymans
iomnaire

Training diary
Phone interviews, question in final interview/survey,
sclf-reporting by participants

904
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and Bassler and Kempkenstetfen (2009} [consent from
aurhors obrained). Original questions were adapred o suir
the purpose of this study, in consideration of parient and
public involvement (PPL see below) input and to enable a
consistent questionnaire design. Tt also includes the vali-
dared German International Consultarion on Inconrinence
Muodular Questionnaire — Urinary Incontinence Shore Form
(ICIQ-UL SF} {Avery et al. 2004). Perincometric measure-
ments comprise vaginal resting pressure, maximum pressure
and endurance. Correctly performed in a standardised man-
ner, they have been shown to be valid and reliable (Bo
et al. 19%0a,b, Hundley ef al. 2005, Frawley et al. 2008).
Study documents will be made available with the report of
the seudy irself.

Blinding (masking) of participants, personnel and out-
come assessors is recommended ro avoid risk of bias in clin-
ical rrials (Higgins er al. 2011), To avoid detection bias, the
assessor measuring pelvic floor muoscle performance will be
masked in this study by withholding allocation information
by asking parricipants not to reveal cheir intervention dur-
ing measurement. Masking of participants (by withholding
information about the alternative options] would make the
trial flow more complicated with this intervention and there
is a large risk of unmasking as mothers might meet and alk
to each other. Therefore, participants are not masked. CO,
assigning parcicipants to interventions, explaming proce-
dures, doing baseline data and participant reported our-
come data collection and interviews, as well as analysis,
will mot be masked.

Tahle 4 shows the study flow from a participant’s view.
18 women of the vaginal ball group and 10 of the exer-
cises proup will be interviewed by structured inmterviews
betore the intervention to examine their views on the
imervention and the trial and afrer the intervention o
gain their perspectives on and now experiences with the
intervention and their participation in the trial. From these
imterviews, a questionnaire will be developed o anony-
mously survey the following participants and tw pilor it
for the main trial,

The 28 survey participants will he offered the question-
naire  to complere  afeer their last meeting  with  the
researcher. [f the participant has Internet access, she will be
given the online link to complete the electronic version of
the questionnaire, Otherwise, it will be handed our in paper
form with an addressed and stamped envelope and expected
to be sent back via mail. Two global text message remin-
ders will be sent 1 and 2 weeks later to enhance response
rate {Questionlro Survey Software 20135), Feasibilicy vari-
ables will be calculated according to the criteria in Table 2.
Any woman who does not wish to participate or asks to

£ 2015 John Wiley & Sons Ltd
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withdraw from the study will be given an opportunity to
give her reasons for doing so.
Data management and analysis.  Data will be collecred on
paper or via online forms created via formAssembly at City
University London and will subsequently be entered into a
compurer database. To avoid entry errors, data will be dou-
ble-checked om a later day. Data will be processed and
analysed uwsing the currendy available versions of Excel
andfor SPSS (IBM Corporation 2012713), with support
from a statistical advisor,

Feasibility criteria and resources calculation wall be anal-
ysed descriptively, as well as baseline data, concordance
and pelvic floor outcome measures, Groups will be com-
pared by appropriate tests in a superiority analysis. Due o
the nature of a feasibility trial, there will be no hypothesis
testing {Eldridge 2003, Peasibility and Pilot Srudies no year)
and the results from statistical tests are not planned w be
published except in the doctoral thesis. For continuous
data, these will be repeated measures analysis of variance
{amova) or independent t-rest for paramerric and linear
regression amalysis or Mann-Whitmey U rese for nonpara-
metric data respectively. For dichotomous dara, these will
be logistic regression or Fisher's exact test. If a large imbal-
ance between groups is found for a confounding factor, sta-
tistical adjustment will be made by using ancovas for the
planned anovas, or by using stratified analyses for the other
tests, The intention-to-treat analysis will exclude partici-
pants who are found o be imeligible after randomisation.
Missing values will be dealt with according to their nature
and with the technique appropriate to the reason why they
are mussing. The findings from chese group comparisons are
intended to refine hypotheses and better understand the
needs of a full trial in terms of best primary outcome mea-
sure and sample size calewlarion,

Qualitative data will be processed and analysed following
the principles of processing qualitative survey data given by
Oppenheim (200400, They will thus be either precoded, or
content analysis will create codes for answers to open ques-
tions and categorise answers into these codes to condense
informatian.

Ethical considerations

The echical principles (according to the World Medical Asso-
ciation 2013) of doing no harm, participants’ right to auton-
omy, information and data proection, as well as safety of
the researcher were considered. The study was approved by
the relevant ethics commirtees (Table 5). The trial will be
conducted in accordance with the research protocol and any

05
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Table 5 Ttems from the World Health Organization trial registration data sct.

Frimary registry and trial identifying number

[rate of registration in primary regisery
Secomdary identifying numbers

Semree(s] of monctary or magerial support

Primary sponsor

Secondary sponsor

Contace for public querics

Contact for seientific queries
Public ritle

Scientific ntle
Country of recruitment

Health condition or problem soudicd
Interventions

Key inclusion and exclusion critenia
Soudy type and design

www.clinicalrrials.gov

NCT02355327

January 2015

Lead Ethics Committee: Ethics Commiteee of the Medical University of Vienna,
1704/201 4 (Oetaber 2014)

Erhics Commitree: Senate Rescarch Erhics Committee of Gity University London,

SREC 14-15 02 D 02 12 2014 (January 2015}

City University London

Naorthampton Square

London EC1V OHB

United Kingdom

Medimnische Unversitar Wien (Medical Universicy of YVienna)

Spitalgasse 23

1030 Wien

Austria

City University Landon

Northampton Square

London FC1V OHB

United Kingdom

Medizinische Universitie Wien (Medical University of Vienna)

Spitalgasse 23

1090 Wien

Austria

Claudia Oblasser

School of Health Sciences

Ciry Umiversity London

1 Myddelton Streer

Laondon BCIR 1UW

Tel: +{0) 20 7040 8337

E-mail: ¢laudia oblasser, 1Ecey.ac,uk

As ahove

Feasibiliry study on the effectiveness of vibrating vaginal balls ro improve pelvic floor
muscle performance in women afrer childbirth [translared from German|

Feasibility trial on the effectiveness of vibrating vaginal balls to improve pelvic floor muscle
performance in women after childbirth

Ausria

Pelvic floor health afrer childbirth

# Experimental device: Laselle Kegel Exerciser

Participants use a vibrating pelvic foor muscle training ball for 12 weeks, The ball 1=

nserted inte the vagina and lefe for 15 minutes daily in the first week, and if well

wlerated 30 minutes daily from the seeond week onwards. To achieve the vibrating

effect, the ball is worn while moving — performing everyday tasks or going for a walk.

Active behavioural control: Pelvic floor muscle exercises

Participants get usual care after childbirth, which is the routine recommendation of

pelvic floor muscle exercises. Pasticipants will he asked to continuelstart the

pelvic flosr muscle exercises they routinely weee recommended by customary written

-

instrucrions from their health professionals afrer birth.
# [ntervention duration for this study 15 12 weeks,
See Table 1
Study type: interventional
Allocanon: randomised
Intervention Medel: parallel assignment
Masking: single bhnd {outcome assessorl
Purpasse: feasibility trial

£ 2015 John Wiley & Sons Ltd
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Table 5 (Continued).

Date of first enrollment February 2005
Targer sample size i6
Recruirment status Recruiring
Primary outcomes * Feasibil
recruitment)
-

ty as measured by recruitment rare {Timepoine: within 4 weeks of ending

Feasibility as measured by pre intervention pelvic floor muscle measurement attendance

rate (Timepoine: within 4 weeks of ending data collection)

Feasibility as measured by start of intervention rate {Timepoine: within 4 wecks of

ending data collestion]

data collection)

data collection)

Feasibility as measured by revention rate (Timepoint:

Feasiblity as measured by concordance rare (Timepome: within 4 weeks of ending

thin 4 weeks of ending

Feasibility as measured by post intervention data collection attendance rate (Timepeoint:

within 4 weeks of ending data eolleetion)

collection)

collection)

data collection)

Key secondary outcomes

Feasibility as measured by budget necessary {Th

Feasibility as measured by staff necessary (Timepoint: within 4 weeks of ending dara

Feasibility as measured by time necessary (Timepoint: within 4 weeks of ending data

epaint: within 4 weeks of ¢

ing

Participant reported pelvic floor muscle outcomes as measured by structured

questionnaire (Timepoant: within 3 weeks before the intervennon|

Partcipant reported pelvic floor muscle outcomes as measured by stracoured

questionnaive (Timepoint: within 2 weeks after the inrervention)

Pelvic flsor muscle performance as measured by perineomerry [Timepoint: within

4 days before the mtervention| - by masked assessor

Pelvie floor muscle performance as measured by perineometry (Timepoing: within

2 weeks after the intervention) — by masked assessor

Women's perspectives and experiences as measured by strucrured interviews

(Timepoine: within 3 weeks before the intervention) — 28 of 56 women

Women's perspectives and experiences as measured by structured interviews

{Tumepoint: within 2 weeks after the intervention) — same 28 of 56 women as for

Previous ourcome measure

Women's perspectives and experiences as measured by structured anonymous

questionmarre [Timepoint: within 3 weeks after the intervention] — 28 of 56 women
(those not ncluded m the two previous outcome measures|

Coneordance o interventions as measured by training diary (Timepoint: at time of

inrervention [12 weeks))

Type. severity and number of adverse evenrs as measured by active and passive

surveillance (interview, self-report) (Timepoint: at ime of intervention 112 weeks))

Type, severity and number of adverse events as measured by active and passive

surveillance (interviewiquestionnaire, self-report) [Timepoint: up to 1 year alter
end of intervention| — first 28 of 56 women: interview, second 28 of

56 women: questionnaire

amendments if needed, will be clarified with the ethics com-
mittees and communicated ac the wrial registry.

Participants must provide written  informed  consent.
This will be obtained by CO in a personal meeting with
each prospective parucipant, afrer having allowed her
encugh time to read the informationdconsent form and o

reflect about participation and after thorough discussion of

S8

all unclear issues. The consent form was created according
tw the emplate by the lead ethics commimee and is kept
in lay language. Confdential secure handling of personal
data is regulared by the Awstrian Dara Protection Act
{Bundeskanzlerame Osterreich 2015) and by City Univer-
siey London's  requirements  for and

rErEntion, access

storage of the data.
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Safety of medical devices wsed

Laselle Kegel Exercisers by Intimina/LELO are of body-safe,
phthalate-free FDA-approved silicone and ABS (Intimina
2014) and they are a EWWEEC licensed medical device class
1 {Council Directive 93/M42/EEC), as is the vaginal measure-
ment probe. The handheld microprocessor of the measure-
ment device Peritron™ {from Laborie) does not have a CE
mark. However, the Pericron™ has already been used in
other studies,

Adverse effects of interventions
The use of vaginal pelvic floor balls seems to be a safe
method of traming. In the stodies thar mention adverse
effects of balls or cones, these are rare and not serious. In a
German  pharmaceutic consumer survey on the Lasclle
Kegel Exercisers (Test-Club-Bericht  2013), no  adverse
effects were reported (cave: consumer journall, Glavind
{2001), wsing another (double) model of vibrating vaginal
balls, described a slight vaginal irritation in ane of her ten
participants. In cheir systemartic review on weighred vaginal
comes, Herbison and Dean (2013} mention discomfort and
bleeding as reasons for women dropping out of treatment.
Another adverse effect identified with cones is occasional
musele soreness ar the beginning of the training (Fischer
et al, 1996), and Bo er al. (1999) reported one woman with
abdominal pain and two with vaginitis (out of 29). How-
ever, Glavind {2001) and Be et al. (1999 included women
up o 59 and 70 years, respectively, which might influence
adverse effects. An Austrian physiotherapist having been
working with pelvic flaor traming balls since 15 years con-
firms that some women have experienced bleeding, bur she
never has seen a case of vaginal infection (Udier 2014).
Pelvic floor muscle exercises seem to be a safe method of
traiming, although the majonty of studies do not consider
reporting adverse effects (Boyle er al. 2012, National Caol-
laborating Centre for Women's and Children’s Health
2013). In one study with 107 parvicipants, pain (once} and
an uncomfortable feeling during exercise (three nimes) were
identified as adverse effects {Lagro-Janssen et al. 1992), The
pelvic Hoor measurement pertormed for this study is not
known to carry any risks and there is no report abour pain
in any of the studies reviewed using this device,

Adverse events

Expected adverse events in the experimental group are dis-
comfort, slight muscle soreness or pain (from too much
rrainingl, slight vaginal bleeding (rarely), vaginal irritarion
(very rarely} or infection {very rarely). Expected adverse
events in the comparison group are an uncomfortable

£ 2015 John Wiley & Sons Ltd
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feeling during exercise (rarely) or pain (very rarely). A pol-
icy of active and passive surveillance will be applied o
monitor expected and unexpected adverse events after
uptake of the assigned intervention:

« Parricipants will be informed in oral and written form
about potential adverse effects and their warning signs.

* To check for adverse cvents, participants will be
phoned at fixed intervals. The content of the call is
standardised and the conrtacrs will be documented,

* Adverse events assessment is part of the final interview
and survey questionnaire.

Transfer to necessary care will be arranged should the
need arise, and termination of participation will be recom-
mended to a participant when there is vaginal infection,
occurrence of repeared bleeding, or pregnancy. Adverse
events recording will comprise type, severity and number of
all events for all participants and will be reported according
to interventions. Serious adverse events (SAEs), as defined
by the guidance for clinical safery dara management (Furo-
pean Medicines Agency 1995) and urgent safery measures
will be reported to both research ethics committees.

Patient and public involvement

In planning the methodological features of this feasibility
trial, six women having given birth were consulted as part
of the recommended PPl process (Matonal Institute for
Health Research no date). The ethnic background of these
waomen was Somali, Bricish White and Auvstrian Whire.
Consulcanon meetings were held berween March and July
2014, Study issues in question at the time of meeting were
discussed with the women, such as where best o recruit
participants, their potential worries, number and kind of
study contacts, or acceprabilicy of the experimental imter-
vention and outcome measurements. Their sugpestions were
e.g. to stress the importance of the research oo potential
participants, thar Muslim women might not want o use a
vaginal ball, to ask a female person for pelvic floor muscle
measurement, or to prepare a paper questionnaire for
wamen who do not have Interner access. Two women
checked the appropriateness and comprehensibility of study
decuments for participants.

Validity and reliability/rigour

As advised for the chosen design (Eldridge 2013, Feasibality
and Pilot Stwdies no year, Williams & Lecouturier no
year), the srudy has clear feasibility aims and pre-defined
progression eriteria and there will be no hypothesis testing.
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A scientifically justified caleulation of the sample size tor
pilotfeasibility smudies (Sim & Lewis 2012, Hooper no
date) derermined the appropriate number of participanes,
whe are specified via inclusion and exclusion criteria. The
key clements ensuring validity and reliability of the future
randomised controlled trial — random group allocation,
allocation concealment and masked assessment (Meinert
2012) — are applied. Even if the participants and researcher
will be aware of group allocanon, allocarion can be con-
cealed from the masked outcome assessor, The use of twa
methods of data collection — participant reported pelvic
floor outcomes and technical measurement — in the same
sty and the same research approach will enhance our-
come information on the variable pelvic floor muscle per-
formance by methodological triangulation (Denzin 2009).
The ICIQ-UL SF is a validared questionmaire and rhe peri-
neomerric measurements are valid and reliable. The gquanti-
tative research results will be complemented by gualitative
data to take into account participants’ points of view and
experiences, Instruments developed for this study were sub-
mitted o a PP process and will be tested further during the
current study. PPI work also informed the other features in
the preparation of the study. Dara entered manually from
collection forms into the computer database will be checked
on a later day to avoid entry errors. Confounding variables
will be controlled for by considering them as co-variables
in the analysis. As this is a feasibility wial, a data monitor-
ing committee is not needed. The compilation of chis erial
protocol and the present report correspond to the SPIRIT
guidelines {Chan er al. 2013).

Registration, reporting and dissemination

The trial was registered based on the protcol version 2
fram 19 Ocrober 2004 The regiscration items from the
Waorld Health Organization Trial Registration Data Set
(WHO 2013) are presented in Table 5. Reporting and dis-
semination of the results is planned via completion of the
thesis, professional comferences, publications in appropriate
journals and ww (PPI) participants. Authorship eligibility
guidelines as recommended by the Intermational Commitree
of Medical Journal Editors (2015) will apply.

Discussion

The proposed feasibiliey erial will collect information to
prepare a future RCT. The novel aspect of this study, as far
as known, is that the proposed study is the first one o look
art the use of vibrating vagimal balls specifically during the
and  gualitative

postpartum  period.  The  guantitative

910

information gained from this feasibility trial will be useful
for midwives, nurses, other health pracritioners and women
after childbirth to help with promotion of pelvic floor
health. By testing the planned processes it will also be use-
ful for research in setting the hasis and enhancing the rigour
of the confirmarory future RCT 1o derermine the effective-
ness of the device of interest.

Limitations

A limitation inherent in the proposed research design is that
no results about the cffectivencss of the device rescarched
will be available after completion of this study., The
planned non-probability sampling approach of an opportu-
nity and volunteer sample at a single city will reduce gencr-
alisibility of the results, Participants cannot be masked for
the researched interventions and contamination of interven-
tions might be found. 12 weeks may proof an intervention
period oo long for participants and concordance thus may
be difficult to achieve,

Conclusion

The results of this erial will provide information about the
features and feasibility of a future RCT concerning issues of
rrial design, recruitment, interventions, methods of mea-
surement, data collection and data analvsis, They will also
provide information abeut any potential harms and partici-
pants’ views of and expericnces with the interventions and
participating in a ceial of ir,

The interpretation and discussion will focus on feasibil-
ity, taking into account the stated feasibility criteria
(Table 2), sources of parential bias or imprecision, and
barriers or facilitators o participation and concordance, It
will be concluded that the planned full RCT to determine
the cftectiveness of vibratng vaginal pelvic floor muscle
reaiming halls is feasible as planned, feasible wicth modifica-
tons or not feasible. If not feasible, the realisarion of a
full RCT must he abandoned. If feasible with modifica-
rions, necessary protocol alrerations for the full scale crial
based on the results of the feasibility trial will be clearly
stated. If feasibility is shown, funding for the full erial will
be sought.
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Appendix D: Systematic review search strategies

Table 1 Cochrane Central Register of Controlled Trials (CENTRAL)

Search interface

Ovid

Search strategy

1. (post part* or postpart* or post natal* or postnatal* or "lying in" or
puerper* or childbirth* or birth* or deliver*).mp. [mp=title, original title,
abstract, mesh headings, heading words, keyword]

2. Postpartum Period/

3.1or2

4. (cone* or ball or balls or beads or Kegel exerciser* or weight* or
device* or aid or aids).mp. [mp=title, original title, abstract, mesh
headings, heading words, keyword]

5. resistance training/

6.40r5

7. (pelvic floor or pelvic hammock or pelvic muscle* or pelvic musculature
or vaginal muscle* or vaginal musculature or circumvaginal muscle* or
circumvaginal musculature or perivaginal muscle* or perivaginal
musculature or levator or pubococcyge* or pelvic diaphragm or perine* or
Kegel).mp. [mp=title, original title, abstract, mesh headings, heading
words, keyword]

8. Pelvic Floor/

9. Perineum/

10. 7or8o0r9

11. (train* or exercis* or educat* or re-educat* or reeducat* or rehabilitat*
or restor* or conditioning).mp. [mp=title, original title, abstract, mesh
headings, heading words, keyword]

12. exercise/

13. exercise therapy/

14. Rehabilitation/

15.11or12o0r130r 14

16. 10 and 15

17. 6 0r 16

18. (pelvic floor or pelvic hammock or pelvic muscle* or pelvic
musculature or vaginal muscle* or vaginal musculature or circumvaginal
muscle* or circumvaginal musculature or perivaginal muscle* or
perivaginal musculature or levator or pubococcyge* or pelvic diaphragm
or perine*).mp. [mp=title, original title, abstract, mesh headings, heading
words, keyword]

19.8or9or 18

20. (performance or strength* or pressure or endurance or tone or toning
or tonus or function* or activity or force or power or contraction* or
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contractility or stiffness).mp. [mp=title, original title, abstract, mesh
headings, heading words, keyword]

21. muscle strength/

22. Muscle Tonus/

23. Muscle Contraction/

24. physical endurance/
25.200r21or220r230r24
26. 19 and 25

27. (urinary stress incontinence or stress urinary incontinence or urinary
incontinen* or stress incontinen* or effort incontinen* or involuntary
urination or leaking of urine or leakage of urine or urinary leak* or urine
leak* or urinary continen*).mp. [mp=title, original title, abstract, mesh
headings, heading words, keyword]

28. exp Urinary Incontinence/
29. 27 or 28

30. 26 or 29

31.3and 17 and 30

Table 2 PubMed

Search interface

https://www.ncbi.nim.nih.gov/pubmed/

Search strategy

“all fields”

((((post part* OR postpart* OR post natal* OR postnatal* OR "lying in"
OR puerper* OR childbirth* OR birth* OR deliver* OR "Postpartum
Period"[Mesh:NoExp]))) AND ((((cone* OR ball OR balls OR beads OR
Kegel exerciser® OR weight* OR device* OR aid OR “aids” OR
"Resistance Training"[Mesh]))) OR (((("pelvic floor" OR "pelvic
hammock" OR pelvic muscle* OR "pelvic musculature" OR vaginal
muscle* OR "vaginal musculature" OR circumvaginal muscle* OR
"circumvaginal musculature” OR perivaginal muscle* OR "perivaginal
musculature" OR levator OR pubococcyge* OR "pelvic diaphragm" OR
perine* OR Kegel OR "Pelvic Floor'[Mesh] OR "Perineum"[Mesh]))) AND
((train* OR exercis* OR educat* OR re-educat* OR reeducat* OR
rehabilitat* OR restor* OR conditioning OR "Exercise"[Mesh:NoExp] OR
"Exercise Therapy"[Mesh:NoExp] OR “Rehabilitation"[Mesh:NoExp] OR
"Education"[Mesh:NoExp]))))) AND (((((("pelvic floor" OR "pelvic
hammock" OR pelvic muscle* OR "pelvic musculature" OR vaginal
muscle* OR "vaginal musculature” OR circumvaginal muscle* OR
"circumvaginal musculature” OR perivaginal muscle* OR "perivaginal
musculature” OR levator OR pubococcyge* OR "pelvic diaphragm” OR
perine* OR "Pelvic Floor"[Mesh] OR "Perineum"”[Mesh]))) AND
((performance OR strength* OR “pressure” OR endurance OR tone OR
toning OR tonus OR function* OR “activity” OR force OR “power” OR
contraction* OR contractility OR stiffness OR "Muscle
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Strength"[Mesh:NoExp] OR "Physical Endurance"[Mesh:NoExp] OR
"Muscle Tonus"[Mesh] OR "Muscle Contraction"[Mesh:NoExp])))) OR
((“urinary stress incontinence” OR “stress urinary incontinence” OR
urinary incontinen* OR stress incontinen* OR effort incontinen* OR
“involuntary urination” OR “leaking of urine” OR “leakage of urine” OR
urinary leak* OR urine leak* OR urinary continen* OR "Urinary
Incontinence"[Meshy)))) Filters: Humans

Table 3 Embase

Search interface

Ovid

Search strategy

1. (post part* or postpart* or post natal* or postnatal* or lying in or
puerper* or childbirth* or birth* or deliver*).mp. [mp=title, abstract,
subject headings, heading word, drug trade name, original title, device
manufacturer, drug manufacturer, device trade name, keyword]

2. puerperium/

3.1lor2

4. (cone* or ball or balls or beads or Kegel exerciser* or weight* or
device* or aid or aids).mp. [mp=title, abstract, subject headings, heading
word, drug trade name, original title, device manufacturer, drug
manufacturer, device trade name, keyword]

5. resistance training/

6.40r5

7. (pelvic floor or pelvic hammock or pelvic muscle* or pelvic
musculature or vaginal muscle* or vaginal musculature or circumvaginal
muscle* or circumvaginal musculature or perivaginal muscle* or
perivaginal musculature or levator or pubococcyge* or pelvic diaphragm
or perine* or Kegel).mp. [mp=title, abstract, subject headings, heading
word, drug trade name, original title, device manufacturer, drug
manufacturer, device trade name, keyword]

8. pelvis floor/

9. perineum/

10. 7or8o0r9

11. (train* or exercis* or educat* or re-educat* or reeducat* or rehabilitat*
or restor* or conditioning).mp. [mp=title, abstract, subject headings,
heading word, drug trade name, original title, device manufacturer, drug
manufacturer, device trade name, keyword]

12. 10 and 11

13. pelvic floor muscle training/

14.12 or 13

15.60r 14

16. (pelvic floor or pelvic hammock or pelvic muscle* or pelvic
musculature or vaginal muscle* or vaginal musculature or circumvaginal
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muscle* or circumvaginal musculature or perivaginal muscle* or
perivaginal musculature or levator or pubococcyge* or pelvic diaphragm
or perine*).mp. [mp=title, abstract, subject headings, heading word, drug
trade name, original title, device manufacturer, drug manufacturer,
device trade name, keyword]

17.8or9or 16

18. (performance or strength* or pressure or endurance or tone or toning
or tonus or function* or activity or force or power or contraction* or
contractility or stiffness).mp. [mp=title, abstract, subject headings,
heading word, drug trade name, original title, device manufacturer, drug
manufacturer, device trade name, keyword]

19. muscle strength/

20. muscle tone/

21. muscle contraction/

22. endurance/

23.18 0or 19 or 20 or 21 or 22

24. 17 and 23

25. (urinary stress incontinence or stress urinary incontinence or urinary
incontinen* or stress incontinen* or effort incontinen* or involuntary
urination or leaking of urine or leakage of urine or urinary leak* or urine
leak* or urinary continen*).mp. [mp=title, abstract, subject headings,
heading word, drug trade name, original title, device manufacturer, drug
manufacturer, device trade name, keyword]

26. urine incontinence/ or mixed incontinence/ or stress incontinence/ or
urge incontinence/

27.25 or 26

28. 24 or 27

29. 3 and 15 and 28

30. limit 29 to (human and exclude medline journals)

Table 4 Maternity and Infant Care Database

Search interface

Ovid

Search strategy

1. (post part* or postpart* or post natal* or postnatal* or lying in or
puerper* or childbirth* or birth* or deliver*).mp. [mp=abstract, heading
word, title]

2. Puerperium.de.

3. Postnatal period.de.

4.1or2o0r3

5. (cone* or ball or balls or beads or Kegel exerciser* or weight* or
device* or aid or aids).mp. [mp=abstract, heading word, title]

6. (pelvic floor or pelvic hammock or pelvic muscle* or pelvic musculature
or vaginal muscle* or vaginal musculature or circumvaginal muscle* or
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circumvaginal musculature or perivaginal muscle* or perivaginal
musculature or levator or pubococcyge* or pelvic diaphragm or perine* or
Kegel).mp. [mp=abstract, heading word, title]

7. Pelvic floor.de.

8.6o0r7

9. (train* or exercis* or educat* or re-educat* or reeducat* or rehabilitat*
or restor*).mp. [mp=abstract, heading word, title]

10. Exercise.de.

11.9o0r 10

12.8and 11

13. Pelvic floor exercises.de.

14. Kegel exercises.de.

15.50r12o0or13o0r 14

16. (pelvic floor or pelvic hammock or pelvic muscle* or pelvic
musculature or vaginal muscle* or vaginal musculature or circumvaginal
muscle* or circumvaginal musculature or perivaginal muscle* or
perivaginal musculature or levator or pubococcyge* or pelvic diaphragm
or perine*).mp. [mp=abstract, heading word, title]

17.7 or 16

18. (performance or strength* or pressure or endurance or tone or toning
or tonus or function* or activity or force or power or contraction* or
contractility or stiffness).mp. [mp=abstract, heading word, title]

19. Physical endurance.de.

20. 18 or 19

21. 17 and 20

22. (urinary stress incontinence or stress urinary incontinence or urinary
incontinen* or stress incontinen* or effort incontinen* or involuntary
urination or leaking of urine or leakage of urine or urinary leak* or urine
leak* or urinary continen*).mp. [mp=abstract, heading word, title]

23. Urinary incontinence.de.

24.22 or 23

25.210r24

26. 4 and 15 and 25

Table 5 CINAHL

Search interface

EBSCO host

Search strategy

e Limiters: Human
e Search modes: Boolean/Phrase

S1: ( “post part™ OR postpart* OR “post natal*” OR postnatal* OR "lying
in" OR puerper* OR childbirth* OR birth* OR deliver* ) OR ( (MH
"Puerperium™) OR (MH "Postnatal Period") )
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S2: ( cone* OR ball OR balls OR beads OR “Kegel exerciser*” OR
weight* OR device* OR aid OR aids ) OR (MH "Resistance Training")

S3: ( "pelvic floor" OR "pelvic hammock" OR “pelvic muscle*” OR "pelvic
musculature" OR “vaginal muscle® OR "vaginal musculature" OR
“circumvaginal muscle*” OR "circumvaginal musculature" OR
“perivaginal muscle*” OR "perivaginal musculature” OR levator OR
pubococcyge* OR "pelvic diaphragm” OR perine* OR Kegel ) AND (
train* OR exercis* OR educat* OR re-educat* OR reeducat* OR
rehabilitat* OR restor*

S4: (MH "Kegel Exercises")
S5: S2 OR S3 OR S4

S6: ( "pelvic floor" OR "pelvic hammock" OR “pelvic muscle*” OR "pelvic
musculature" OR “vaginal muscle*” OR "vaginal musculature" OR
“circumvaginal muscle*” OR "circumvaginal musculature" OR
“perivaginal muscle* OR "perivaginal musculature" OR levator OR
pubococcyge* OR "pelvic diaphragm” OR perine* ) OR ( (MH "Pelvic
Floor Muscles™) OR (MH "Perineum") )

S7: ( performance OR strength* OR pressure OR endurance OR tone
OR toning OR tonus OR function* OR activity OR force OR power OR
contraction* OR contractility OR stiffness ) OR ( (MH "Muscle Strength")
OR (MH "Muscle Tonus") OR (MH "Muscle Contraction") OR (MH
"Physical Endurance") )

S8: S6 AND S7

S9: ( “urinary stress incontinence” OR “stress urinary incontinence” OR
“urinary incontinen*” OR “stress incontinen*” OR “effort incontinen*” OR
“involuntary urination” OR “leaking of urine” OR “leakage of urine” OR

“urinary leak™ OR “urine leak™ OR “urinary continen*” ) OR (MH "Urinary
Incontinence+")

S10: S8 OR S9
S11: S1 AND S5 AND S10
S12: S1 AND S5 AND S10

Table 6 PEDro

Search interface

https://search.pedro.org.au/advanced-search

Search strategy

e Body part: perineum or genito-urinary system
e Subdiscipline: continence and women’s health
¢ Method: clinical trial

Abstract&Title search for each of these terms:

post part*, postpart*, post natal*, postnatal*, "lying in", puerper*, *birth,
Birth*, deliver*
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https://search.pedro.org.au/advanced-search

Table 7 POPLINE

Search interface

http://www.popline.org/advancedsearch

Search strategy

TITLE: cone OR ball OR beads OR Kegel OR weight OR weight* OR
device OR aid OR "pelvic floor" OR "pelvic hammock" OR “pelvic
muscle” OR "pelvic musculature" OR “vaginal muscle” OR "vaginal
musculature" OR “circumvaginal muscle” OR "circumvaginal
musculature" OR “perivaginal muscle” OR "perivaginal musculature" OR
levator OR pubococcyge* OR "pelvic diaphragm” OR perine*
AND
KEYWORD: pelvis = one search

vagina = a second, separate search

postpartum women = a third, separate search

Table 8 AMED

Search interface

Ovid

Search strategy

1. (post part* or postpart* or post natal* or postnatal* or lying in or
puerper* or childbirth* or birth* or deliver*).mp. [mp=abstract, heading
words, title]

2. (cone* or ball or balls or beads or Kegel exerciser* or weight* or
device* or aid or aids).mp. [mp=abstract, heading words, title]

3. (pelvic floor or pelvic hammock or pelvic muscle* or pelvic
musculature or vaginal muscle* or vaginal musculature or circumvaginal
muscle* or circumvaginal musculature or perivaginal muscle* or
perivaginal musculature or levator or pubococcyge* or pelvic diaphragm
or perine* or Kegel).mp. [mp=abstract, heading words, title]

4. Pelvic floor/
5. perineum/
6.30r4o0r5

7. (train* or exercis* or educat* or re-educat* or reeducat* or rehabilitat*
or restor* or conditioning).mp. [mp=abstract, heading words, title]

8. Exercise/

9. Exercise therapy/
10. Rehabilitation/
11.7or8o0r9or10
12. 6 and 11
13.2o0r12

14. (pelvic floor or pelvic hammock or pelvic muscle* or pelvic
musculature or vaginal muscle* or vaginal musculature or circumvaginal
muscle* or circumvaginal musculature or perivaginal muscle* or
perivaginal musculature or levator or pubococcyge* or pelvic diaphragm
or perine*).mp. [mp=abstract, heading words, title]
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http://www.popline.org/advancedsearch

15
16

.4or5o0rl4
. (performance or strength* or pressure or endurance or tone or toning

or tonus or function* or activity or force or power or contraction* or
contractility or stiffness).mp. [mp=abstract, heading words, title]

17.
18.
19.
20.
21.
22.

23

Muscle strength/

Muscle tonus/

Muscle contraction/

physical endurance/

16 or 17 or 18 or 19 or 20

15and 21

. (urinary stress incontinence or stress urinary incontinence or urinary

incontinen* or stress incontinen* or effort incontinen* or involuntary

uri

nation or leaking of urine or leakage of urine or urinary leak* or urine

leak* or urinary continen*).mp. [mp=abstract, heading words, title]

24
25
26
27

. Urinary incontinence/
.23 o0r24

.22 0r25

.1and 13 and 26

Table 9 Index Medicus for the South-East Asian Region (IMSEAR)

Search interface

htt

p:/limsear.li.mahidol.ac.th/

Search strategy

Browse by subiject:

e Cones and balls:

Separate search for each of these terms: cone, ball, balls, bead, beads,
Kegel, weight, weights, device, devices, aid, aids

e Pelvic floor exercises:

Separate search for each of these terms: pelvic, pelvis, vaginal,
circumvaginal, perivaginal, levator, pubococcyge*, perine*

Title search in ,Search all of IMSEAR Institutional Repository*“:

e Cones or balls:

Separate search for each of these terms: cone OR cone?*, ball OR balls,
beads, Kegel, “vaginal weight*”, “vaginal device*”, “vaginal aid” OR
“vaginal aids”

s Pelvic floor:

LTS

Separate search for each of these terms: “pelvic floor”, “pelvic

"ok nmon

hammock”, “pelvic muscle*”, "pelvic musculature”, "pelvic diaphragm",

*1 1,

“vaginal muscle*”, "vaginal musculature", circumvaginal, perivaginal,
levator, pubococcyge*, perine*
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http://imsear.li.mahidol.ac.th/

Table 10 Conference Proceedings Citation Index

Search interface

Via City University London

Search strategy

¢ Indexes=CPCI-S
e Timespan=All years

#1: TS=(“post part*” OR postpart* OR “post natal™ OR postnatal* OR
"lying in" OR puerper* OR *birth* OR deliver*)

#2: TS=(Cone OR ball OR beads OR “Kegel exerciser*” OR weight* OR
device* OR aid)

#3: TS=(("pelvic floor" OR "pelvic hammock" OR “pelvic musc*” OR
“*vaginal musc*” OR levator OR pubococcyge* OR "pelvic diaphragm"
OR perine* OR Kegel) AND (train* OR exercis* OR educat* OR re-
educat* OR reeducat* OR rehabilitat* OR restor* OR conditioning))

#4: #2 OR #3

#5: TS=(("pelvic floor" OR "pelvic hammock" OR pelvic musc* OR
*vaginal musc* OR levator OR pubococcyge* OR "pelvic diaphragm®
OR perine*) AND (performance OR strength* OR pressure OR
endurance OR tone OR toning OR tonus OR function* OR activity OR
force OR power OR contraction* OR contractility OR stiffness))

%77

#6: TS=(“urinary stress incontinence” OR “stress urinary incontinence”
OR “urinary *continen*” OR “stress incontinen*” OR “effort incontinen*”
OR “involuntary urination” OR “leak* of urine” OR “urin* leak™”)

#7: #5 OR #6

#8: #1 AND #4 AND #7

Table 11 ProQuest Dissertations & Theses Full Text

Search interface

Via City University London

Search strategy

e Textword-search

(all(cone OR ball OR beads OR weight OR device OR aid) OR (all("pelvic
floor" OR "pelvic hammock” OR "pelvic muscle*' OR "pelvic musculature”
OR "vaginal muscle*" OR "vaginal musculature" OR "circumvaginal
muscle*' OR "circumvaginal musculature" OR "perivaginal muscle*" OR
"perivaginal musculature” OR levator OR pubococcyge* OR "pelvic
diaphragm" OR perine* OR Kegel) AND (all(train* OR exercis* OR
educat* OR re-educat* OR reeducat* OR rehabilitat* OR restor* OR
conditioning) OR su.Exact("physical education” OR "exercise" OR
"rehabilitation”)))) AND (all("post part** OR postpart* OR "post natal** OR
postnatal* OR "lying in" OR puerper* OR childbirth* OR birth* OR
deliver*) OR su.Exact("postpartum period" OR "births")) AND ((all("pelvic
floor" OR "pelvic hammock" OR "pelvic muscle*' OR "pelvic musculature”
OR "vaginal muscle*' OR "vaginal musculature" OR "circumvaginal
muscle*' OR "circumvaginal musculature” OR "perivaginal muscle** OR
"perivaginal musculature” OR levator OR pubococcyge* OR "pelvic
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http://0-search.proquest.com.wam.city.ac.uk/recentsearches.recentsearchtabview.recentsearchesgridview.scrolledrecentsearchlist.checkdbssearchlink:rerunsearch/DEB9AA70D3154848PQ/None?site=pqdtglobalhealth&t:ac=RecentSearches
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http://0-search.proquest.com.wam.city.ac.uk/recentsearches.recentsearchtabview.recentsearchesgridview.scrolledrecentsearchlist.checkdbssearchlink:rerunsearch/DEB9AA70D3154848PQ/None?site=pqdtglobalhealth&t:ac=RecentSearches
http://0-search.proquest.com.wam.city.ac.uk/recentsearches.recentsearchtabview.recentsearchesgridview.scrolledrecentsearchlist.checkdbssearchlink:rerunsearch/DEB9AA70D3154848PQ/None?site=pqdtglobalhealth&t:ac=RecentSearches
http://0-search.proquest.com.wam.city.ac.uk/recentsearches.recentsearchtabview.recentsearchesgridview.scrolledrecentsearchlist.checkdbssearchlink:rerunsearch/DEB9AA70D3154848PQ/None?site=pqdtglobalhealth&t:ac=RecentSearches
http://0-search.proquest.com.wam.city.ac.uk/recentsearches.recentsearchtabview.recentsearchesgridview.scrolledrecentsearchlist.checkdbssearchlink:rerunsearch/DEB9AA70D3154848PQ/None?site=pqdtglobalhealth&t:ac=RecentSearches
http://0-search.proquest.com.wam.city.ac.uk/recentsearches.recentsearchtabview.recentsearchesgridview.scrolledrecentsearchlist.checkdbssearchlink:rerunsearch/DEB9AA70D3154848PQ/None?site=pqdtglobalhealth&t:ac=RecentSearches
http://0-search.proquest.com.wam.city.ac.uk/recentsearches.recentsearchtabview.recentsearchesgridview.scrolledrecentsearchlist.checkdbssearchlink:rerunsearch/DEB9AA70D3154848PQ/None?site=pqdtglobalhealth&t:ac=RecentSearches
http://0-search.proquest.com.wam.city.ac.uk/recentsearches.recentsearchtabview.recentsearchesgridview.scrolledrecentsearchlist.checkdbssearchlink:rerunsearch/DEB9AA70D3154848PQ/None?site=pqdtglobalhealth&t:ac=RecentSearches
http://0-search.proquest.com.wam.city.ac.uk/recentsearches.recentsearchtabview.recentsearchesgridview.scrolledrecentsearchlist.checkdbssearchlink:rerunsearch/DEB9AA70D3154848PQ/None?site=pqdtglobalhealth&t:ac=RecentSearches
http://0-search.proquest.com.wam.city.ac.uk/recentsearches.recentsearchtabview.recentsearchesgridview.scrolledrecentsearchlist.checkdbssearchlink:rerunsearch/DEB9AA70D3154848PQ/None?site=pqdtglobalhealth&t:ac=RecentSearches
http://0-search.proquest.com.wam.city.ac.uk/recentsearches.recentsearchtabview.recentsearchesgridview.scrolledrecentsearchlist.checkdbssearchlink:rerunsearch/DEB9AA70D3154848PQ/None?site=pqdtglobalhealth&t:ac=RecentSearches
http://0-search.proquest.com.wam.city.ac.uk/recentsearches.recentsearchtabview.recentsearchesgridview.scrolledrecentsearchlist.checkdbssearchlink:rerunsearch/DEB9AA70D3154848PQ/None?site=pqdtglobalhealth&t:ac=RecentSearches
http://0-search.proquest.com.wam.city.ac.uk/recentsearches.recentsearchtabview.recentsearchesgridview.scrolledrecentsearchlist.checkdbssearchlink:rerunsearch/DEB9AA70D3154848PQ/None?site=pqdtglobalhealth&t:ac=RecentSearches

diaphragm" OR perine*) AND (all(performance OR strength* OR
pressure OR endurance OR tone OR toning OR tonus OR function* OR
activity OR force OR power OR contraction OR contractility OR stiffness)
OR su.Exact("pressure" OR "pressure measurement" OR "power"))) OR
(all("urinary stress incontinence" OR "stress urinary incontinence" OR
"urinary incontinen*" OR "stress incontinen*"' OR "effort incontinen*" OR
"involuntary urination" OR "leaking of urine" OR "leakage of urine" OR
"urinary leak*" OR "urine leak*" OR "urinary continen*") OR
su.Exact("urinary incontinence")))

Table 12 SCOPUS and Web of Science
Search for Wilson and Herbison (1998)

Scopus City University London | Yes Screening “cited by’-list

Web of City University London | N© n.a.

Science (Web of knowledge)

Table 13 “Cited by”-link in databases

Search for Wilson and Herbison (1998)

CENTRAL Yes “Find citing articles”
Embase No n.a.

Midirs No n.a.

Amed No n.a.

CPCI-S No n.a.

ProQuest No n.a.

Dissertations & Theses

Global: Health &

Medicine
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http://0-search.proquest.com.wam.city.ac.uk/recentsearches.recentsearchtabview.recentsearchesgridview.scrolledrecentsearchlist.checkdbssearchlink:rerunsearch/DEB9AA70D3154848PQ/None?site=pqdtglobalhealth&t:ac=RecentSearches

Table 14 WHO International Clinical Trials Registry Platform (ICTRP)

Search interface

http://apps.who.int/trialsearch/

Search strategy

¢ Recruitment status: ALL
e All countries

Condition: post part* OR postpart* OR post natal* OR postnatal* OR lying
in OR puerper* OR childbirth* OR birth* OR deliver*

AND

Intervention: cone* OR ball OR balls OR beads OR Kegel exerciser* OR
weight* OR device* OR aid OR aids OR pelvic floor OR pelvic hammock
OR pelvic muscle* OR pelvic musculature OR vaginal muscle* OR
vaginal musculature OR circumvaginal muscle* OR circumvaginal
musculature OR perivaginal muscle* OR perivaginal musculature OR
levator OR pubococcyge* OR pelvic diaphragm OR perine* OR Kegel
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Appendix E: Systematic review data collection form

Systematic review data collection form - part 1

Data extraction form for: inclusion/exclusion

Name of person extracting
data

Date form completed
(day.month.year)

Notes:

General information

Report citation

Location of study

Report ID (created by me)

Study ID (surname of first author and year
first full report of study was published e.g.
Smith 2001)

Publication type (e.g. full report, abstract,
letter)

Report ID of other reports of this study
including errata or retractions (additional
reports of the same study should be grouped
under the same study identifier (study ID))

Notes
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Study eligibility (PICOS)

Study
characteristics

Eligibility criteria

Eligibility criteria met?
If unclear please note: not
reported vs reported
unclearly

Yes No Unclear

Types of
intervention

Vaginal use of cones or balls.

Inclusion criteria:

* cone or ball use of any frequency and duration,
and of any method

(combined with exercises or not)

* cones and balls of any form, size, weight or
brand

* with any method of instruction

(advised by any health practitioner or self-taught
by information material).

Participants

Women up to one year after childbirth at the time
of beginning the intervention, of any parity, mode
of birth and birth injuries, with or without urinary
stress incontinence, will be included.

Pregnant women, women with anal incontinence
or major genitourinary/pelvic morbidity will be
exluded.

Primary
outcome
measures

Either one or both of these:

* pelvic floor muscle performance (e.g. strength,
endurance), determined using a valid and reliable
measure, e.g. vaginal squeeze pressure or
participant reported improvement

* urinary (in)continence, determined using a valid
and reliable measure, e.g. quantified symptoms or
urodynamics

Study Design

Randomised or quasi-randomised (alternation,
date of birth...) controlled trial with parallel
design

Types of
comparison

Comparison could be done against physiological
restitution (no device or treatment) or any form of
pelvic floor muscle strength training, e.g.
physiotherapy individually or in group, or pelvic
floor exercises at home.

INCLUDE [ ]

EXCLUDE [ ]

Reason for
exclusion

Notes:
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Systematic review data collection form - part 2

Data extraction form for each included study

Name of person extracting
data

Date form completed
(day.month.year)

Notes:

Include here: Data extraction form for: inclusion/exclusion

Instruction

1. fill in this form, 2. screen study report to see if everything relevant is in this form
State “reported unclearly” if so, or “NR” for not reported for the “unclear”-field

n.a. = not applicable

Make clear: direct citations (by speech marks) and changes in direct citations
Make clear: personal assumption/calculation by writing in this darker blue
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Characteristics of study

Methodology/ethics

Descriptions as stated in report/paper

Location in
source (pg &
quadrant/fig/tabl
el/other)

Aim of study
(including e.g.
efficacy,
equivalence,
pragmatic)

Research question

Research
hypothesis

Unit of allocation
(individuals or
clusters/groups)

Start date (=start of
recruitment)

End date (=end of
data collection)

Duration of study
(end-start)

Ethical approval
obtained for study

O 0O O

Yes No Unclear

Study funding
sources (including
role of funders)

Conflicts of interest
for study authors
(e.g. funding)

Stated:

Potential?;

Notes:
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Participants

Description

Include comparative information for each intervention or
comparison group if applicable and available

Location in
source (pg &
guadrant/fig/tabl
e/other)

Population
description (from
which study
participants are
drawn)

Setting (including
country, location and
social context)

Inclusion criteria

Exclusion criteria

Sampling method
(e.g. convenience
sample, stratified)

Method of recruitment

of participants (e.g.
phone, mail, clinic
patients)

Age

Parity

Birth injuries

Weeks/months
post partum

Breastfeeding

Sample description

Continence
status with
diagnostic
criteria

Ethnicity
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Other relevant
sociodemograp
hics

Other

Subgroups measured

[ ] None
[ ] Ul vs non-Ul
[] Vibrating balls vs non-vibrating balls or cones

[_] Different duration of device use

Subgroups reported

[ ] None

[ ] Ul vs non-ul
[_] Vibrating balls vs non-vibrating balls or cones

[ ] Different duration of device use

Informed consent
obtained

O O O

Yes No Unclear

Total no. randomised

Clusters (if
applicable; no., type,
no. people per
cluster)

Baseline equality
imbalances between
groups

If so, detail and
record any rationale
given

O O O

Yes No Unclear

Duration of
participation (from
recruitment to last
follow-up)
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Equality imbalance
between groups with
regards to
intervention uptake or
attrition

If so, detail and
record any rationale
for imbalance
reported

Intervention uptake:

O O O

Yes No Unclear

Attrition:

O O O

Yes No Unclear

Are any outcome
subgroup analyses
provided for equality
criteria?

O O O

Yes No Unclear

Notes:

Intervention group

Description as stated in report/paper

Location in
source (pg &
guadrant/fig/tabl
e/other)

Group name

No. randomised to group

Device description

Method of use

Timing

Frequency:

Duration of each episode:

Duration of treatment
period
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Theoretical basis for
(include in-text key
references)

Device used:

Method of use:

Timing:

Duration of treatment period:

s an original instigator/ | Yes [ ] No []
§ource Of the . Who/reference:
intervention given?
Method of instruction
(e.g. by which health
practitioner, self-taught)
Any standardisation (] [ [
gpplled rega.rdlng Yes No Unclear
implementation of the
intervention?
Which?
Co-intervention(s)? (] [ [

Yes No Unclear

Which?

Integrity of delivery

Adherence, incl.
measurement and
reason for non-
adherence

Notes:

Comparison group(s)

Copy and paste table for each comparison group

Description as stated in report/paper

Location in
source (pg &
guadrant/fig/tabl
e/other)

Group name
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No. randomised to group

Description (include
sufficient detail for
replication, e.g. content,
dose, components)

Timing

Frequency:

Duration of each episode:

Duration of treatment
period

Theoretical basis for
(include in-text key
references)

Timing:

Duration of treatment period:

Is an original instigator/
source of the
intervention given?

Yes [ ] No [ ]

Who/reference:

Method of instruction
(e.g. by which health
practitioner, self-taught)

Any standardisation
applied regarding
implementation of the
intervention?

Which?

O O O

Yes No Unclear

Co-intervention(s)?

Which?

O O O

Yes No Unclear

Integrity of delivery

Adherence, incl.
measurement and
reason for non-
adherence

Notes:
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Primary outcome(s)

Copy and paste table for each primary outcome

Description as stated in report/paper

Location in
source (pg &
quadrant/fig/tabl
e/other)

Outcome name

Outcome definition
(with diagnostic criteria
if relevant)

Time points measured
(specify whether from
start or end of
intervention)

Time points reported

Is the length between
end of intervention and
outcome measurement
described?

If so, what is it?

Is it likely to be
adequate? Why?

Yes

No

Outcome measurement
tool

Is validity and reliability
of outcome tool
adressed?

[

Yes

How:

No

Reviewer comments: Is/are the relevant outcome(s)

reliable/valid measure(s)?

Person measuring/
reporting; blinded?

Person:

Blinded:

O O O

Yes No Unclear




Any training of person

O o O

measuring?
9 Yes No Unclear

Which training was

provided?

Is data collection likely | [ ] [] []

. A

to affect intervention~ Yes No Unclear

(e.g. pretest or

repeated measures) How?:

Has this been D D D

i 2

considered Yes No Unclear
How?:

Are confounding D D D

. . o

variables identified~ Yes NoO Unclear

Which ones?

Has confounding been D D D

adequately controlled Yes No Unclear

for?
How?:

Unit of measurement (if
relevant)

Scales: upper and
lower limits (indicate
whether high or low
score is good)

Power (e.g. power &
sample size

Power calculation undertaken prior to study:

calculation) []Yes [ ] No [ ] Unclear
Planned power:
Calculated sample size:
Sample size “measurement available™:
- Power achieved:
Why was desired sample size not achieved?
Notes:
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Risk of bias assessment (adapted from Cochrane tool)

Domain

Support for judgement

Review authors’ judgement

Selection bias

Random sequence generation.

Describe the method used to generate
the allocation sequence in sufficient detail
to allow an assessment of whether it
should produce comparable groups.

Selection bias (biased allocation to
interventions) due to inadequate
generation of a randomised sequence.

[] [] []

High Risk Low Risk Unclear Risk

Allocation concealment.

Describe the method used to conceal the
allocation sequence in sufficient detail to
determine whether intervention
allocations could have been foreseen in
advance of, or during, enrolment.

Selection bias (biased allocation to
interventions) due to inadequate
concealment of allocations prior to
assignment.

[] [] []

High Risk Low Risk Unclear Risk

Performance bias

Blinding* of personnel Assessments should be

made for each main outcome (or class of outcomes).

*Adapted to no blinding of participants

Describe all measures used, if any, to
blind study personnel from knowledge of
which intervention a participant received.
Provide any information relating to
whether the intended blinding was
effective.

Performance bias due to knowledge of
the allocated interventions by personnel
during the study.

[] [] []

High Risk Low Risk Unclear Risk
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Detection bias

Blinding of outcome assessment Assessments
should be made for each main outcome (or class of
outcomes).

Describe all measures used, if any, to
blind outcome assessors from knowledge
of which intervention a participant
received. Provide any information relating
to whether the intended blinding was
effective.

Detection bias due to knowledge of the
allocated interventions by outcome
assessors.

[] [] []

High Risk Low Risk Unclear Risk

Attrition bias

Incomplete outcome data Assessments should be

made for each main outcome (or class of outcomes).

Describe the completeness of outcome
data for each main outcome, including
attrition and exclusions from the analysis,
as well as loss of clusters*. State whether
attrition, loss of clusters* and exclusions
were reported, the numbers in each
intervention group (compared with total
randomized participants), reasons for
attrition/exclusions where reported, and
any re-inclusions in analyses performed
by the review authors.

*adapted to cluster RCTs

Attrition bias due to amount, nature or
handling of incomplete outcome data.

[] [] []

High Risk Low Risk Unclear Risk

Reporting bias

Selective reporting.

State how the possibility of selective
outcome reporting was examined by the
review authors, and what was found.

Reporting bias due to selective outcome
reporting.

[] [] []

High Risk Low Risk Unclear Risk
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Other bias

Other sources of bias.

State any important concerns about bias
not addressed in the other domains in the
tool.

If particular questions/entries were
prespecified in the review’s protocol,
responses should be provided for each
question/entry.

Bias due to problems not covered
elsewhere in the table.

[] [] []

High Risk Low Risk Unclear Risk
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Analysis

Primary outcomes — main analysis (subgroup analysis below)

o Copy and paste the appropriate (dichotomous, continous, ordinal) table for each
outcome and time point.
o Delete unnecessary tables.

Imputation of missing
data (e.g. assumptions
made for ITT analysis)

O O O

Yes No Unclear

Dichotomous outcome:

Description as stated in report/paper

Location in
source (pg &
guadrant/fig/ta
ble/other)

Comparison

Number of time points
recorded and time
points

Time point (specify
whether from start or
end of intervention)

Unit of analysis
(individuals,
cluster/groups)

Statistical methods Used:
used and
appropriateness of
these (e.g. adjustment | APpropriate:
for correlation)
Intention to treat (] [ [
analysis?
y Yes No Unclear
Results Intervention n= Comparison n=
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Unadjusted

No. with
event

No.
participants
measured

No. with
event

No.
participants
measured

Results adjusted, for
what

Any other results
reported (e.g. odds
ratio, risk difference, CI
or P value)

No. missing
participants
(=randomised-
measured)

Reasons missing

No. participants moved
from other group

Reasons moved

Reanalysis required?

(specify, e.q.
correlation adjustment)

Yes No

[

Unclear

n.a

Reanalysis possible?

Yes No

[

Unclear

Reanalysed results

Notes:

Continuous outcome:

Description as stated in report/paper

Location in
source (pg &
quadrant/fig/tabl
e/other)
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Comparison

Number of time
points recorded and
time points

Time point (specify
whether from start
or end of
intervention)

Only post-
intervention or
change from
baseline?

Unit of
measurement

Unit of analysis
(individuals,
cluster/groups)

Statistical methods Used:
used and
appropriateness of
these (e.g. Appropriate:
adjustment for
correlation)
Intention to treat 1 [0 [
analysis? Yes No Unclear
Results Intervention n= Comparison n=
unadjusted
Mean | SD (or No. Mean | SD (or No.
other participant other participa
variance, S variance, nts
specify) measured specify) measure
d
Results
adjusted,
for what
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Any other results
reported (e.g. mean
difference, CI, P
value)

No. missing
participants
(=randomised-
measured)

Reasons missing

No. participants
moved from other

group

Reasons moved

Reanalysis (] [ [ n.a.

required? if

equired (S.peCI y: Yes No Unclear

e.g. correlation

adjustment)

Reanalysis [] (] [
ible?

possible Yes No Unclear

Reanalysed results

Notes:

Ordinal outcome:

Description as stated in report/paper Location in
source (pg &
guadrant/fig/ta
ble/other)

Comparison

Number of time points
recorded and time
points
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Time point (specify
whether from start or
end of intervention)

Only post-intervention
or change from
baseline?

Scale

Unit of analysis
(individuals,
cluster/groups)

Statistical methods Used:
used and
appropriateness of
these (e.g. adjustment | Appropriate:
for correlation)
Intention to treat (] [ [
analysis?
y Yes No Unclear
Results Intervention n= Comparison n=
Unadjusted

No. participants measured

No. participants measured

Results:

Results:

Results adjusted, for
what

Any other results
reported (e.g. odds
ratio, risk difference, ClI
or P value)

No. missing
participants
(=randomised-
measured)

Reasons missing

No. participants moved
from other group
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Reasons moved

Reanalysis required?

(specify, e.qg.
correlation adjustment)

O O O

Yes No Unclear

Reanalysis possible?

O O O

Yes No Unclear

Reanalysed results

n.a

Notes:

2. Primary outcomes — subgroup analyses (urinary continent vs incontinent

participants, vibrating vs non-vibrating devices, different duration of device use)
o Copy and paste the appropriate (dichotomous, continuous, ordinal) table for each
subgroup and outcome and time point as required.
e Delete unnecessary tables.

Imputation of missing
data (e.g. assumptions
made for ITT analysis)

O O O

Yes No Unclear

Subgroup:

Dichotomous outcome:

Description as stated in report/paper

Location in
source (pg &
quadrant/fig/ta
ble/other)

Comparison

Number of time points
recorded and time
points

Time point (specify
whether from start or
end of intervention)
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Unit of analysis
(individuals,
cluster/groups)

Statistical methods
used and
appropriateness of
these (e.g. adjustment
for correlation)

Used:

Appropriate:

Intention to treat
analysis?

O O O

Yes No Unclear

Results

unadjusted

Intervention n=

Comparison n=

No. with No.
event participants
measured

No. with
event

No.
participants
measured

Results adjusted, for
what

Any other results
reported (e.g. odds
ratio, risk difference, ClI
or P value)

No. missing
participants
(=randomised-
measured)

Reasons missing

No. participants moved
from other group

Reasons moved

Reanalysis required?

(specify, e.g.
correlation adjustment)

O O O

Yes No Unclear

Reanalysis possible?

O O O

Yes No Unclear

n.a.
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Reanalysed results

Notes:

Subgroup:

Continuous outcome:

Description as stated in report/paper

Location in
source (pg &
guadrant/fig/tabl
e/other)

Comparison

Number of time
points recorded and
time points

Time point (specify
whether from start
or end of
intervention)

Only post-
intervention or
change from
baseline?

Unit of
measurement

Unit of analysis
(individuals,
cluster/groups)

Statistical methods
used and
appropriateness of
these (e.g.
adjustment for
correlation)

Used:

Appropriate:
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Intention to treat
analysis?

O O

Yes No

[

Unclear

Results

Intervention n=

Comparison n=

unadjusted
Mean

SD (or
other
variance,
specify)

No.
participant
s
measured

Mean

SD (or
other
variance,
specify)

No.
participa
nts
measure
d

Results
adjusted,
for what

Any other results
reported (e.g. mean
difference, CI, P
value)

No. missing
participants
(=randomised-
measured)

Reasons missing

No. participants
moved from other

group

Reasons moved

Reanalysis
required? (specify,
e.g. correlation
adjustment)

Yes No

[

Unclear

Reanalysis
possible?

Yes No

[

Unclear

Reanalysed results

n.a.

Notes:
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Subgroup:

Ordinal outcome:

Description as stated in report/paper

Location in
source (pg &
guadrant/fig/ta
ble/other)

Comparison

Number of time points
recorded and time
points

Time point (specify
whether from start or
end of intervention)

Only post-intervention
or change from
baseline?

Scale

Unit of analysis
(individuals,
cluster/groups)

Statistical methods Used:
used and
appropriateness of
these (e.g. adjustment | Appropriate:
for correlation)
Intention to treat (] [ [
analysis?
y Yes No Unclear

Results unadjusted

Intervention n=

Comparison n=

No. participants measured

No. participants measured

Results:

Results:
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Results adjusted, for
what

Any other results
reported (e.g. odds
ratio, risk difference, ClI
or P value)

No. missing
participants
(=randomised-
measured)

Reasons missing

No. participants moved
from other group

Reasons moved

Reanalysis required? |[ ] [] [] n.a
ify, e.g.

(speci Y, €9 Yes No Unclear

correlation adjustment)

Reanalysis possible? |[] [] []

Yes No Unclear
Reanalysed results
Notes:
3. Secondary outcomes
If no or unclear, go to next secondary outcome.
Intervention group
Description as stated in report/paper Location in

source (pg &
guadrant/fig/tabl
e/other)

1. Perineal descent or
pelvic organ prolapse

O 0O O

Yes No Unclear

If yes, take outcome template from primary outcome
tables
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Risk of bias?

2. Adverse effects

O 0O O

Yes No Unclear

Time point of data
collection

How was data collected?

Results

Risk of bias?

3. Women’s experiences
and opinion

O 0O O

Yes No Unclear

What was recorded?

Time point of data
collection

How was data collected?

No. participants asked
and number presenting
views

Asked:

Presenting views:

Characteristics of
participants; who is
asked/not asked to
participate?

Research approach
adopted

How was data How:

analysed? Appropriate:

Is this appropriate?

Any subgroup analysis? | [ ] [ []

Which?

Yes No Unclear

80




Any rigour criteria 1 OO O
o e 1o

applied/identified~ Yes No Unclear
Which?
Results
Any discordant/differing | [] [ ] []

i ?
views recorded? Yes No Unclear
Which?
Risk of bias?
4. Resource [] [] []
requirements (e.g.health Yes No Unclear
care personnel, staff
numbers, equipment)
Results
Risk of bias?
5. Economic information | [] [] []
(i.e. time necessary, Yes No Unclear

intervention cost,
changes in other costs
as result of intervention)

Results

Risk of bias?

Comparison group(s)

Copy and paste table for each comparison group

Description as stated in report/paper

Location in
source (pg &
gquadrant/fig/tabl
e/other)
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1. Perineal descent or
pelvic organ prolapse

O 0O O

Yes No Unclear

If yes, take outcome template from primary outcome
tables

2. Adverse effects

O 0O O

Yes No Unclear

Time point of data
collection

How was data collected?

Results

Risk of bias?

3. Women’s experiences
and opinion

O 0O O

Yes No Unclear

What was recorded?

Time point of data
collection

How was data collected?

No. participants asked
and number presenting
views

Asked:

Presenting views:

Characteristics of
participants; who is
asked/not asked to
participate?

Research approach
adopted

How was data How:
?
analysed- Appropriate:
Is this appropriate?
Any subgroup analysis? | [ ] [] []
Yes No Unclear

Which?
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Any rigour criteria 1 OO O
o e 1o

applied/identified~ Yes No Unclear
Which?
Results
Any discordant/differing | [] [ ] []

i ?
views recorded? Yes No Unclear
Which?
Risk of bias?
4. Resource L] [] []
requirements (e.g.health Yes No Unclear
care personnel, staff
numbers, equipment)
Results
Risk of bias?
5. Economic information | [] [] []
(i.e. time necessary, Yes No Unclear

intervention cost,
changes in other costs
as result of intervention)

Results

Risk of bias?
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Other information

Description as stated in report/paper

Location in
source (pg &
guadrant/fig/ta
ble/other)

Key conclusions of
study authors

Miscellaneous
comments from study
authors

Were there any
unexpected benefits for
anyone?

1 O O
Yes No Unclear
Which?

References to other
relevant studies
according to PICOS

References to other
relevant studies
according to search
strategy

References to other
relevant articles about
vaginal cones or balls

References to other
relevant articles with
reason for relevance

Study author contact
details (will be filled in
only if necessary)
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Additional information Yes [ ] No [ ]
requested
Information requested (content):
From:
Date:
Response:
Notes:

Exclusion after data extraction

Reasons for exclusion: (study design? participants? interventions/outcomes? attrition? bias?)

Date entered into RevMan and by whom?

Date data entered into RevMan checked and by whom?
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Definitions

Assumed risk estimate

An estimate of the risk of an event or average score without the
intervention, used in Cochrane 'Summary of findings tables'. If a study
provides useful estimates of the risk or average score of different
subgroups of the population, or an estimate based on a representative

observational study, you may wish to collect this information.

Bias

A systematic error or deviation in results or inferences from the truth. In
studies of the effects of health care, the main types of bias arise from
systematic differences in the groups that are compared (selection bias),
the care that is provided, exposure to other factors apart from the
intervention of interest (performance bias), withdrawals or exclusions of
people entered into a study (attrition bias) or how outcomes are
assessed (detection bias). Reviews of studies may also be particularly
affected by reporting bias, where a biased subset of all the relevant

data is available.

Change from baseline

A measure for a continuous outcome calculated as the difference

between the baseline score and the post-intervention score.

Clusters

A group of participants who have been allocated to the same

intervention arm together, as in a cluster-randomised trial, e.g. a whole
family, town, school or patients in a clinic may be allocated to the same
intervention rather than separately allocating each individual to different

arms.

Co-morbidities

The presence of one or more diseases or conditions other than those of
primary interest. In a study looking at treatment for one disease or
condition, some of the individuals may have other diseases or

conditions that could affect their outcomes.

Compliance

Participant behaviour that abides by the recommendations of a doctor,
other health care provider or study investigator (also called adherence

or concordance).

Contemporaneous data

collection

When data are collected at the same point(s) in time or covering the
same time period for each intervention arm in a study (that is, historical

data are not used as a comparison).
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Exclusions Participants who were excluded from the study or the analysis by the
investigators.
Imputation Assuming a value for a measure where the true value is not available

(e.g. assuming last observation carried forward for missing

participants).

Integrity of delivery

The degree to which the specified procedures or components of an

intervention are delivered as originally planned.

Post-intervention

The value of an outcome measured at some time point following the
beginning of the intervention (may be during or after the intervention
period).

Power

In clinical trials, power is the probability that a trial will obtain a
statistically significant result when the true intervention effect is a
specified size. For a given size of effect, studies with more participants
have greater power. Note that power should not be considered in the

risk of bias assessment.

Providers

The person or people responsible for delivering an intervention and
related care, who may or may not require specific qualifications (e.qg.

doctors, physiotherapists) or training.

Quasi-randomised

controlled trial

A study in which the method of allocating people to intervention arms
was not random, but was intended to produce similar groups when used
to allocate participants. Quasi-random methods include: allocation by
the person's date of birth, by the day of the week or month of the year,
by a person's medical record number, or just allocating every alternate

person.

Reanalysis

Additional analysis of a study's results by a review author (e.g. to
introduce adjustment for correlation that was not done by the study

authors).
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Report ID

A unigue ID code given to a publication or other report of a study by the
review author (e.qg. first author's name and year of publication). If a
study has more than one report (e.g. multiple publications or additional
unpublished data) a separate Report ID can be allocated to each to

help review authors keep track of the source of extracted data.

Sociodemographics

Social and demographic information about a study or its participants,
including economic and cultural information, location, age, gender,

ethnicity, etc.

Study 1D

A unique ID code given to an included or excluded study by the review
author (e.qg. first author's name and year of publication from the main
report of the study). Although a study may have multiple reports or
references, it should have one single Study ID to help review authors
keep track of all the different sources of information for a study.

Theoretical basis

The use of a particular theory (such as theories of human behaviour
change) to design the components and implementation of an

intervention

Unit of allocation

The unit allocated to an intervention arm. In most studies individual
participants will be allocated, but in others it may be individual body
parts (e.g. different teeth or joints may be allocated separately) or

clusters of multiple people.

Unit of analysis

The unit used to calculate N in an analysis, and for which the result is
reported. This may be the number of individual people, or the number of
body parts or clusters of people in the study.

Unit of measurement

The unit in which an outcome is measured, e.g. height may be
measured in cm or inches; depression may be measured using points

on a particular scale.

Validation A process to test and establish that a particular measurement tool or
scale is a good measure of that outcome.
Withdrawals Participants who voluntarily withdrew from participation in a study

before the completion of outcome measurement.
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Appendix F: Literature on the use of vaginal cones post partum excluded

from the systematic review

Three studies having researched the use of nonvibrating weighted cones for routine post
partum pelvic floor muscle rehabilitation were excluded from the systematic review. They are
presented in chronological order, together with the reasons for their exclusion.

Jonasson et al. (1989) studied the use of cones with 84 women of any parity and without
postpartum complications at eight weeks after childbirth. For 12 weeks, the women either did
pelvic floor muscle exercises or used cones. Thereafter, pelvic floor muscle strength was
measured by the cone weight a woman could keep inside the vagina, which showed a
statistically significant greater increase in pelvic floor muscle strength in women using cones.
However, held cone weight later was detected not to be a valid scientific pelvic floor muscle
strength measure (Hahn et al., 1996, Kerschan-Schindl et al., 2002). According to Newman
and Laycock (2008), held cone weight is only to be used as an adjunct assessment tool in
clinical practice. Attempts to contact Jonasson et al. (1989) for further information on the
study, particularly on the use of other pelvic floor muscle strength measurements, were
unsuccessful. This study was therefore excluded for not having used a valid and reliable
measure of pelvic floor muscle strength.

Norton and Baker (1990) performed an RCT with continent and incontinent primiparous
women starting six weeks after term vaginal delivery. They compared a cone group with a
Kegel exercise group and a group which was only taught body mechanics (which the cone
and exercise group were also taught). After four intervention weeks with adherence diaries,
perineometry showed a statistically significant improvement in introital and lower vaginal
pressure in the cone group. In the Kegel exercise group, introital but not lower vaginal
pressure improved, the control group showed no improvement. Resting tone did not change
statistically significantly in any group. The sample was small (60 women), study power was
not discussed and accounted for. The published abstract envisages further data collection to
determine outcomes after six months, but a corresponding publication could not be found.
According to the contacted author, this was so because the sample was underpowered and
the study seen as preliminary work with the three groups arriving at the same endpoint by six
months (Norton, 2014). As this study was published as an abstract only and no further
information could be obtained from the authors, it had to be excluded from the systematic
review.

Fischer and Baessler (1996) and Fischer et al. (1996) (same study) studied the use of cones
from six to eight weeks after birth. They compared four to six weeks of cone use in 71
women after spontaneous birth to 20 women doing pelvic floor muscle exercises (and eight
nulliparae doing cone training). The comparisons showed only a small difference in
contraction pressure raise by manometric assessment between the postpartum cone and
exercise groups. The limitation of this study is the nonrandomised generation of the
comparison groups (leading to participants in the exercise group having higher initial values)
which was the reason to exclude it from the systematic review.
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Appendix G: Statistical formulae

Sample size calculation for feasibility trial (Eldridge and Kerry, 2012, Hooper, no date)

’1_
p + 1.96 Q

(1)
_ 196 p(1—p)
B CI2
p = proportion of interest (2)
n = required sample size
ClI = confidence interval
Criterion for approximate normality (Jovanovic and Zalenski, 1997)
Xn—Xx
CAN = ¥
X = number of adverse events 3)

n = sample size
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Appendix H: Recruitment form health professionals (generic)

This form was adapted to the professional group and context. Variable information is
enclosed in [].

S35 CITY UNIVERSITY m UNTVRRSTIAT
LONDON WILHN

—

Machbarkeits-RCT zur Wirksamkeit von vibrierenden Beckenbodenkugeln zur
Verbesserung der Beckenbodenmuskulatur nach der Geburt

Sehr geehrierliebe [Berufsgruppe bzw. Anrede],

Bitte sprechen Sie eine [Wachnern/FrawPatientin] an, wenn sie die folgenden Kriterien
erfullt:

*  Temingeburt (ab 37+0)

= ‘\faginale Geburt

* Kein Dammrigs Grad |l oder IV bei der gerade statigefundenen Geburt

= Ausreichende mindliiche und schrifiliche Kenntnizsze der deutzchen Sprache, um an
der Studie teiinehmen zu kdnnen

* Mindestens 18 Jahre alt, miindig

+ Keine neuromuskuldre Erkrankung, die die Funkiion der Beckenbodenmuskeln
beeinflussen kann (z.B. Multiple Sklerose)

* [Keine Erkrankung, die das Infektionsrsiko beeinflussen kann (zB. Diabetes,
immunsuppressive Therapie, HIV-Infektion etc.)

+ Kind lebtfist nicht schwer erkrankt

Diese Knterien werden entsprechend dem Kontext der Rekrutierung eingeseizi:

= [Frauen von & Wochen bis 5 Monate nach der Geburi]

+ [6-Wochen-Untersuchung durch Gynakologen durchgefiihrt, aus postpartaler
Betreuung mit einem dem Zeitpunkt nach der Geburt entsprechenden Befund
entlazsen]

= [Derzeit nicht schwanger, wahrend der Studienzeit (16 Wochen) keine
Schwangerschaft geplant]

= [Mimmt derzeit an keinem Beckenbodentrainig mit Physiotherapeutin, Hebamme oder
Fitnesstrainerin teil]

* [Derzeit keine gyndkologischen Operationen bezw. Operationen im Bereich des
Beckenbodens]

+ [Wiederkehrende (=5 Episoden wahrend der letzien 12 Monate) oder chronische (=3
Wochen Dauer einer einzelnen Episode wihrend der letzten 12 Monate) vaginale
Infektionen]

Die folgenden Elemnente werden nur bei derjenigen Rekrufierungspersonen eingefigt, die
sich bereit erklaren, die Angaben zu notieren:

Ablehnungen:
Bitte fur jede Frauw, die inre Telefonnummer nicht eingetragen haben mochte, ein Stricher
machen (dies dient der Feststellung der Rekrnutierungsrate).
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Griinde fiir Micht-Teilnahme:
Bitte fir jede Frau, die nicht teilinehmen méchte, die angegebenen Grinde eintragen.

Ist mit Anruf einverstanden:

Datum

MName

Telefon

Kriterien erfiillt
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Appendix H(e): Recruitment form health professionals (generic) - English

translation

This form was adapted to the professional group and context. Variable information is
enclosed in [].

Feasibility trial on the effectiveness of vibrating vaginal balls to improve pelvic
floor muscle performance in women after childbirth

Dear [health professional or name],
please approach a [parturient/woman/patient] if she fulfils the following criteria:

e Term birth (37+0 or more weeks of gestation)

e Vaginal birth

e No 3" or 4" degree perineal tear at this birth

¢ Sufficient knowledge of written and spoken German to be able to participate in the
study

e Over the age of 18, with capacity to consent

¢ No neuromuscular condition influencing pelvic floor muscle function (e.g. MS)

¢ No major medical condition influencing infectious risk (diabetes, immune suppressive
therapy, HIV infection etc.)

e Baby alive/not seriously ill

These criteria will be included according to the context of recruitment:

e [Women from 6 weeks to 5 months post partum]

e [6 weeks postpartum check by obstetrician performed and woman discharged from
postpartum care with diagnostic findings appropriate to this period after childbirth]

e [Currently not pregnant and no pregnancy planned within the study period (16
weeks)]

e [Currently not enrolled in pelvic floor muscle training with physiotherapist, midwife or
fitness trainer]

e [No current pelvic floor or gynaecological surgery]

e [Recurrent (> 5 episodes during last 12 months) or chronic (> 3 weeks duration of
single episode in last 12 months) vaginal infections]

The following elements will be inserted only for the professionals willing to note the
information:

Refusals:
Please make a line for each woman who does not want to have her phone number noted
(this serves to find out the recruitment rate).
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Reasons for not wanting to participate:
Please insert the reasons given by each woman not wanting to participate.

Gives permission to be called:

Date Name. Phone number Criteria checked
[Date of delivery]
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Appendix I: Recruitment phone call eligibility checklist

Criterion Fulfilled

Inclusion

Between 6 weeks and 5 months after childbirth

Vaginal delivery

Birth at 37+0 or more weeks of gestation

Over the age of 18 with capacity to consent

Sufficient knowledge of written and spoken German to be able to
participate in the study

Baby alive/not seriously ill

6 weeks postpartum check by obstetrician performed and woman
discharged from postpartum care with diagnostic findings
appropriate to this period after childbirth

Lochia ceased

Currently not pregnant

Exclusion

Currently enrolled in pelvic floor muscle training with
physiotherapist, midwife or fithess trainer

Perineal tear 3rd or 4th degree at most recent birth

Status post continence surgery

Current pelvic floor or gynaecological surgery

Current infection of genitourinary tract

Recurrent (> 5 infectious episodes during last 12 months) or
chronic (> 3 weeks duration of single episode in last 12 months)
vaginal infections

Neuromuscular conditions influencing pelvic floor muscle function
(e.g. MS)

Major medical condition influencing infectious risk (diabetes,
immune suppressive therapy, HIV infection etc.)

Currently on medication that could interfere with treatment or
evaluation

Currently enrolled in any other research study

Current pregnancy or pregnancy planned within the study period
(16 weeks)

Inability to perform the proposed procedures
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Appendix J: Information/consent/initial study meeting schedule

Name:

Date of birth:
Date:

Time:

Venue:

o Check eligibility

Baby name:

Criterion

Fulfilled

Confirmed by

Inclusion

Between 6 weeks and 5 months after childbirth

Maternity notes

Vaginal delivery

Maternity notes

Birth at 37+0 or more weeks of gestation

Maternity notes

Over the age of 18, with capacity to consent

Maternity notes;

capacity to
consent
assumded,
enquiry if in doubt

Sufficient knowledge of written and spoken Conversation

German to be able to participate in the study

Baby alive/not seriously ill Participant

6 weeks postpartum check by obstetrician- Participant

gynaecologist performed and woman discharged

from postpartum care with diagnostic findings

appropriate to this period after childbirth

Lochia have ceased Participant

Exclusion

Currently enrolled in pelvic floor muscle training Participant

with physiotherapist, midwife or fitness trainer

Perineal tear 3" or 4" degree at most recent birth

Maternity notes

Status post continence surgery Participant
Current pelvic floor or gynaecological surgery Participant
Current infection of genitourinary tract Participant
Recurrent (> 5 infectious episodes during last 12 Participant

months) or chronic (> 3 weeks duration of single
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episode in last 12 months) vaginal infections

Neuromuscular conditions influencing pelvic floor Participant
muscle function (e.g. MS)

Major medical condition influencing infectious risk Participant
(diabetes, immune suppressive therapy, HIV

infection etc.)

Currently on medication that could interfere with Participant
treatment or evaluation

Currently enrolled in any other research study Participant
Current pregnancy, pregnancy planned within the Participant
study period (16 weeks), pregnancy commencing

during participation

Inability to perform the proposed procedures Participant

o Study fully explained and questions clarified
o Gone through information/consent form
o Pelvic floor clarified (with pictures and explanations)

o Woman not interested in participation: Why?
=>» end process here

o Consent form signed

o Participant ID attributed

o Baseline data collected

o Participant reported outcome measurements collected
o Initial interview performed

o Randomisation performed

o Intervention explained

o Adherence chart explained

o Perineometry explained, incl. appointment

o Latexallergy No Yes

o Informed about next contact (phone calls)
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Appendix K: Participant information and consent form

) . . . .
LA CITY UNIVERSITY m UNIVERSTTAT
M7 tonpon WIEN

Beckenbodentraining nach der Geburt

Information und Einwilligungserkldrung
zur Teilnahme an der Studie

Machbarkeitsstudie zur Wirksamkeit von vibrierenden
Beckenbodenkugeln zur Verbesserung der Beckenbodenmuskulatur
nach der Geburt

(Wissenschaftlicher Titel: Machbarkeits-RCT zur Wirksamkeit von vibrierenden
Beckenbodenkugeln zur Verbesserung der Beckenbodenmuskulatur nach der Geburt)

Sehr geehrte Interessentin an der Studie,

ich lade Sie ein, an der oben genannten Studie teilzunehmen Bevor Sie einer Teilnahme
zustimmen, lesen Sie bitte die folgende Information genau durch, zdgern Sie nicht, um
genauere Informationen zu fragen und sprechen Sie mit anderen dariiber. Die Aufklirung iiber
die Studie erfolgt in einem ausfithrlichen Gesprich mit Hebamme Claudia Oblasser M A

Thre Teilnahme an dieser Studie erfolgt frefwillig. Falls Sie teilnehmen michten, miissen
Sie ein Einwilligungsformular unterschreiben. Sie kénnen jederzeit ohne Angabe von
Griinden aus der Studie ausscheiden oder Teile der Studie nicht durchfiihren (z.B.
einzelne Fragen nicht beantworten). Die Ablehnung der Teilnahme oder ein vorzeitiges
Ausscheiden aus dieser Studie hat keine nachteilisen Folgen fiir Thre gesundheitliche
Betreuung.

Studien sind notwendig, um verldssliche neue Forschungsergebnisse zu gewinnen
Unverzichtbare Voraussetzung fir die Durchfithrung einer Studie ist jedoch, dass Sie Thr
Einverstandnis zur Teilnahme schriftlich erklaren.

Bitte unterschreiben Sie die Einwilligungserklirung nur

- wenn Sie Art und Ablauf der Studie vollstindig verstanden haben,
- wenn S1e bereit sind, der Teillnahme zuzustimmen und
- wenn Sie sich iiber Thre Rechte als Teilnehmerin an dieser Studie im Klaren sind.

Zu dieser Studie, sowie zur Information und Emnwillipungserklirung wurde von den
zustindigen Ethikkommissionen eine befiirwortende Stellungnahme abgegeben.
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Beckenbodentraining nach der Geburt

1. Was ist der Zweck dieser Studie?

Wir wissen, dass regelmifige Beckenbodeniibungen den Zustand des Beckenbodens und
Beckenbodenbeschwerden (z.B. unfretwilligen Harnverlust) verbessern. Die Verwendung von
vibrierenden Beckenbodenkugeln kann eine Alternative zu Beckenbodeniibungen sein. Eine
vorhandene Studie zeigte vielversprechende Erfolge, aber es wurde noch nicht untersucht, ob
die Kugeln fiir Frauen nach der Geburt hilfreich sind. Wir nehmen an, dass Frauen, die die
Beckenbodenlugeln verwenden, einen gesundheitlichen Nutzen daraus ziehen konnten, aber
bis zur Durchfithrung einer geeigneten klinischen Priifung kdénnen wir uns dessen nicht sicher
sein. Der Zweck dieser Machbarkeitsstudie 1st, geniigend Informationen zu sammeln, um die
Durchfiihrung einer zukiinftigen avssagekrifiigen klinischen Privfung zur Wirksamkeit von
vibrierenden Beckenbodenkugeln nach der Geburt vorzubereiten. Die Studie ist ein
Doktoratsprojekt von Hebamme Claudia Oblasser MLA.

2. Welche anderen Behandlungsmaoglichkeiten gibt es?

Zur Regeneration des Beckenbodens nach der Geburt stehen stattdessen auch die folgenden
Maoglichkeiten zur Verfigung: Beckenbodeniibungen mit Physiotherapeutin, Hebamme oder
Fitnesstrainerin in Gruppe oder Einzelarbeit.

3. Wie lduft die Studie ab?

Diese Studie wird an der medizinischen Universitit Wien durchgefithrt, und es werden
insgesamt 56 Personen daran teilnehmen.

Vor Aufnahme in diese Studie miissen Sie Thre drziliche Mutter-Kind-Pass-Untersuchung 6
Wochen nach der Geburt erledigi haben und mit einem dem Stadium nach der Geburt
entsprechenden Befund avs der nachgeburtlichen Betreuung entlassen worden sein, und der
Wochenfluss muss aufeehort haben.

Im Rahmen dieser Studie wird die Verwendung von vibrierenden Beckenbodenkugeln mit der
Durchfiihrung von Beckenbodenitbungen zu Hause verglichen (einer iiblichen Behandlung
zur Stirkung des Beckenbodens nach der Geburt). Sie werden per Zufallsverfahren einer der
zwei Gruppen zugeteilt — die Zufallszuteilung zur Gruppe (=Randomisierung) erfolgt iiber ein
Computerprogramm. Sie werden gemeinsam mit Claudia Oblasser das Kuvert offhen, in dem
Thre Gruppe genannt wird. Die Wahrscheinlichkeit, in die Gruppe . Beckenbodenkugel™ oder
.Beckenbodenilbungen™ zu kommen, steht im Verhiltnis 2 zu 1.

Sie werden fir die Dauver von 12 Wochen entweder die vibrierenden Beckenbodenkugeln
verwenden ODER Beckenbodeniibungen zu Hause durchfiihren.

Thre gesamte Teilnahme an dieser Studie wird voraussichtlich etwa 14-16 Wochen dauern.
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Beckenbodentraining nach der Geburt

Folgende MaBnahmen werden aus Studiengriinden unter Wahrmung  der  Intimsphire
durchgefithrt:

s Erhebung von persdnlichen Informationen (z.B. Beruf, Korpergrisse) sowie der
Vorgeschichte Threr Schwangerschaften und Geburten (an einem Ort Threr Wahl, 15
Minuten).

s Je ein Fragebogen iiber den Zustand Thres Beckenbodens zu Beginn und am Ende der
Studie (an einem Ort Threr Wahl, 10 Minuten).

o Je ein strukturiertes Interview iiber Thre Erfahrung mit und Meinung zu Threr Art des
Beckenbodentrainings und zur Studie am Beginn und am Ende der Studie ODER ein
Fragebogen am Ende der Studie (ob Interview oder Fragebogen ist abhingig davon,
wie wett die Studie fortgeschritten ist) (an emnem Ort Threr Wahl, Interview 30-40
Minuten ODER Fragebogen 20 Minuten).

¢« Messung der Beckenbodenstirke (Perineometrie) zu Beginn und am Ende der Studie:
Fir diese Messung werden Sie gebeten, zweimal in das AKH zu kommen. Bevor
gemessen wird, wird festgestellt, ob Sie Thren Beckenboden korrekt anspannen
konnen. Dafiir lisst die messende Person Sie Thre Beckenbodenmuskeln um einen ca.
Sem tief in die Scheide eingefithren Finger anspannen. Fir die Messung selbst wird
eine Silikonsonde (26(33)mm Durchmesser) emnige cm tief in Thre Scheide eingefithrt
und Sie werden mehrmals gebeten, Thre Beckenbodenmuskeln méglichst fest bzw.
lang anzuspannen. Die Person, die Thre Beckenbodenstirke messen wird, weiss nicht,
welcher Gruppe Sie zugeteilt sind. Sie darf dies auch nicht erfahren, um die Messung
nicht zu beeinflussen. Die Messung selbst davert ca. 5-10 Minuten.

e Sie werden gebeten, wihrend der 12 Tramingswochen jeden Tag in einem Formular
zu notieren, ob Sie die Kugeln so wie vorgesehen verwendet/die Ubungen so wie
vorgesehen durchgefiihrt haben.

s Sie werden 5-mal angerufen (in Einzelfillen eventuell etwas hivfiger) und gefragt,
wie es [hnen geht oder ob Sie irgendetwas brauchen.

Die Emnhaltung der Besuchstermine und der Studienvorgaben ist von groler Bedeutung fiir
den Erfolg dieser Studie.

4. Wie funktioniert die Verwendung einer vibrierenden
Beckenbodenkugel?

Sie missen die Kugel in der ersten Woche einmal tiglich fiir 15 Minuten, ab der 2. Woche
einmal tiglich fir 30 Minuten in der Scheide tragen, wihrend Sie in Bewegung sind, zB. bei
der Hausarbeit oder beim Spazierengehen. Die genaue Anlertung zur Verwendung finden Sie
in Anhang 1.

Bitte verwenden 5ie die Kugel nicht wihrend der Monatsblutung, bei

Geschlechtsverkehr, bei Entziindungen, Erkrankungen, Operationen oder Schmerzen
im Genitalbereich, und wihrend einer Schwangerschaft.
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Beckenbodentraining nach der Geburt

5. Wie werden Beckenbodeniibungen zu Hause durchgefiihrt?

Sie missen die beschriebenen Beckenbodeniibungen 3x tiglich durchfithren Die genaue

Anlertung zur Durchfithrung finden Sie in Anhang 2.

6. Wer kann an der Studie teilnehmen?

An der Studie teilnehmen kdnnen Frauen zwischen 6 Wochen und 6 Monaten (zu Beginn des
Tramings) nach einer Geburt durch die Scheide nach der 37. Schwangerschaftswoche. Sie
diirfen wihrend der Studienzeit an keinem anderen Beckenbodentraining und keiner anderen
Studie teilnehmen. Sie dirfen kemne schweren Erkrankungen haben. Sie diirfen derzert micht
schwanger sein und avuch wihrend der Studie keine Schwangerschaft planen.

7. Worin liegt der Nutzen einer Teilnahme an der Studie?

Mit der Anwendung von Beckenbodenkugeln oder -ibungen kann moglicherweise Thr
Beckenboden gestirkt werden, oder es kinnen Beckenbodenbeschwerden gebessert werden.
Durch die Teilnabme an der Studie erhalten Sie auch zweimal durch die
Beckenbodenmessung Auskunft iiber die Stirke Thres Beckenbodens aus der Sicht von
Fachpersonal. Durch die intensive Beschiftigung mit dem Beckenboden riickt seine
Wahmehmung und die Wichtigkeit seiner Gesundheit mehr in Ihr Bewusstsein, was
langfristig zu Threr Beckenbodengesundheit beitragen kénnte. Falls sich wihrend der Studie
zeigt, dass Sie Probleme mut dem Beckenboden haben, kann Thnen eine entsprechende
Vorgangsweise empfohlen werden.

Es 1st jedoch auch mioglich, dass Sie durch Thre Teilnahme an dieser Studie keinen direkten
personlichen Nutzen fiir Thre Gesundheit ziehen. Unabhingig von Threm personlichen Nutzen
werden die Ergebnisse dieser Studie dazu beitragen, Erkenntnisse zu gewinnen, um eine
zukiinftige klinische Priifung optimal durchfiihren zu knnen, die zur bestméglichen Beratung
von Fraven nach der Geburi beitragen soll.

8. Gibt es unerwiinschte Wirkungen oder Risiken?

Die Verwendung von Beckenbodenkugeln ist eine sichere Methode. Laselle
Beckenbodenkugeln der Firma Intimina’LELO sind emn in der EU zugelassenes
Medizinprodukt, in Apotheken oder iiber das Internet erhiltlich, und erfiillen europiische
Sicherheitsstandards. Dieses Produkt wird gegenwirtig zur Vorbeugung oder Behandlung von
Beckenbodenschwiche und Harninkontinenz verwendet.

Die Verwendung von Beckenbodenkugeln kann zu geringen Nebenwirkungen oder Risiken
fithren. Die bislang beobachteten Nebenwirkungen und Beschwerden umfassen:
unangenehmes Gefiihl, leichte Muskelschmerzen (Muskelkater), leichte vaginale Blutung
(selten), leichte Reizung der Scheide (sehr selten) oder Infektion (sehr selten). Bisher
unbekannte Nebenwirkungen sind nicht zu erwarten.
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Beckenbodentraining nach der Geburt

Die Durchfiihrung von Beckenbodeniibungen kann zu geringen Nebenwirkungen oder
Risiken fithren: unangenehmes Gefuhl oder Schmerzen (beides sehr selten). Bisher
unbekannte Nebenwirkungen sind nicht zu erwarten.

Die 1m Rahmen dieser Studie durchgefilhrie Beckenbodenmessung 1st schmerzlos und birgt
keine bekannten Risiken, ebensowenig die Interviews und Fragebigen.

9. Was ist zu tun beim Auftreten von Beschwerden?

Sollten 1m Verlauf der Studie irgendwelche Beschwerden oder Symptome auftreten, miissen
Sie diese mitteilen; bei schwerwiegenden Begleiterscheinungen umgehend, ggf. telefonisch.
Bitte melden Sie sich bei emner der folgenden Personen/Stellen, entsprechendes weiteres
Vorgehen wird dann organisiert:

Claudia Oblasser unter 0676 301 94 86 oder Claudia oblasser. 1@city.ac.uk

falls dnngend: Geburtsbereich an der Universititsklinik fiir Franenheilkunde: 01 40400 29380
Professor Engelbert Hanzal unter 01 40400 29150

Professor Hanns Helmer unter 01 40400 29380

Mogliche Zeichen, beir denen Sie mit einer der genannten Personen/Stellen Kontakt
aufnehmen sollen: gréfere als emnem Muskelkater entsprechende Schimerzen, Blutung,
vermehrter Ausfluss.

10. Eintritt einer Schwangerschaft wihrend der Studie

Sollten Sie wihrend der Studie schwanger werden oder den Verdacht haben, dass Sie
schwanger geworden sind, informieren Sie bitte umgehend Claudia Oblasser und beenden Sie
als Vorsichtsmalinahme die Verwendung der Kugeln (falls Sie diese verwenden). Die
Beckenbodeniibungen allein konnen auch in der Schwangerschaft durchgefiuhrt werden.

11. Wer organisiert diese Studie?

Die Studie ist ein Doktoratsprojekt der Hebamme Claudia Oblasser M A Sie fuhrt das Projekt
unter Supervision von Christine McCourt (Professorin zur Gesundheit von Mutter und Kind
an der City University London) durch, mit Unterstitzung von Engelbert Hanzal (Professor fiir
Geburtshilfe und Gynikologie, Medizinische Universitit Wien). Die Verantwortung fur die
Studie liegt laut osterreichischem Medizinproduktegesetz bei Professor Hanzal Insgesamt
wird das Projekt voraussichtlich bis Oktober 2016 dauern.

12, Wer hat diese Studie genehmigt?
Diese Studie wurden von den Ethikkommittees der Medizinischen Universitit Wien und der

City University London (Senate REC) begutachtet und genehmigt. Ethukkommittees sorgen
dafiir, dass die Rechte und die Gesundheit von StudienteilnehmerInnen gewahrt werden.
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13. Wann wird die Studie vorzeitig beendet?

Sie konnen jederzeit auch ohne Angabe von Griinden Thre Teilnahmeberertschaft widerrufen
und aus der Studie ausscheiden, oder einzelne Teile nicht durchfithren (z B. Fragen, die Thnen
zu persdnlich sind, nicht beantworten), ohne dass Thnen dadurch irgendwelche Nachteile fiir
Thre weitere gesundheitliche Betreuung entstehen.

Es ist aber auch méglich, dass Thr Forschungsteam entscheidet, Thre Teilhahme an der Studie
vorzeitig zu beenden, ohne vorher Thr Einverstindnis einzuholen. Die Griinde hierfiir kénnen
sein:

a) Sie konnen den Erfordernissen der Studie nicht (mehr) entsprechen.

b) Ihr Studienteam hat den Eimndruck, dass eine weitere Teilnahme an der Studie nicht
in Threm Interesse 1st.

c) Die Studie wird vorzettig beendet.

Sofern Sie sich dazu entschliefen, vorzeitiz aus der Studie auszuscheiden, oder Thre
Teilnahme aus einem der oben genannten Griinde vorzeitig beendet wird, ist es fiir Thre eigene
Sicherheit wichtig, dass Sie sich zu einem Telefonat einige Zeit nach Beendigung der
Teilnahme bereit erkliren, in dem erhoben werden soll, ob es Thnen gut geht.

14. In welcher Weise werden die im Rahmen dieser Studie
gesammelten Daten gespeichert und verwendet?

Thre Informationen werden vertraulich behandelt. Zu den vertraulichen Daten, 1n denen Sie
namentlich genannt werden (..personenbezogene™ Daten), hat nur das Studienteam Zugang.
Weitters kionnen Beaufiragte von in- und auslindischen Gesundheitsbehdrden und der
zustindigen Ethikkommissionen die Richtigkeit der Aufzeichnungen iberpriifen. Diese
Personen unterliegen einer gesetzlichen Verschwiegenheitspflicht.

Die Weitergabe der Daten im In- und Ausland erfolgt ausschlieBlich zu statistischen Zwecken
in verschllisselter (nur .indirekt personenbezogener”) oder nicht personenbezogener
(..anonymisierter”) Form, das heiBt, Sie werden nicht namentlich genannt.

Die Daten werden 10 Jahre geschiitzt aufbewahrt und danach vertraulich vernichtet.

Das Studienteam unterliegt im Umgang mit den Daten den Bestimmungen des
dsterreichischen Datenschutzgesetzes 2000 1n der jeweils geltenden Fassung.

Wenn Sie Thre Emwilligung zurickziehen und damit Thre Teilnahme wvorzeitig beenden,
werden keine neuen Daten mehr dber Sie erhoben. Auf Grund gesetzlicher
Dokumentationspflichten (Medizinproduktegesetz) kann jedoch weiterhin fiir emnen gesetzlich
festgelegten Zeitraum eine Emnsichtnahme in Thre personenbezogenen Daten zu Priiffrwecken
durch avtorisierte, zur Verschwiegenheit verpflichtete Personen erfolgen.

Die vorhergehenden Informationen treffen auch zu, falls die Studie vorzeitig beendet wird.
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Die Ergebnisse dieser Studie werden in Claudia Oblassers Doktorarbeit (PhD Thesis)
verschriftlicht, auf Tagungen und Konferenzen prisentiert sowie in Fachjournalen
verdffentlicht werden. Thre personlichen Daten kdnnen dabei nicht identifiziert werden.

Ausgenommen von der vertraulichen Behandlung sind dem Forschungsteam bekannt
werdende Umstinde, in denen zum Schutz des Kindeswohls emne gesetzliche
Handlungspflicht besteht.

15. Entstehen fiir die Teilnehmer Kosten? Gibt es einen
Kostenersatz oder eine Vergiitung?

Durch Ihre Teilnshme an dieser Studie entstehen fir Sie  Fahrtkosten zur
Beckenbodenmessung im AKH Wien. Sie erhalten fiir Thre Teilhahme an dieser Studie zu
Beginn jeder Messung 2 Einzelfahrscheine der Wiener Verkehrsbetriebe ausgehindigt.

16. Moglichkeit zur Diskussion weiterer Fragen und
Vorgehen bei einem Problem

Fiir weitere Fragen im Zusammenhang mit dieser Studie steht Thnen Claudia Oblasser gerne
zur Verfiigung. Auch Fragen, die Thre Rechte als Teilnehmerin an dieser Studie betreffen,
werden Thnen gerne beantwortet, ebenso wie Sie Thre Sorgen vorbringen oder sich Giber einen
Aspekt der Studie beschweren kdnnen.

Mo-Fr 9-18 Uhr erreichbar unter: 0676 301 94 86
Jederzeit erreichbar unter: Clandia oblasser. 1(@city.ac.uk

Ebenso kénnen Sie sich wenden an:
Professor Engelbert Hanzal: Mo-Fr 9-14 Uhr erreichbar unter: 01 40400 29150
Jederzeit erreichbar unter: engelbert hanzal@meduniwien ac. at

Professor Christine McCourt: Mo-Fr 10-17 Uhr erreichbar unter: 00 44 207 040 3863
Jederzeit erreichbar unter: Christine McCourt. 1@ city.ac.uk

17. Was mache ich wenn ich einen unabhingigen Rat will?

Falls Sie mit einer unabhingigen Stelle sprechen machten, kontaktieren Sie bitte die Wiener
Pflege-, Patientinnen- und Patientenanwaltschaft unter 01 587 12 04 oder per email:
post@wpa. wien. gv.at; oder das Sekretariat der Ethikkommission der City University London:

Anna Ramberg (Secretary to Senate Research Ethics Committee)
Research Office, E214

City University London

Northampton Square

London EC1V 0HB

Tel: 00 44 20 7040 3040

E-mail: Anna Ramberg 1(@city.ac.uk
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18. Sollten andere behandelnde Arzte von der Teilnahme
an der klinischen Priifung informiert werden?
Sollten Sie wihrend IThrer Teilnahme an dieser Studie drztliche Hilfe (egal aus welchem

Grund) in Anspruch nehmen, informieren Sie bitte Thren Arzt/Thre Arztin iiber Thre
Studienteilnahme.

Alle personlichen Daten werden streng vertraulich behandelt. Die
Teilnahme an dieser Studie erfolgt freiwillig und kann
jederzeit widerrufen werden.

Bitte lesen Sie die gesamte Teilnehmerinformation sorgfiltig durch!

19. Einwilligungserklirung

Name der Teilnehmenn in Druckbuchstaben: .
Geb Datum: .

Ich erklire mich bereit, an der Machbarkeitsstudie zur Wirksamkeit von vibrierenden

Beckenbodenkugeln zur Verbesserung der Beckenbodenmuskulatur nach der Geburt
teilzunehmen.

Ich bin von Frau Claudia Oblasser ausfobrlich und verstindlich iiber die Verwendung
von Intimina Laselle Beckenbodenkugeln oder Beckenbodeniibungen, méoghche
Belastungen und Risiken, sowie ilber Wesen, Bedeutung und Tragweite der Studie, die
bestehende Versicherung sowie die sich fiir mich daraus ergebenden Anforderungen
aufgeklirt worden. Ich habe dariiber hinaus den Text dieser Teilnehmeraufklirung und
Emwilligungserklirung, die insgesamt 10 Seiten (plus 2 Seiten Anhang) umfasst,
gelesen. Aufpetretene Fragen wurden mir von Claudia Oblasser wverstandlich und
ausreichend beantwortet. Ich hatte geniigend Zeit, mich beziiglich meiner Teilnahme zu
entscheiden. Ich habe zurzeit keine weiteren Fragen mehr.

Ich werde den Erfordernissen, die fiir die Durchfithrung der Studie erforderlich sind,
Folge leisten, behalte mir jedoch das Recht vor, meine frerwillige Mitwirkung jederzeit
zu beenden oder einzuschrinken, ohne dass mir daraus Nachteile fiir meine
gesundheitliche Betreuung entstehen.

Ich bin zugleich damit einverstanden, dass meine im Rahmen dieser Studie ermittelten
Daten gespeichert werden. Mir ist bekannt, dass zur Uberpritfung der Richtigkeit der
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Datenaufzeichniung Beauftragte der zustindigen Behérden und der Ethikkommissionen
bei Claudia Oblasser Einblick in meine personenbezogenen Studiendaten nehmen
disrfen.

Sollte ich meine Teilnahme an dieser Studie widerrufen oder wird meine Teilnahme an
der Studie von Seiten des Forschungsteams vorzeitig beendet, so willige ich ein, dass
die bis zu diesem Zeitpunkt erhobenen Daten weiterhin verwendet werden diirfen,
soweitt dies erforderlich 1st, um

a) sicherzustellen, dass meine schutzwiirdigen Interessen nicht beeintrichtigt werden
und

b) den gesetzlichen Dokumentationspflichten zu entsprechen.
Beim Umgang mit den Daten werden die Bestimmungen des Datenschutzgesetzes 2000
beachtet.

Fiir den Fall, dass ich aus der Studie ausscheide, bin ich emnverstanden, dass meine
Daten weiterhin aufbewahrt und analysiert werden, wie in dieser Information
beschrieben:

1a nein

Ich machte nach Beendigung der Studie Giber die Ergebnisse informiert werden:
ja nein ich bin nicht sicher — gebe spéter Bescheid

Eine Kopie dieser Teilnehmennformation und Einwilligungserklirung habe ich
erhalten. Dias Original verbleibt bei Claudia Oblasser.

(Datum, Name und Unterschnift Claudia Oblasser)
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Anhang 1: Anleitung zur Verwendung der Beckenbodenkugel
» Waschen Sie Thre Hande.

# Geben Sie, falls Sie machten, fiir ein leichteres Einfithren eine kleine Menge wasserldsliches
Gleitgel (wird Thnen zur Verfiigung gestellt) auf die saubere Kugel.

# Nehmen Sie eine bequeme Posttion ein (Riickenlage, Seitenlage. hockend, stehend mit einem
Bein hochgestellt). Atmen Sie entspannt und fiihren Sie die Kugel sanft und mit stetigem
Druck mn die Scheide ein. Achten Sie darauf, dass sich das Riickholbindchen auBerhalb des
Karpers befindet. Die Kugel muss nicht tief eingefiihrt werden, sie sollte bequem ca. 2 cm tief
in der Scheide liegen, das ist weniger hoch als ein Tampon.

# Bewegen Sie sich mit der eingefiihrten Kungel, zB. bei einem Spaziergang oder wihrend der
Hausarbeit. Wihrend des Bewegens sollten Sie die Vibrationen spiiren. Verwenden Sie die
Kugel fiir 15 Minuten tiglich in der ersten Woche, und fiir 30 Minuten tiglich ab der zweiten
Woche, insgesamt fiir 12 Wochen. Es sollte Ihnen nicht viel Anstrengung bereiten, die Kugel
drinnen zu halten — tragen Sie die Kugel nur so lange wie es Thnen leicht fillt, eventuell also
kiirzer als 15 bzw. 30 Minuten. Falls Sie die Kugel gar nicht halten knnen, setzen Sie sich
bitte mit Claudia Oblasser in Verbindung.

» TRichtig sitzende Beckenbodenkugeln verursachen kein Ziehen im Unterleib, driicken nicht auf
das Gesilh und diben keinen Druck nach unten aus. Zu Beginn der Anwendung kann es jedoch
zu leichten Schmerzempfindungen (..Muskelkater) im Beckenbereich kommen.

» Zum Entfernen ziehen Sie zuerst sanft und bei Bedarf mit stirkerem Druck am 7 cm langen
Rijckhelbindchen. Seollte die Kugel nicht leicht zu entfernen sein, entspannen Sie sich und
ziehen etwas fester.

» Reinigen Sie die Kugel nach jedem Gebrauch (falls Sie sie langer nicht verwendet haben auch
davor) mit Wasser und der Ihnen zur Verflisung gestellten antibakteriellen Seife. Benutzen
Sie keine Reinigungsmitte]l mit Alkohol, Benzin oder Aceton, da diese Inhaltsstoffe Ihre
Scheidenflora negativ beeinflussen und auch die Silikon-Auflenhiille der Vaginalkugeln
beschidigen konnen. Trocknen Sie die Kugeln mit einem fusselfreien Tuch und bewahren Sie
sie in der mitgelieferten antibakteriellen Aunfbewahrungstasche auf.

¥ Wahrscheinlicher ist eine Wirkung, wenn 5Sie die Kugel konsequent verwenden

Bitte verwenden Sie die Kugel nicht wihrend der Monatsblutung, bei Geschlechtsverkehr, bei
Entziindungen, Erkrankungen, Operationen oder Schmerzen im Genitalbereich, und wihrend
einer Schwangerschaft.

Grundsatzliche Empfehiung zur Vermeidung von Inkontinenz:
Spannen Sie Ihre Beckenbodenmuskeln vor und wihrend jeder fiir den Beckenboden belastenden
Aktivitdt an, zB. wenn Sie Thr Kind hochheben, husten oder mesen.

Anspannen des Beckenbodens:

Stellen Sie sich vor, dass Sie Harn oder Winde zuriickhalten. Spannen Sie die Muskeln um die Scheide
an und heben Sie sie an, indem Sie die drei Offnungen fiir Darmausgang, Scheide und Harnrohre
schliefen und nach innen (und etwas nach vome) hochziehen
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Anhang 2: Anleitung zur Durchfiihrung der Beckenbodeniibungen

Anspannen des Beckenbodens:
Stellen Sie sich vor, dass Sie Harn oder Winde zuriickhalten. Spannen Sie die Muskeln um

die Scheide an und heben Sie sie an, indem Sie die drei Offnungen fiir Darmausgang, Scheide
und Harnrdhre schliefien und nach innen (und etwas nach vorne) hochziehen Beginnen Sie
vorsichtig und rhythmisch. Thre Gesil-, Bauch- und Beinmuskeln sollten nicht mitarbeiten.

» Langes Anspannen:
Halten Sie die Anspannung fiir ein paar Sekunden und entspannen Sie danach fiir ein
paar Sekunden; atmen Sie. Steigern Sie Dauver und Anzahl, bis Sie die Anspannung bis
zu 10 Sekunden halten kénnen, und das bis zu 8-10x hintereinander.

» BSchnelles Anspannen:
Spannen Sie die Beckenbodenmuskeln so stark und schnell hinteremnander wie

méglich an; atmen Sie wihrenddessen und entspannen Sie danach. Tun Sie dies bis zu
8-10x hinteremnander.

Versuchen Sie die Ubungen in verschiedenen Positionen (liegend, sitzend, stehend) und
machen Sie sie zur Routine, z.B. jedes Mal, wenn Sie Thr Kind fiittern.

Damit die Ubungen wirksam sind, milssen Sie konsequent ilben und beide Arten von

Ubungen mindestens 3x tiglich durchfithren.

Grundsitzliche Empfehlung zur Vermeidung von Inkontinenz:
Spannen Sie Thre Beckenbodenmuskeln vor und wihrend jeder fir den Beckenboden

belastenden Aktivitdt an, z.B. wenn Sie Ihr Kind hochheben, husten oder mesen.

Anlettung angelehnt an: Association of Chartered Physiotherapists in Women's Health (20132 und
2013b) und National Coellaborating Centre for Women's and Children’s Health (2013)
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Appendix K(e): Participant information and consent form - English

translation

Version submitted to City University London Ethics Committee

"

MEDIZINISCHE
e CITY UNIVERSITY m UNIVERSITAT
sl La. LONDON WIEN

Pelvic floor training after childbirth

Information and consent form
for participation in a study

Feasibility study on the effectiveness of vibrating vaginal balls to
improve pelvic floor muscle performance in women after childbirth

Scientific title: Feasibility-B.CT on the effectiveness of vibrating vaginal balls to improve pelvic floor
muscle performance in women after childbirth

Dear person interested in the study,

I mvite you to take part in the above named study. Before you agree to participate, please read the
following information carefully, don't hesitate to ask for more detailed information, and speak with
others about 1t. Further information about the study will be provided in a detailed talk with midwife
Clandia Oblasser M.A.

Your participation in this study is voluntary. If you want to participate, you must sign a consent
form. You can withdraw participation at any time without giving a reason, or refuse to participate
in parts of the study (e.g. not answer single questions). If you do not want to participate or
withdraw from participation early, this has no disadvantage for your health care.

Studies are necessary to gain reliable new research results. However, an indispensable requirement for a
study 1s that you agree to participate in written form.

Please s1gn this consent form only if

—  you fully understand kind and process of the study,
~  you agree to participate and
vour rights as participant in this study are clear to vou.

Thiz study and the information and consemt form have been approved by the appropriate ethics
committees.

1. What is the purpose of this study?

We kmow that regularly practising pelvic floor muscle exercizes improves pelvic floor muscle
performance and symptoms (e.g. urinary incontinence). The use of vibrating pelvic floor training balls
may be an alternative to pelvie floor musele exercises. A previous study showed a promising effect, but
it has not yet been tested whether the balls are helpful for women after childbirth. We anticipate women
who use the pelvic floor training balls may have some health benefits but cannot be sure until the
completion of an appropriate climcal trial. The purpose of this feambility study 1s to gather enough
information to prepare a future effective clinical trial to test the effectiveness of vibrating vaginal pelvic
floor training balls after childbirth. The study is a PhD preject of midwife Claudia Oblasser M.A.

! Translation comment: The English term feaszibiline trial cannot ba franslated exactly into German The best
tranzlation for sclentifie purposes 1= feasibiling-RCT, and for lay people feasibility srudy. As this 15 a translation
from German to Englizh to inform you as Ethies Committee, the terms used in German have been franslatad.
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2. Which other treatment options are there?

To rehabilitate the pelvic floor after childbirth, there are alzo the following possibilities instead: pelvic
floor muscle exercises with physiotherapist, midwife or fitness traimer in groups or indrvidually.

3. How is the study performed?
This study will take place at the Medical University of Vienna with 36 participants.

Before being included mmto this study, you must have had your § weeks check performed by your
obstetrician and habe been discharged from pestpartum care with findings approprate te this period after
childbirth, and vour postpartum vaginal discharge must have ceased.

In this study, the use of vibrating vaginal pelvic floor traming balls will be compared to performing pelvic
floor exercises at home {a usual intervention to strengthen the pelvic floor after childbirth). You will be
assigned by chance to one of these two groups — the chance allocation (called randomisation) 1s done via
2 computer programme. Together with Claudia Oblasser you will open the envelope which contains your
allocation information. The probability of being assigned to the group “pelvic floor ball™ will be 2:1
compared to being assigned to the group “exercises™.

For a duration of 12 weeks, you will use the pelvic floor traming balls OF do the pelvic floor muscle
exercises at home.

Your total participation in this study 13 expected to tzke 14-16 weeks.

The following interventions will be performed confidentially as part of the study:

#  The collection of personal information (such as profession, height) and your obstetric history
(at a site of your choice, 15 minutes).

* A questionnaire about your pelvic floor health at the beginning and the end of the study (at a
site of your choice, 10 minutes).

* A structured interview about your experiences with and opinion about your method of pelvic
floor muscle training and the study at the beginning and the end of the study OF. a questionnaire
at the end of the study (if interview or questionnare depends on study progress) (at a site of
vour cholce, mterview 30-40 minutes OF. questionnaire 20 minutes).

o Measurement of pelvic floor muscle performance (perineometry) at the beginning and the end
of the study. For this measurement vou will be asked to come to Vienna General Hospital twice.
Before measurement, 1t is checked if you are able to squeeze your pehvic floor muscles correctly.
For this, the measuring person lets you squeeze your pelvic floor muscles around a finger which
1z mserted about jem into the vagina. For the measurement, a silicome probe (26(33)mm
dizmeter) will be mserted into your vagina and you will be asked to squeeze your pelvic floor
muscles a few times as firm as possible and as long as possible. The person measuring your
pelvic floor muscle performance dees not know the group you are allocated to. He/she must not
hear about it to avoid an influence on the measurement. The measurement itself takes about 3-
10 minutes.

o During the 12 training weeks, you will be asked to note down each day in a form if you have
used the balls'performed the exercizes as planned.

¢+ Touwill ke called by telephone 3 times (in single cazes maybe more frequently) and asked how
vou are or if you need something.

Keeping to the study appointments and requirements is of high importance for the suceess of this study.
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4. How is a pelvic floor training ball used?

The ball is worn vaginally once daily for 15 minutes during the first week, and for 30 minutes daily from
the second week onwards; wear the ball when you &re moving, e.g. when deing housework or going for
a2 walk. You find the detailed instruction about ball use in Appendix 1.

Please do not use the ball during menstruation and intercourse, and when having inflammations,
diseases, operations or pain in the genital area, and during pregnancy.

5. How do 1 perform pelvic floor muscle exercises at
home?

You must perform the pelvic floor exercizes 3 times a day. You find the detailed instruction about how
to do pelvic floor exercises in Appendix 2.

6. Who can participate in the study?

Women between 6 weeks and & months (at the beginming of training) after vaginal birth after 37
completed weeks of pregnancy can participate in the study. During the study, you must not participate in
another kind of pelvic floor muscle training or another study. You must not suffer from a serious disease.
You must not be pregnant or plan a pregnancy during the study period.

7. What is my benefit of participating in this study?

By using pelvic floor traiming ball: or domng pelvic floor muscle exercizes, your pelvic floor could be
strengthened or pelvic floor symptoms could be enhanced. By participating in the study, you get two
pelvic floor measurements and information about your pelvic floor performance from the view of 2 health
professional. By the intensive preoccupation with the pelvic floor, you might become more conscious
about its perception and the importance of its health, which could contribute to your pelvic floor health
in the long term. If problems with vour pelvic floor become clear during the study, you can be referred
to appropriate health care.

It is also possible that you will not draw any direct personal benefit for your health from participating in
thiz study. Independent from vour personal benefit, the results of this study will teach us lessons to be
able to undertake a fture climcal trial effectively to provide better advice to women after childbirth.

8. Are there any unwanted effects or risks?

The use of pelvic floor training balls is a safe method. Laselle pelvic floor training balls of timina/ LELO
are a EC licensed medical device sold in pharmacies or available via the world-wide web, and they fulfil
Eurcpean safety standards. This product is presently used to prevent or treat pelvie floor weakmess or
urinary mcontinence.

The use of pelvic floor traiming balls can lead to minor side effects or nsks. The side effects and
complaints observed so far comprise: discomfort, slight muscle soreness or pain (like from too much
traming), slight vaginal bleeding (rarely), slight vaginal nmitation (very rarely) or infection (very rarely).
Hitherte unknown side effects are not expected.

The performance of pelvic floor muscle exercises can lead to minor side effects or nisks: uncomfortable
feeling or pam (both very rarely). Hitherto unlmown side effects are not expected.

The pelvic floor measurement performed for this study is painless and does not carry any known risks,
neither do the interviews and questionnaires.
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9. What do I have to do if I experience discomfort?

In case you experience any discomfort or symptoms during the study, you must repert them; in serious
cases immediately, if necessary by phone. Please notify one of the following persons/sites, appropriate
procesding will then be organised:

Claudia Oblaszer at 0676 301 94 86 or Claudia oblasser. 1 @eity zc.uk
if urgent: delivery suite at Vienna General Hospital: 01 40400 29380
Professor Engelbert Hanzal at 01 40400 29150

Professor Hanns Helmer at 01 40400 29380

Pogsible signs which should make you contact one of the named persons/sites: pain exceeding pain to be
expected from too much muscle training, bleeding, inereased vaginal discharge.

10. If you get pregnant during the study

In case vou get pregnant or suspect te be pregnant during the study, please inform Claudia Oblasser
promptly and terminate the use of the vaginal balls as a safety measure (in case you use them). The pelvic
floor muscle exercises alone can also be performed during pregnancy.

11. Who is organising this study?

The study iz a PhD project of midwife Clandia Oblasser MA. She is conducting the project with
supervizion by Christine McCourt (Professor of Maternal and Child Health® at City University London),
and with support by Engelbert Hanzal (Professor of Obstetrics and Gynaecology, Medical University of
Vienna). According to the Austrian law on medical devices, responmbility for the study lies with
Professor Hanzal. Duration of the project 13 planned until October 2016.

12.  Who has approved this study?

Thiz stady has been reviewed and approved by the Ethical committees of the Medical University of
Vienna and of City University London (Senate EEC). Ethics committees make sure that the rights and
health of study participants are protectad.

13. When will the study be terminated early?

You can withdraw from the study at any time without giving reasons, or refuse to participate in parts of
the study (e.g. not answer questions which you find too personal). This will not have any disadvantage
for your health care.

It 15 also possible that yvour research team decides to terminate your participation in the study early
without asking for your consent. Reazons for this can be:
a) You do not correspond (any more) to the requirements of the study.

) Your study team has the impression that your further participation i the stody 1s not in
your interest.
¢} The study is terminated early.

In case you decide to withdraw from the study early, or vour participation is terminated early for one of
the above reasons, it is important for vour own safety that you agree to a phone call zome time after
cessation of participation, to ascertain vour well-being.

! translated inte German
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Pelvic floor training after childbirth

14. How will data collected for this study be stored
and used?

Any mformation you provide will be kept confidential. Only the researchers mveolved in the study will

have access to your personal data. Also, delegates from the Ethics Committees or Austrian or

international health regulatory agencies are allowed to examine the correctness of the documentation.
These persons are subject to a legal obligation to confidentialty.

Circulation of data nationally and mternationally is done exclusively for statistical purposes in encrypted
(only indirect personal) or not personal (anonymised) form — this means your name is not circulated.

Data will be stored securely for ten years and then confidentially destroyed.

Concerning data handling, the stody team iz subject to the Austrian law on data protection from the year
2000 in its most recent version.

If you withdraw your consent and thereby terminate vour participation early, no new data will be
collected about you. Due to legal documentation duties (law on medical devices), authorised persons
with an obligation to confidentialty have a right of aceess to your personal data for control purposes for
2 legally determined timeframe.

The aforementioned information also applies in case the study is terminated early.

The rezults of thiz study will be written down in Claudia Oblasser's PhD thesis, presented at conferences
and published in academic journals. It will thereby not be possible to trace back your personal
information.

The research team 15 exempt from its obligation to confidentialty 1f becoming aware of circumstances
which legally require to act in the best interest of the child.

15. Are there any costs for the participant? Is there
any refund?

Through vour participation in this study you incur costs for travelling to the pelvic floor measurement at
Vienna General Hoepital Therefore, you will be handed 2 single tickets of the Wiener Verkehrsbetriebe
(“rransport for Vienna ) at the beginning of each measurement for your participation in this study.

16. Possibility to discuss further questions and
what to do if there is a problem

Claudia Oblasser is happy to answer further questions about this study and about your rights as
participant in this study. You can contact her also if you find any concem or worries, or if you would
like to complain about any aspect of this study.

Mo-Fr 9-18 on: 0676 301 94 86
Anytime on: Claudia oblasser. 1 @eity.ac.uk

You can alse contact:
Professor Engelbert Hanzal: Mo-Fr 9-14 on: 01 40400 2915

Anytime on: engelbert hanzal@meduniwien ac.at

Profeszor Christine McCourt: Mo-Fr 10-17 on: 00 44 207 040 5863
Anytime on: Chrigtine MeCourt. 1 @city.ac.uk
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17. What if ] want independent advice?

In case you want to talk with an independent person, please contact the Wiener Pflege-, Patientinnen-
und Patientenanwaltschaft’ on 01 587 12 04 or via email: post@wpa wien gv.at; or the Secretary to
Senate Research Ethics Commuttes of Crty Umiversity London:

Anna Ramberg

Secretary to Senate Research Ethics Committee

Research Office, E214

City Umiversity London

Morthampten Square

London

ECIV 0(HB

Fon: (0 44 20 7040 3040

Email: Anna Ramberg. 1 @eity.ac.uk

18. Should other medical doctors be informed
about your participation in this clinical trial?

In case you consult a docter for medical help during your participation in the study {for whatever
reasom), please inform her or him about your participation in the stady.

All personal data will be treated confidentially.
Participation in this study is voluntary and you can
withdraw at any time.

Please read all of the participant information carefully!

19.  Consent form
MName of participant in capital letbers:
Date efbirth: ...

T agree to take part in the feasibility study on the effectiveness of vibrating vaginal balls to improve
pelvic floor muscie performance in women after childbirth.

T have been informed in detail and understandably by Claudia Oblasser about the use of fnfiming
Lareile pelvic floor training balls or pelvic floor exercises, potential side effects and risks, as well
as the nature, significance and consequences of this study. the insurance and the thereof resulting
requirements. I also have read the text of this participant information and conzent form of 10 pages

7 Translation comment: This is an independent institutional complaint service for all health service patients m
Vienna
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(plus 2 pages appendix®). Arising questions have been answered comprehensibly and sufficiently
by Claudia Oblasser. I had enough time to decide about my participation. I have no further
questions at the moment.

T will follow the requirements necessary for the realisation of this study, but will keep my right to
withdraw or limit my voluntary participation at any time, without experiencing any disadvantage
for my health care.

I agres that my data collected in the context of this study are stored. I kmow that delegates from
the Ethics: Committees or appropriate health regulatory agencies are allowsd access to my
personal study data with Claudia Oblasser to examine correctness of documentation.

Should I withdraw my participation in the study or should my participation in this study be
terminated early from the side of the research team, [ agree that data collected to this point in time
may (if necessary) be used further to

a) make sure that my protected interests are not affected and
b} comrespond to the legal documentation obligations.

In data handling, the study team has to follow the regulations laid down in the Austrian law on
data protection from the year 2000.

In case I terminate the study early, [ agree to storage and analyzis of my data as described in this
information:
Tes No

T'would like to be informed about the results of the study:

| Yes [N Tam not sure — I want to tell you later

T have recemved a copy of this participant information and consent sheet. The origmal stays with
Claudia Oblasser.

(Date and signature of participant)

* (Dateand signature of Claudia Oblasser)

* Translation comment- corresponding to the German version

Version 2 of 19 October 2014 page 7 of 9

115



Pelvic floor training after childbirth

Appendix 1: Instruction for using pelvic floor training
balls

»  Wash your hands.

#  Apply, if desired, 2 small amount of water-based Iubricant (will be provided) onto your clean
pelvic ball for ease of insertion.

» Position your body comfortably (lying on your back or side, squatting. standing with one leg
elevated). Breathe for relaxation and insert the ball gently and with steady pressure into your
vagina. Make sure the retraction cord is outzide of the body. The ball does not have to be inserted
deeply, it should lie comfortably about 2em deep in the vagina, this is not as high as a tampon.

» Move with the ball inside. e.g. during a walk or doing housework. You should feel the vibrations
when vou move. Use the ball for 13 minutes daily in the first week, and for 30 minutes daily
from the second week onwards, altogether for 12 weeks. It should not take vou a great effort to
keep the ball inside — wear the ball only as long as it 15 easy for you, even if thiz posubly means
less than 15 or 30 minutes, respectively. If vou cannot keep the ball inside at all, please contact
Claudia Oblasser.

» Comectly placed vaginal balls do not cause any dragging in the lower abdomen, do not push at
the buttocks and do not exert downward pressure. However, you can experience slight muscle
soreness (like from too much muscle exercizing) in the pelvis at the beginning of training.

#» Totake the ball out, draw gently imitially and if needed firmer on the 7 em long retraction cord.
If you cannot take the ball out easily. relax and draw firmer.

# Clean the ball after each use (if vou have not used it for some time, clean it also before use) with
water and the antibacterial scap provided for the study. Do not uee cleansing agents with
alecohol, benzine or acetone, as these substances can mfluence you vagimal flora negatively and
can also destroy the outer silicone layer of the ball. Dry the ball with a fuzz free cloth and keep
them in the provided antibacterial bag.

#  An effect is more likely if you use the ball consequently.

Please do not use the ball during menstruation and intercourse, and when having inflammations,
diseases, operations or pain in the genital area, and during pregnancy.

General recommendation (to prevent leakage):
Contract vour pelvic floor muscles before and during each activity requiring effort from the pelvic floor,
e.g. when you are lifting your baby, conghing or sneezing.

Contracting the pelvic floor:

Imagine that you are trying to stop yourself passing urine or wind. Squeeze the muscles around the vagina
and lift them by closing and drawing up (and a little bit forward) inside the 3 passages for the anus,
vagina and urethra.

Version 2 of 19 October 2014 paze 8 of 9
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Appendix 2: Instruction for doing pelvic floor muscle
exercises

Contracting the pelvic floor:

Imagine that you are trying to stop yourself passing urine or wind. Squeeze the muscles around the vagina
and lift them by closing and drawing up (and a little bit forward) inside the 3 passages for the anus,
vagina and urethra. Start gently and rhythmically. Your buttocks, legs and tummy should not move when
doing the exercise.

# Long contractions:
Hold the squeeze for a faw seconds, and then relax for a few seconds; breathe. Increase the time

and the number that vou do untl vou can hold the squeeze for up to 10 seconds and repeat up
to 8-10 times.

»  Fast contractions:
Tighten the pelvic floor muscles as quickly and strongly as you can, breathe, and then relax. Do
this up to 8-10 times.

Try exercising in different positions (lying, sitting, standing) and establish a routine, such as every time
you feed your baby.

For the exercises to be effective you need to persevere and do the two types of exercise at least 3 times

a day.

General recommendation (to prevent leakagze):
Contract'tighten your pelvic floor muscles before and during each activity requiring effort from the pelvic
floor, e.g. when vou are lifting your baby, coughing or sneezing.

Instruction accordmg to: Association of Chartered Physiotherapistz: in Women's Health (200132 and 2013b) and
Mational Collaborating Centre for Women’s and Children’s Health (20013)
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Appendix L: Recruitment contact documentation

Active recruitment

Result:
- wants to

ticipat
Phone Call participate

: Source Eligible? - more time
Name number date/time g

Date of Place of Other
meeting meeting

- no interest
-why not?
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Passive recruitment

Name

First contact
call/mail
+date

Further
contacts

Phone
number/
mail address

Where did

you hear

about the
study?

Eligible?
Yes/no
+reason

Result:

- wants to participate

- more time

- no interest
-why not?

Date of
meeting

Place of
meeting
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Appendix M: Recruitment details

Active recruitment paths

Postnatal wards of the AKH Vienna

Recruitment started after an information presentation held as part of a routine staff morning
meeting on 27 February 2015. As neither contact dates for women had been obtained by
mid May 2015 nor did the participant information sheet seem to have been distributed,
recruitment efforts via this route were stopped in May 2015.

Delivery suite of the AKH Vienna

Recruitment started after an information meeting with midwifery staff on 4 March 2015. No
contact dates for women were obtained via this route. However, one interested woman
called the researcher the day after she had been given the participant information sheet.

Recruitment via this route was terminated in January 2016 after completed recruitment.

Community midwives in Vienna

Twenty-one midwives were approached by phone calls between January and July 2015.
They were selected because they were personally known to the author or named by a
colleague. A selection criterion was that they should not offer postpartum exercise classes
because it was assumed that their clients would attend their classes and midwives therefore
would not have access to a large eligible population; neither should there arise competition
between recruitment for the trial and their business. Three of the 21 midwives could not be
reached or did not get back to CO, and seven declined to support recruitment for this

feasibility trial.

Eleven midwives started recruitment between February and July 2015. During the
recruitment period, one went into maternity leave and a few had prolonged absences; one
midwife who initially had agreed to contribute later withdrew because of private problems.
The number of contacts provided by midwives varied between 0 and 10 (1x10, 1x9, 1x7,
1x6, 2x5, 2x2, 3x0). Recruitment was terminated in January 2016 after its completion. All
midwives were then sent an e-mail to thank them for their support. They were also asked the
number of and reasons why women had not been interested in the trial, and how many

women had been interested but not wished to give their phone number away (this
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information had originally been planned to be collected in the professionals’ recruitment

form; as this did not prove feasible, the midwives were asked for it in this last e-mail).

It could be observed that each midwife had her own recruitment style. One recruited very
cautiously and approached her clients months after birth when it was clear that they would
not attend a postpartum exercise class. One provided names and phone numbers to CO but
seemed to not have passed on the participant information sheets. One obviously
recommended women to participate in the trial (participant quote: “My midwife said | should
participate”). A common pattern was that names were provided at the beginning of the

collaboration but not any more later on during the recruitment year.

Obstetricians’ surgeries in Vienna

Thirty-one obstetricians were approached between February and September 2015. They
were personally known to the author or recommended by other recruitment helpers.
Contacted via their e-mail addresses identified from the Internet, all were sent an initial
invitation e-mail with one reminder a few weeks later when applicable. Fourteen of the 31
contacted obstetricians did not reply, four declined to support recruitment for this feasibility
trial. Another one withdrew her/his willingness to participate at the personal meeting when
she/he had heard that a particular one of his/her colleagues was contributing to recruitment.

Ten obstetricians started with recruitment between February and September 2015, of whom
one soon withdrew because of a technical housing damage and the resulting stress in her
surgery. One obstetrician agreed to put recruitment sheets in the waiting area. The number
of contacts provided by obstetricians varied between 0 and 28 (1x28, 1x7, 1x5, 1x2, 6x0).
Recruitment was terminated in January 2016 after its completion. All obstetricians were then
sent an e-mail to thank them for their support. They were also asked the number of and
reasons why women had not been interested and how many women had been interested but
did not want to give their phone number away (this information had originally been planned
to be collected in the professionals’ recruitment form. As this did not prove to be feasible, the

obstetricians were asked for it in the last e-mail).
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Passive recruitment paths

Midwifery Centre Vienna (Hebammenzentrum Wien)

Recruitment sheets were laid out at the centre’s information corner and possibly distributed
by midwives in groups from February 2015 onwards. Recruitment was cancelled in January

2016 when it was complete.

Parenting centres

Nanaya (private parenting centre): Recruitment sheets were taken to the class by course
leaders for postnatal exercise groups at their last course unit (course terminated twice a
month) from February 2015 until January 2016. Course leaders were informed about the trial
and could recommend it to women. Recruitment was cancelled in January 2016 when it was

complete.

Parenting centre of the City of Vienna: Recruitment sheets were laid out at the centre’s

information corner in April 2015.

World Wide Web

The recruitment text (as on the recruitment sheet in Appendix 13 a/b of the research protocol

[Appendix N]) was put on

o afacebook page created for this purpose from February 2015 to January 2016
(https://lwww.facebook.com/Studie-zum-Beckenbodentraining-nach-der-Geburt-
1518209895112706/?ref=bookmarks), and on

¢ the website of the Austrian Midwifery Board in February 2015 and left until May 2015

(approximate dates), and again from November 2015 until January 2016.

To enhance recruitment, a parent and supportive psychologist colleague opened a
discussion thread at parents.at (an Austrian online discussion forum for parents) in February
2015, which was continued once in April 2015 by a friend who had opened an account there

to support the trial.

Parenting magazine Eltern

A new recruitment route arose during the trial: In their Austrian supplement, the German
parenting magazine Eltern published a note on the trial which the team obviously had
discovered when screening the news section of the homepage of the Austrian midwives
board (Eltern Magazin Osterreich, 2015).
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Table 15 Recruitment paths with efforts and success

Recruitment
route

Of these
recruited

Of these
contacted

Names
provided

Contacting
women

Of these
recruited

Recruited
women

Recruitment via recruitment professionals (with oral information and participant
information sheet being handed out)

Community 462 45 20 32 1 21
midwives

Obstetricians 42 42 19 19
AKH Vienna 0 0 0 1
delivery suite

Sum 88 87 39 4 2 41

91 contacts via this route

a0f the 46 names provided by community midwives, only 45 women were contacted as one contacted
the author herself. Within the contacting women (community midwives) she is one of three, the two
others also came from recruitment midwives but their names had not been provided.

Recruitment via recruitment sheet/text or word-of-mouth

Parenting n.a. n.a. n.a. 8 3 3

centres

Midwifery n.a. n.a. n.a. 1 1 1

Centre Vienna

Facebook n.a. n.a. n.a.

Parents.at n.a. n.a. n.a.

Homepage n.a. n.a. n.a.

Austrian

Midwifery

Board

Magazine 5 3 3

Eltern

Via other 3 3 1 7 2 3

participant

Other (from) 1 (friend) | 1 1 3 0 1
(a midwife)
4 0 0
(unknown)

Sum 4 4 2 39 13 15

43 contacts via this route
Overall sum n.a. 91 41 43 15 56
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Appendix N: Research protocol

CITY UNIVERSITY LONDON AND MEDICAL UNIVERSITY OF VIENNA

Research Protocol

Feasibility trial on the effectiveness of vibrating vaginal balls to improve pelvic
floor muscle performance in women after childbirth

Claudia Oblasser
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Abstract

Background:
Pelvic floor muscle training after childbirth is recommended to prevent or treat urinary

incontinence and other pelvic floor problems. A device that is sometimes recommended to
women in Austria to enhance their pelvic floor muscles are vibrating vaginal pelvic floor
training balls. To date, only a small study on vibrating balls exists, and it researched women
with urinary incontinence and not women after childbirth. Therefore, research is needed to
scientifically objectify the popular claim of these balls” effectiveness in the postpartum period
and further evidence based practice.

Aims:

This feasibility trial aims at assessing practical issues and feasibility of a future randomised
controlled trial (RCT) to determine the effectiveness of vibrating vaginal pelvic floor training
balls for postpartum pelvic floor muscle rehabilitation, at monitoring hamms of the
experimental intervention, and at exploring women’s perspectives on and experiences with
the interventions and the trial.

Wethodology:
The 56 participants of this feasibility trial in Vienna will be randomised into one of two
intervention groups: the vibrating vaginal ball group or the usual pelvic floor muscle exercises
group (each intervention is planned to be used for 12 weeks). The tested study features
comprise
« recruitment strategies: invitation at the obstetric department of Vienna General
Hospital, by community midwives and via obstetrician’s practices, at relevant venues
for mothers (e.g. parent centres), and via the world-wide web,
# inclusion and exclusion criteria for women from six weeks until six months post
partum,
« the necessary number of participants determined by power calculation,
« the randomisation procedure by computer generated numbers,
« the interventions themselves: best use of vibrating pelvic floor training balls, and their
safety, compared to pelvic floor muscle exercises,
+« concordance and retention measures: diaries and phone contact,
« data collection via physiolegic measurement, interviews and questionnaires,
« effectiveness outcomes: participant reported outcomes and technical measurement
by perineometry,
« asurvey of women's views of and experiences with the interventions and the trial,
+ analysis: statistics and content analysis.

Results:

The results of this trial will inform the features and feasibility of a future full RCT. It will be
concluded that a full RCT to determine the effectiveness of vibrating vaginal pelvic floor
training balls post partum is feasible as planned, feasible with modifications or not feasible. If
considered feasible, the results will enable the full study to be planned correctly.
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Background

Research problem

As childbearing challenges the pelvic floor, pelvic floor muscle training is recommended as a
routine measure after childbirth to prevent incontinence or perineal descent and pelvic organ
prolapse later in life (Abrams et al., 2010). A device recommended and used in Austria to
strengthen the pelvic floor muscles after childbirth are vibrating pelvic floor training balls.
When inserted into the vagina, the ball causes vibrations through the woman’s movements
by a loose inner ball. This vibration together with contraction of the pelvic floor muscles to
prevent the ball from slipping out is purported to strengthen the pelvic floor muscles (Glavind,
2001).

Literature review

An ongoing systematic review (Oblasser, Christie and McCourt, 2014) shows a dearth of
evidence on the effectiveness of vibrating balls to enhance pelvic floor muscle strength or
urinary continence in the post partum pericd. The only study on vibrating vaginal balls by
Glavind (2001) with 10 participants in a single intervention group included women with stress
urinary incontinence and not specifically in the post partum period. Within its methodological
limits, the study showed encouraging results and the author recommended further research.

A systematic review on non-vibrating weighted vaginal cones (including balls) for women with
urinary incontinence showed that larger, high-quality trials are needed to reach a more firm
conclusion on their effectiveness (Herbison and Dean, 2013). There also is a need for more
basic research to understand the unclear theoretical mechanism of the cones (Ba, 1995).

Relevance of the topic and rationale for the research

Pelvic floor care is an important issue for all women after childbirth. The vibrating balls are
available for sale, seem well known and accepted among women in Austria, and there is
reassuring anecdotal evidence about their effectiveness. A device which helps to train the
pelvic floor muscles effectively without deliberate exercise would be practical and time
saving. It might thus lead to a higher training concordance than the standard care pelvic floor
muscle exercises which only show low concordance (Be, Owe and Nystad, 2007). Therefore,
it may pragmatically be seen to be more effective, even if standard care pelvic floor muscle
exercises may technically be more beneficial. On the other hand, it is important not to
recommend and spend money on an ineffective training device. Research can scientifically
examine the popular claim of effectiveness and thereby further evidence-based practice.

The best research design to determine the effectiveness of an intervention is a randomised
controlled trial (RCT) (OCEBM, 2011). As a full RCT needs careful preparation and more
basic research on the intervention is needed, a feasibility trial is proposed here. The novelty
of the proposed research lies in the paricular suggested working mechanism of the balls, the
greater intended number of participants than in Glavind’s (2001) study, the targeted use for
women after childbirth, and in its methodological purpose.
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Research strategy

Purpaose of the research
Research aims
+ Assess practical issues and feasibility of a future full RCT
+« Monitor harms of the experimental intervention
+« Explore women’s perspectives on and experiences with the interventions and the trial

Research guestions
+« How can an RCT on the effectiveness of vibrating vaginal balls to improve pelvic floor
muscle performance after childbirth be prepared and performed best?
+« How many participants would be needed for a full trial to test effectiveness?
+« What are women’s perspectives on and experiences with the interventions and the
trial?
& s there any harm associated with the experimental intervention?

Study objectives

« Determine feasibility of a future full trial

« Explore different recruitment strategies

s Determine descriptive characteristics of the outcome measures

s Explore effect sizes

s Increase clinical experience with the experimental intervention

+ Collect harms-related data of the experimental intervention

+ Increase knowledge on theoretical basis of the experimental intervention

« Investigate women’s perspectives on and experiences with the interventions and the
trial

+« Determine concordance with the interventions and identify any adaptations needed to
increase this

s Assess staff, time, and budget necessary for a full RCT

Research design
Parallel arm, single blind feasibility trial with two groups

Participants
Sample specification
Inclusion criteria:
« Women from 6 weeks to 6 months after vaginal childbirth (at beginning of
intervention)
+« Term birth, i.e. 37+0 or more weeks of gestation
« 6 weeks postpartum check by obstetrician-gynaecologist performed and woman
discharged from postpartum care with diagnostic findings appropriate to this period
after childbirth
+ Lochia have ceased
s Owver the age of 15 with capacity to consent
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« Sufficient knowledge of written and spoken German to be able to participate in the
study
s Baby alive/not seriously ill

Exclusion criteria:

« Currently enrolled in pelvic floor muscle training with physiotherapist, midwife or
fitness trainer

& Status post perineal tear 39 or 4" degree at most recent birth

« Status post continence surgery

« Current pelvic floor or gynaecological surgery

« Current infection of genitourinary tract

+« Recurrent (=5 infectious episodes during last 12 months) or chronic (>3 weeks
duration of single episode in last 12 months) vaginal infections

+« Neuromuscular conditions influencing pelvic floor muscle function (e.g. multiple
sclerosis)

« Major medical condition influencing infectious risk (diabetes, immune suppressive
therapy, HIV infection etc.)

s Currently on medication that could interfere with treatment or evaluation

s Currently enrolled in any other research study

« Pregnancy (also commencing during participation) or pregnancy planned within the
study period

s Retention of ball is impossible

s Inability to perform the proposed procedures

Eligibility criteria checklists for recruiting professionals, the recruitment phone call and for the
first personal meeting (including how criteria will be confirmed) are included as appendices
14 a+b, 16 and 17.

Sampling method
Hospital and community based convenience sample, with random allocation to groups

Recruitment
Recruitment will be explored via different routes and organised by Claudia Oblasser:
a) Postnatal wards of Vienna General Hospital (AKH)
b) Delivery suite of Vienna General Hospital (AKH)
c) Community midwives in Vienna
d) Practices of obstetrician-gynaecologists in Vienna
e) Midwifery Centre Vienna (Hebammenzentrum Wien) and Nanaya (parenting centre)
f)  World-wide websites

Details of recruitment via each route can be found in appendix 1. If a woman’s interest and
eligibility is confirmed at an initial contact with Claudia Oblasser (mostly a phone call), she is
sent an information/consent form via e-mail or mail in case she does not have it yet (this
depends on recruitment route). Not earlier than 7-10 days after she has received the form,
the potential participant is called to ask if she is still interested and to answer possible
questions. If interested in participation, a personal meeting between her and Claudia
Oblasser on the venue of her choice (her home, hospital or a public place where sufficient
privacy can be obtained) is arranged, earliest after the six weeks postpartum check by her
obstetrician-gynaecologist. At this meeting, the study will be fully explained and details can

5
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be clarified. If applicable, the participant information/consent form will be signed, and data
collection will start. Appendix 17 shows the content of this information/consent/first study
meeting.

Sample size
56 women from the accessible population will be recruited. This sample size was calculated
to correspond to the study objectives:

. Using the formula for calculating sample sizes to be able to determine feasibility
proportions by Hooper (n.y.), the determination of a rate of = 80% with a 95%CI from
70-90 (the lowest feasibility rate in this trial, see feasibility criteria in appendix 2)
requires a sample size of 56.

ii. Sample sizes between 24 and 55 are recommended for pilot studies by Sim and
Lewis (2012) and Julious (2005) respectively to determine descriptive characteristics
of outcome measures for calculation of sample size for the main trial.

Method of treatment assignment

Allocation of participants to trial groups will be done by randomisation in blocks of different
size. These will be produced via an appropriate computer programme by a research
administrator and accessible only to her/him. Opague sealed envelopes serally numbered
with the participant identification numbers and containing the codes generated by the
computer programme will be prepared for Claudia Oblasser. Each time a participant is to be
randomised after consent, the envelope with the next number will be opened. To obtain more
information about the experimental intervention, two thirds (37) of participants will be
allocated to the experimental and one third (19) to the comparison arm.

Interventions

Experimental intervention

Participants use the EC licensed pelvic floor muscle training ball Laselle Kegel exerciser 28g
(Intimina/LELQ). The ball is inserted into the vagina and left for 15 minutes daily in the first
week, and if well tolerated 30 minutes daily from the second week onwards. To achieve the
vibrating effect, the balls are worn while moving — performing everyday tasks or going for a
walk. The balls are not to be worn during menstruation, other contraindications are covered
within the exclusion criteria. Detailed instructions for use are given to participants in the
information/consent form and explained verbally by Claudia Oblasser, and they can be found
in appendix 3. Safety information about the intervention is provided in appendix 8 {ethical
issues).

Comparison intervention
Comparison will be made to standard care after childbirth, which is the routine
recommendation of pelvic floor muscle exercises. Participants will be asked to continue/start
the pelvic floor muscle exercises they routinely were recommended by customary written
instructions from their health professionals after birth. If women have not been given an
instruction sheet, they will be given and explained the instruction in the information/consent
form, which can also be found in appendix 4. There are no confraindications to this
intervention; safety information about the intervention is provided in appendix & (ethical
iSsUes).

6
Version 2 of 19 October 2014

131



Duration of the interventions is projected for 12 weeks, in accordance with the recommended
pelvic floor muscle training duration for urinary incontinence in the NICE guidelines (National
Collabarating Centre for Women's and Children's Health, 2013) and with Glavind (2001). To
chart concordance, participants will be asked to keep a training diary to note if’fhow long the
ball was worn (appendix 23a+b) or iffhow often the exercises were performed (appendix
24a+b). This diary is also likely to enhance participants' retention within the study and
concordance with the intervention, as well as the phone calls for adverse events monitoring
(see corresponding sections).

Measurement and data collection
Data to be collected

Table 1 summarises which data will be collected when, how and by whom. More information
about the data collection tools can be found in Appendix 5.

Table 1: Summary of data collection

i . Method of Person Data -
Variable(s) Timepoint - ) collection
collection collecting
tool
Baseline variables | Before the Structured Claudia Oblasser | Appendix 19
intervention interview
Participant Before and after Structured Claudia Oblasser | Appendices
reported pelvic the intervention questionnaire to 20a+b
floor outcome be filled out by
measures participant
Externally Before and after Physiological Engelbert Hanzal | Appendix 22
assessed pelvic the intervention measurement by (blinded)
floor muscle perineometry
performance
Women's Before and after Structured | Claudia Oblasser Appendices
perspectives and the intervention OR | interviews OR 21a+b and
experiences after the structured 26a+b OR
intervention anonymous 27a+b and
questionnaire 28a+b
Concordance Throughout study Training diary Participant Appendices
23a+b, 24a+b
Adverse Throughout study FPhone interviews, Claudia Oblasser | Appendix 25
events/harm question in final
interview/survey,
self-reporting by
participants
Staff, time, and Throughout study Moting down in a Claudia Oblasser | Appendix 12
budget necessary list, calculation
Feasibility Throughout study Calculation Claudia Oblasser -
variables {see and at the end of
criteria in trial data collection
appendix 2)
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Blinding

s The external assessor measuring pelvic floor muscle performance will be blinded.

« Blinding of participants (by withholding information about the alternative options)
would make the trial flow more complicated with this intervention, and there is a large
risk of unblinding as mothers might meet and talk to each other. Therefore,
participants are not blinded.

s« (Caregivers are not expected to be involved as women have been discharged from
postpartum care. If a caregiver gets consulted outside of the study, she or he will be
informed by the participant about participation in the study and intervention used.

« Claudia Oblasser, allocating participants to groups, explaining procedures, doing
baseline data and participant reported outcome data collection and interviews, is not
blinded.

Process

A table showing study flow from a participant’s view is included as appendix 6. 18 women of
the vaginal ball group and 10 of the exercises group wil be interviewed by structured
interviews (Claudia Oblasser) before the intervention to examine their views on the
intervention and the trial, and after the intervention to gain their perspectives on and now
experiences with the intervention and their participation in the trial. From these interviews, a
questionnaire will be developed (by Claudia Oblasser) to anonymously survey the following
participants and to pilot it for the main trial. For the interview schedule/questionnaire after the
intervention, different versions will be used according to group (appendices 27a+b and
28a+h).

For the participants who get the survey questionnaire: At the end of the last meeting, after
otherwise completed data collection, the survey questionnaire will be provided. If the
participant has Internet access, she will be given the online link to complete the electronic
version of the guestionnaire. Otherwise, it will be handed out in paper form with an
addressed and stamped envelope and expected to be sent back via mail. Two global text
message reminders will be sent one and two weeks later.

Women not wanting to parficipate and any participant withdrawing from the study will be
asked for their reasons, whenever possible.

Data management, analysis and presentation

Data management and protection

Data will be collected on paper forms or via online forms created via formAssembly at City
University London. Collected data will be entered into a computer database by Claudia
Oblasser, on her office computer at City University London and on her private Laptop.
Handling of data is regulated by the Austrian Data Protection Act (Austria.
Datenschutzgesetz 2000). Detailed information on data protection can be found in appendix
8.

Version 2 of 19 October 2014

133



Data processing and analysis

Data will be processed and analysed using the currently available versions of Excel andfor
SPSS. Details of data processing are given in appendix 7. All data analyses will be
performed by Claudia Oblasser, with support from a statistical advisor.

Feasibility criteria and resources calculation will be analysed descriptively, as well as
baseline data, concordance and pelvic floor outcome measures. Groups will be compared on
an intention-to-treat basis by appropriate tests in a pilot analysis. For continuous data, these
will be repeated measures analysis of variance (ANOWVA) or independent t-test for
parametric, and linear regression analysis or Mann-Whitney U test for nonparametric data
respectively. For dichotomous data, these will be logistic regression or Fisher's exact test. If
a large imbalance between groups is found for a confounding factor, statistical adjustment
will be made by using ANCOWASs for the planned ANOVAS, or by using stratified analyses for
the other tests. Missing values will be dealt with the technique appropriate to the reason why
they are missing. The findings from these group comparisons are intended to better
understand the needs of a full trial in terms of sample size calculation and best primary
outcome measure. Due to the nature of a feasibility trial, there will be no hypothesis testing,
and the results from statistical tests will not be published.

Qualitative data will be processed and analysed by content analysis. This will follow the
principles of processing qualitative survey data given by Oppenheim (1992).

Presentation of results

Results will provide information about the features and feasibility of an RCT concemning
issues of trial design, recruitment, intervention, method of measurement, data collection, and
data analysis. They will also provide information about harms of the interventions, and
participants” views of and experiences with the interventions and participating in a trial of it.

Interpretation, discussion and conclusion

The interpretation and discussion will focus on feasibility, taking into account the stated
feasibility criteria (see appendix 2), sources of potential bias or imprecision, and barriers or
facilitators to participation and concordance.

It will be concluded that the planned full RCT to determine the effectiveness of vibrating
vaginal pelvic floor muscle training balls is feasible as planned, feasible with modifications or
not feasible. If not feasible, the performance of a full RCT must be abandoned. IT feasible
with modifications, necessary protocol alterations for the full scale trial based on the results
of the feasibility trial will be clearly stated. If feasibility is shown, funding for the full trial will be
sought.

Version 2 of 19 October 2014

134



Further issues

Patient and public invelvement

In planning the methodological features of this feasibility trial, five women having given birth
were consulted by Claudia Oblasser as part of the recommended patient and public
involvement (PPI) process (Mational Institute for Health Research, n.y.). Ethnic background
of these women was Somali, British White, and Austrian White. Meetings were held between
March and July 2014. Study issues in question at the time of meeting were discussed with
the women, such as where best to recruit participants, their potential worries, number and
kind of study contacts, or acceptability of the experimental intervention and outcome
measurements. Their suggestions were e.g. to stress the importance of the research to
potential participants, that Muslim women might not want to use the balls, to ask a female
person for pelvic floor muscle measurement, or to use a paper guestionnaire for women as
not everybody has Internet access. Two women checked the appropriateness and
comprehensibility of study documents for participants. PPI participants will be kept informed
about study results.

Ethical considerations

Ethical approval will be sought through the Research Ethics Committee of the Medical
University of Vienna and City University London Senate Research Ethics Committee.
Relevant ethical principles (according to the World Medical Association, 2008) are listed in
appendix 8, together with information on how they will be addressed. Safety/harm of the
intervention is considered in particular in appendix 9 on adverse events monitoring, recording
and reporting. Potential benefits and risks for participants can be found in appendix & on
ethical issues, appendix 9 on adverse events, and in the participant information/consent
sheet. Once approved, the trial will be conducted in accordance with the research protocol
(any amendments if needed will be clarified with the Ethics Committees) and the applicable
ethical guidelines. An annual progress report and a summary final report will be sent to the
Research Ethics Committees by Claudia Oblasser.

Claudia Oblasser's interest in the topic stems from selling pelvic floor training balls in the
past, however she is not affiliated with the company and therefore declares no conflict of
interest.

Registration, reporting and dissemination

After ethics approval, the study will be registered at clinicaltrials.gov. Reporting and
dissemination of the results is planned via completion of the thesis, professional conferences
and publications in appropriate journals.

Timeplan, resources and costing

The study timetable is enclosed as appendix 10. Main sponsor is City University London, by
supporting Claudia Oblasser with a PhD scholarship until September 2016. The Medical
University of Vienna contributes with outcome assessments (Engelbert Hanzal), and by
offering a recruitment possibility. Costs and their payment are outlined in appendix 11.
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Research team and venue

Claudia Oblasser MA RM, Research Student (PhD Midwifery) at City University London,
Baden, Austria:

Principal investigator in the sense of study execution: responsible for study planning,
research protocol, organising recruitment, participant information, most data collection,
analysis; academic author

Christine McCourt BA PhD, Professor of Maternal and Child Health, City University London,
UK
PhD supervisor, co-author

Engelbert Hanzal MD, Associate Professor of Qbstefrics and Gynaecology, Medical
University of Vienna, Austria:

Principal investigator (responsibility) according to Austrian law on medical devices; local
advisor to research student; blinded assessor for physiologic pelvic floor measurement; co-
author

Hanns Helmer MD, Associate Professor of Obstetrics and Gynaecology, Medical University
of Vienna, Austria:
Supporting recruitment as medical lead of the postnatal wards at Vienna General Hospital

Vienna General Hospital (AKH) acts as the clinical centre of the Medical University of
Vienna.
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Appendix 1: Recruitment details

Recruitment will take place via different routes:

a) Postnatal wards of Vienna General Hospital (AKH):

—

c)

a-d)

—

—

At discharge, eligible women are offered the participant informationf/consent sheet by
medical doctors.

Delivery suite of Vienna General Hospital {(AKH):
Eligible women discharged directly from the delivery suite are offered the participant
information/consent shest by midwives.

Community midwives in Vienna:

10 midwives will be approached to give appropriate clients the participant
information/consent form. If recruitment shows to be difficult, more midwives will be
approached.

Practices of obstetrician-gynaecologists in Vienna:

10 obstefricians will be approached to give appropriate clients the participant
information/consent form. If recruitment shows to be difficult, more obstetricians will
be approached.

If a woman accepts the leaflet, she is asked her for her verbal consent to pass her
name and telephone number to Claudia Oblasser (recruitment form for professionals
see appendices 14a+b). Mot earlier than 7-10 days later, Claudia Oblasser will call
the woman to introduce herself, ask her if she is interested in taking part, and answer
possible questions.

Midwifery Centre Vienna (Hebammenzentrum Wien), Nanaya (parenting centre):
Eligible women are informed by course leaders (who mention the study but do not
note the phone number) or by Claudia Oblasser (who notes the phone number and
procedes as described in a-d. Additionally, recruitment leaflets are left at the centres”
information board and/or “leaflet corner”. If recruitment shows to be difficult, similar
centres will be approached.

World-wide web:
- via putting the text of the recruitment leaflet on websites relevant to women after
childbirth:

« Austrian Midwifery Board (Osterreichisches Hebammengremium,
www_hebammen.at)

» Midwifery Centre Vienna (Hebammenzentrum Wien,
www_hebammenzentrum.at) — website under construction; can only be
clarified in October when new website is completed

- If comparable websites are discovered during the study, it is intended to add
them.

- via placing the text of the recruitment leaflet at facebook and using contacts
therein to make it known, e.g. with Geburtsallianz (Austrian consumer movement
around childbirth)
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Appendix 2: Feasibility criteria
The full trial will deemed to be feasible if all of the following criteria are met.

Recruitment:
« = 10% of eligible persons give consent to participate in the trial (can only be
calculated for recruitment where professionals will note the number of eligible
women).

Pre intervention data collection:
s At least 50 of the 56 (90%) or = 90% (95%CI=80-100) of participants attend the first
pelvic floor muscle measurement within 3 weeks of consenting to take part in the trial.

Completion and concordance:

« At least 50 of the 56 (90%) or = 90% (95%CI=80-100) of participants start with the
intervention within 4 days of the initial pelvic floor muscle measurement by
perineometry.

+ Atleast 45 of the 56 (80%) or = 80% (95%CI=70-30) of enrolled participants keep to
the assigned intervention group and adhere adequately to the intervention.

Post intervention data collection:
« Atleast 45 of the 56 (80%) or = 80% (95% CI=70-90) of enrolled participants have the
final data collection within 2 weeks of ending the intervention.
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Appendix 3: Instruction for using pelvic floor training balls

b

Wash your hands.

Apply, if desired, a small amount of water-based lubricant (will be provided) onto your
clean pelvic ball for ease of insertion.

Position your body comfortably (lying on your back or side, squatting, standing with
one leg elevated). Breathe for relaxation and insert the ball gently and with steady
pressure into your vagina. Make sure the retraction cord is outside of the body. The
ball does not have to be inserted deeply, it should lie comfortably about 2cm deep in
the vagina, this is not as high as a tampon.

Move with the ball inside, .g. during a walk or doing housework. You should feel the
vibrations when you move. Use the ball for 15 minutes daily in the first week, and for
30 minutes daily from the second week onwards, altogether for 12 weeks. It should
not take you a great effort to keep the ball inside — wear the ball only as long as it is
easy for you, even if this possibly means less than 15 or 30 minutes, respectively. If
you cannot keep the ball inside at all, please contact Claudia Oblasser.

Correctly placed vaginal balls do not cause any dragging in the lower abdomen, do
not push at the buttocks and do not exert downward pressure. However, you can
experience slight muscle soreness (like from too much muscle exercising) in the
pelvis at the beginning of training.

To take the ball out, draw gently initially and if needed firmer on the ¥ c¢m long
retraction cord. If you cannot take the ball out easily, relax and draw firmer.

Clean the ball after each use (if you have not used it for some time, clean it also
before use) with water and the antibacterial soap provided for the study. Do not use
cleansing agents with alcohol, benzine or acetone, as these substances can influence
you vaginal flora negatively and can also destroy the outer silicone layer of the ball.
Dry the ball with a fuzz free cloth and keep them in the provided antibacterial bag.

An effect is more likely if you use the ball conseguently.

Please do not use the ball during menstruation and intercourse, and when having
inflammations, diseases, operations or pain in the genital area, and during pregnancy.

General recommendation (to prevent leakage):

Contract your pelvic floor muscles before and during each activity requiring effort from the
pelvic floor, e.g. when you are lifting your baby, coughing or sneezing.

Contracting the pelvic floor:

Imagine that you are trying to stop yourself passing urine or wind. Squeeze the muscles
around the vagina and lift them by closing and drawing up (and a little bit forward) inside the
3 passages for the anus, vagina and urethra.
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Appendix 4: Instruction for doing pelvic floor muscle exercises

Contracting the pelvic floor:

Imagine that you are trying to stop yourself passing urine or wind. Squeeze the muscles
around the vagina and lift them by closing and drawing up (and a little bit forward) inside the
3 passages for the anus, vagina and urethra. Start gently and rhythmically. Your buttocks,
legs and tummy should not move when doing the exercise.

= Long contractions:
Hold the squeeze for a few seconds, and then relax for a few seconds, breathe.
Increase the time and the number that you do until you can hold the squeeze for up to
10 seconds and repeat up to 8-10 times.

= Fast contractions:

Tighten the pelvic floor muscles as quickly and strongly as you can, breathe, and then
relax. Do this up to 8-10 times.

Try exercising in different positions (lying, sitting, standing) and establish a routine, such as
every time you feed your baby.

For the exercises to be effective you need to persevere and do the two types of exercise at
least 3 times a day.

General recommendation (io prevent leakage):
Contractitighten your pelvic floor muscles before and during each activity requiring effort from
the pelvic floor, e.g. when you are lifting your baby, coughing or sneezing.

Instruction according to: Association of Chartered Physiotherapists in Women's Health {2013a and
2013b) and National Collaborating Centre for Women's and Children's Health (2013)
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Appendix 5: Data collection tools

s Baseline data collection form (appendix 19): created by Claudia Oblasser

+ Participant reported pelvic floor outcome questionnaire (appendices 20a+b). created
by Claudia Oblasser

This guestionnaire containg the following elements:

— measures of pelvic floor muscle strength: question 1 with a reported high test-
retest reliability taken from Dietz ef ai. (2012); question 2 taken and adapted
from Thibault-Gagnon ef al."s (2014, including Mr. Dietz) pelvic floor and birth
questionnaire. Permission has been sought from Mr. Dietz to use these
questions.

— vaginal symptoms with a question adapted from Thibault-Gagnon ef al.
(2014), and a guestion from Baessler and Kempkensteffen (2009), a validated
German pelvic floor questionnaire for practice and research. Permission has
been sought from Ms. Baessler to use single questions of her questionnaire.

- bowel symptoms with two questions (one adapied) from Baessler and
Kempkensteffen (2009).

— urinary incontinence symptoms measured with the ICIQ-Ul Short Form
(German) of the International Consultation of Urinary Incontinence (ICI). This
is a standardised urinary incontinence questionnaire validated by Avery ef al.
(2004) and a validated translation by the ICI. Permission has been given by
the ICI to use the questionnaire in its original form.

Adaptations of original questions have been made to suit the purpose of this study, in
consideration of patient and public involvement (PPI) input and to enable a consistent
questionnaire design. The questionnaire is completed by the participant herself, but
Claudia Oblasser will be present and explanations can be given if necessary.

» Qutcome form for perineometry (appendix 22): created by Claudia Oblasser

The device used for the physiologic measurement of pelvic floor muscle performance
will be the perineometer Peritran™ PRN09301 (or cat 9300V), with a vaginal sensor
and a collar to control depth of insertion from Laborie (hitp://laborie. com/products/
pelvic-muscle-rehabilitation/biofeedback-and-stimulation/peritron/). For safety details
see Appendix 8.

s Initial and final interview schedules (appendices 21a+b and 26a+b): created by
Claudia Oblasser

+« Concordance chars (appendices 23a+b and 24a+b): created by Claudia Oblasser
« Adverse events monitoring form {appendix 25): created by Claudia Oblasser

s Survey (draft) questionnaire (appendices 27a+b and 28a+b). created by Claudia
Oblasser
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« Staff, time, and budget documentation form (appendix 12) created by Claudia
Oblasser

Forms being administered to study participants have been reviewed by two women as part of
the patient and public involvement (PPI) process. Piloting of forms is part of the proposed
feasibility design.
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Appendix 6: Schedule of enrolment, interventions, and assessments

Version 2 of 19 October 2014

21

146



(44

#10Z 1300130 61 J0 T UDISIZA

]

{"uw oL-5 g
s||ea auoyd g

Buuojuow
sjuane aslaapy

{u pg-5t)
3 Ja)le HO
2

alleuuonsanb Yo
eI

Anawoausd

uajanoea
53|qBLEA 3W0N0
papodal yuedioiped

ugiaa)od
Sa|qeleA aulaseq

BJUBWESI8EY

(s¥aam zl) ¥

fnawosuuad
laye suels

suolusBul £

uoleIojy g

JUE5U0d paaaju|

usaias Apnaiby

(pawaauod
asou) Joj)
(gL
|2 auoyd

uas1as Aupqibne (e

uawnioay

saInol
jualajp
EIA

Juawyinidey

Juawijaiug L

uonuarBul
a3 Buipus Jaye
SHBEM Z LM
1]

uojjusAau|
ayy

Buipua Jaye
SHIBM Z UjUimM
1]

FAR%)

L} 1O Syaam Z UIim 0L =
[} 3]

W=
0

g Jaye
syBam
X5 aldjzq
jou

L

£} laye
shep oL-f
[48 £

no-aso|n

ua(jednje-1s04

uoneda|y

juawjoiusg

pouad Apnis

147



$10Z 1900120 61 40 T UoISIan
1214

SINOY |- ‘uoljeInp pajewnsy (paulejqo ag ues Aseaud jusioiyns asaym adeld
2ljgnd e 1o Wwool _mu_amo_._ ‘awoy L.w.._u juedinied auj o) a)gejing JSoL anuaa auj uo ._Emn__u__._.wa Bl Upm Jasse|a0 eipne|d Jo _w:__.wm.E jeuosiad =2

uedioied o) Guipioooe awi) [aAeIL Sa)NUIW G|
12EIUOD JO UDNEIND PjEWNST (HYY) [BIdsoH [R1aua9) BUUSIA O |9AR]) 0) aARY sjuediDiued (jezueH pagiebul) Jossasse (papuya) ewax dg =g

- /1 xipuadde u punoy 2q ued Bunesw 23Uy Jo JU2U0D SYl "SINOY £ JUoneInp pajewnsg (paulelgo aq ues foeaud jusioyns ataym 2eid angnd
10 wool [eydsoy ‘awoy Jau) Juedpied au) o) a|ge)ins Jsow anuaa ay) uo Juedipiped [enuajod ay) upim Jasse|lqo elpnelo Jo Buesw |euosiad = e

148



Appendix 7: Data processing details

Data entering

Collected data will be entered into the computer database as soon as possible. To avoid
errors when entering data manually from paper forms into the computer, entries will be
checked on a later day. Data from electronic forms in formAssembly can be directly imported
into the computer database.

Precoding

The baseline data collection form and interview schedules are precoded (see data collection
forms in the appendix). The ICIQ-Ul Short Form as part of the participant reported outcome
questionnaire is also precoded. Data collection forms for patient reported outcomes and
perineometry, and the survey questionnaire(s) will not be precoded to not to disturb their
appearance.

Coding of quantitative data
Concordance is defined as adequate when at least 80% (in days) of the prescribed exercise
sessions have been completed. Otherwise, it is considered inadequate.

Vaginal squeeze pressure maximum voluntary contraction during perineometry will be
reported as the highest maximum contraction of 3 measurements and the mean of 3
maximum contraction measurements.

Coding of adverse events
Adverse events recording will comprise type, severity and number of all events for all
participants and will be reported according to interventions.

Coding of qualitative data

From the answers received for each qualitative (open) question, coding frames with
answering categories and their corresponding frequencies will be determined. Qualitative
data thus become quantifiable and then follow the processing and analysis of quantitative
data. The number and name of categories can only be decided after all or most answers
have been collected.
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Appendix 8: Ethical issues

Doing no harm

Safety of medical devices used

For the intervention: Laselle Kegel Exercisers by Infimina/LELO are of body-safe, phthalate-
free FDA-approved silicone and ABS (Intimina, 2014), and they are a EWEEC licensed
medical device class 1 (Council Directive 93/42/EEC. declaration of conformity included as
appendix 29).

For the measurement: The vaginal probe is a licensed class 1 medical device and has a CE
mark (certificate included as appendix 30). The measuring device itself does not have a CE
mark yet, but it has been confirmed by Laborie that this is expected for the upcoming
September. However, the Peritron™ has already been used in other studies (e.g. in Reilly ef
al., 2002; Frawley et al_, 2006; Gameiro et al_, 2010).

Adverse effects of interventions

The use of vaginal pelvic floor balls seems to be a safe method of training. The reported
adverse effects of balls or cones (a similar device) are rare and not serious. In a German
pharmaceutic consumer survey on the Laselle Kegel Exercisers (Test-Club-Bericht, 2013),
no adverse effects have been reported. Glavind (2001), using another {double) model of
vibrating vaginal balls, describes a slight vaginal irritation in one of her 10 participants. In
their systematic review on weighted vaginal cones, Herbison and Dean (2013) mention
discomfort and bleeding as reasons for women dropping out of treatment. Another adverse
effect identified with cones is occasional muscle soreness at the beginning of the training
(Fischer, Baessler and Linde, 1998), and Bg, Talseth and Holme (1999) reported one woman
with abdominal pain and two with vaginitis (out of 29). However, this is a biased selection of
studies that mention adverse effects. Also, Glavind (2001) and Be, Talseth and Holme
(1999) included women up to 59 and 70 years, respectively, which might influence adverse
effects. An Austrian physiotherapist having been working with pelvic floor training balls since
15 years confirms that some women have experienced bleeding, but she never has seen a
case of vaginal infection (Udier, 2014).

Pelvic floor muscle exercises seem fo be a safe method of training, although the majority of
studies do not consider adverse effects (Boyle et al., 2012; National Collaborating Centre for
Women's and Children's Health, 2013). In one study with 107 participants, pain (once) and
an uncomfortable feeling during exercise (three times) have been identified as adverse
effects (Lagro-Janssen ef al., 1992).

The pelvic floor measurement performed for this study is painless and does not carry any
known risks, as well as the interviews and questionnaires.

Adverse events monitoring, recording and reporting plans for this study can be found in
appendix 9.

Further issues
« With respect to the special situation post partum, women can only take part in the
study from 6 weeks post partum onwards, when an obstetrician-gynaecologist has
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performed the six weeks check and discharged the woman from postpartum care with
diagnostic findings appropriate to this period after childbirth.

Lochia must have ceased.

Women are given oral and written information about the potential risks of the
interventions with the participant information/consent form.

In the participant information/consent form, participants will be provided with written
contact details of Claudia Oblasser, Engelbert Hanzal, Hanns Helmer and the
delivery unit of Vienna General Hospital (AKH) for any urgent guestion or problem
arising during and post-study.

Transfer to necessary care will be arranged should the need arise.

Termination of participation will be recommended to a participant when there is
vaginal infection, occurrence of repeated bleeding, or pregnancy.

Participants can withdraw their participation or refuse to participate in parts of the
study anytime and will be informed about this in the participant information/consent
form (this might be important as pelvic floor health is an intimate topic).

The questions about womens® reasons for not wanting to paricipateswanting to
withdraw will be asked in a neutral way so that women do not feel pressured to
participate.

Participants will get their travel fees within Vienna reimbursed (2 single tickets) when
coming to the pelvic floor muscle assessments.

A complaints policy is detailed within the participant information/consent form.

Personal benefits for participants

By using pelvic floor training balls or doing pelvic floor muscle exercises, participants” pelvic
floor muscles could be strengthened or pelvic floor symptoms could be enhanced.
Participants get two pelvic floor measurements and information about the performance of
their pelvic floor muscles from the view of a health professional. By the intensive
preoccupation with the pelvic floor, participants might get a better perception of it and
become more conscious about the importance of its health, which might contribute to their
pelvic floor health in the long term. By having raised the topic of incontinence after childbirth,
women with this problem might be identified and referred to appropriate treatment who
otherwise might be (more) reluctant to seek health care.

Right to autonomy

Claudia Oblasser will have no care dependency relationship with women interested in
the study. Engelbert Hanzal might accidentially know interested women from his
private medical practice or because he was involved in their care during birth. As he
is not involved in recruitment and in giving preliminary information to potential
participants, he is not in a position to exert pressure towards participation.
Participation will be voluntary, no pressure (practical, moral or concerning time) will
be exerted.

Participants will be offered the possibility to withdraw at any time or to refuse parts of
the study without negative sequelae.
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Right to information
« In the participant information/consent form, participants are informed about the study.
« Participants give informed consent.
« Participants are given the information they require at any point during or after the
study.

Right to data protection

Privacy will be kept during all data collection procedures. To maintain confidentiality of data,
each participant will be assigned a participant identification number (participant ID) after
consent {numbering will start with 1). The list with names and corresponding numbers will be
stored electronically and kept in paper form. All paper data collection forms used by Claudia
Oblasser (baseline data, participant reported outcomes and interviews) will be filled out with
only the participant ID on them. Survey questionnaires at the end of the intervention will be
anonymous (in paper and electronic form).

Personal information in paper form will be stored in a locked cupboard at Claudia Oblasser’s
office at home or at City University London. Personal information on computers will be
secured by the encryption software fruecrypt. Electronic data submissions via formAssembly
are securely processed and stored at City University London.

Electronic data collection forms for perineometry will need the participant™s name to be filled
in, as participants cannot be expected to know their participant ID, and the outcome assessor
does not have a list of names and corresponding numbers. Access to these perineometry
data submitted via formAssembly is password protected and only possible to Claudia
Oblasser. Data will be entered into the computer database and processed only by the
participant |D after their arrival at Claudia Oblassers office.

Analysis and presentation of results will use de-identified data. Data will be securely stored
and confidentially destroyed after ten years.

Safety of researcher

s« Risk assessment according to City University London policy has been undertaken for
Claudia Oblasser. To avoid dangers of lone working, a text message will be sentto a
friend before and after she goes to a (potential) participant’s home.

« According to the Austrian Law about medical devices (Austria.
Medizinproduktegesetz 1996), liability lies with the manufacturer if the device is used
in the way it is registered for.

« The Research Committee of the Medical University of Vienna does not see the
necessity of an insurance for the proposed research. Further insurance issues for
Claudia Oblasser will be clarified with City University London.
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Appendix 9: Adverse events monitoring, recording and reporting

An adverse event is “any unfavourable and unintended sign [...], symptom, or disease
temporally associated with the use of a medicinal product, whether or not considered related
to the medicinal product” (European Medicines Agency, 1995, p. 3).

Expected adverse events (see also appendix 8)
Experimental group:
s Discomfort
s Slight muscle soreness or pain (from too much training)
s Slight vaginal bleeding (rarely)
s Vaginal irrtation (very rarely) or infection (very rarely)

Comparison group:
+« Uncomfortable feeling during exercise (rarely)
+« Pain (very rarely)

Monitoring of adverse events
A policy of active and passive surveillance will be applied to monitor expected and
unexpected adverse events after uptake of the assigned intervention:

« Participants will be informed in oral and written form about potential adverse effects
and their warning signs.

+ Participants will be given contact details of Claudia Oblasser, Engelbert Hanzal,
Hanns Helmer and the delivery unit at Vienna General Hospital (AKH) in written form
for any urgent question or problem arising during and post-study.

« To check for adverse events, participants will be phoned by Claudia Oblasser
according to the following scheme:

4 days after beginning the intervention (after perineometry)
1 week later

2 weeks later

3 weeks later

3 weeks later

Duration of each phone call will be between 5 and 10 minutes. The content of the call
is standardised (appendix 25) and the contacts will be documented. At each planned
time point for a call, three calls are initiated to reach the participant. A voicemail will
be left each time in case the participant does not answer the phone.

+« Adverse events assessments is pant of the final interview and survey questionnaire.

« Transfer to necessary care will be arranged should the need arise.

« Termination of participation will be recommended to a participant when there is
vaginal infection or occurrence of repeated bleeding.

28
Version 2 of 19 October 2014

153



Recording and reporting of adverse events

Adverse events recording will comprise type, severity and number of all events for all
participants and will be reported according to interventions. Serious adverse events (SAEs),
as defined by the guidance for clinical safety data management (European Medicines
Agency, 1995), and urgent safety measures will be reported by Claudia Oblasser to both
Research Ethics Committees by the respective forms provided within 15 days of her
becoming aware of the event.
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Appendix 11: Resources and costing

Human resources

Support needed for | Provided by Projected cost Paid or
sponsored by
Randomisation Research administrator | - City University
procedure London
Perineometry Staff of Medical - Medical University
University of Vienna of Vienna
Statistical support To be confirmed To be confimed PhD budget

Material

Item

Projected cost

Paid or sponsored by

Printed study material

City University London
(office)

Randomisation cards +
envelopes

City University London
(office)

Pelvic floor fraining balls 37 balls € 12,50 = PhD budget
€ 452,50 (=£ 370,00)

Lubricant 37 lubricants 4€ 13,95 = PhD budget
€ 516,15 (=£ 413,00)

Antibacterial soap 37 liquid soaps a€1,15= PhD budget
€ 42,55 (=£ 33,80)

Telephone € 15.-/month x 12 months = PhD budget
€ 180,- (=£ 142,56)

Postage to send participant 100 letters &4 € 0,90 = € 90,00 | PhD budget

information/consent forms (=£ 72,20)

Postage for sending survey 19 participants a€ 0,62 = PnD budget

questionnaire back €11,78 (=£ 9.33)

Participant travel 56 participants a 4 journeys PhD budget

reimbursement

4€220=€492,80
(=£ 390,29)

Perineometer with vaginal
probe

Collar for vaginal sensor to
control depth of insertion

Canadian $ 1200,00 =
€ 820,00 (=£ 650,00) +
customs

Canadian $ 18,19 =
€ 12,50 (=£ 10,00) + customs

Engelbert Hanzal and
Claudia Oblasser

Sum

€ 2212,03 (=£1.766,86)
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Appendix 12; Staff, time, and budget documentation form

Staff

Person

Task

Time needed

Budget

Item

Quantity

Amount
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Appendix 13a: Recruitment leaflet
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v ) MEDIZINISCHE
CITY UNIVERSITY m lf{;\]'é;:ERSITﬁT
2\ /. LONDON

School of Health Sciences City University London
Medizinische Universitat Wien

Teilnehmerinnen fur eine Studie zum
Beckenbodentraining nach der Geburt
gesucht

Als Teilnehmerin dieser Studie wirden Sie in den Monaten nach der Geburt lhres
Kindes entweder Beckenbodenibungen durchfiihren oder vibrierende
Beckenbodenkugeln verwenden. Dies soll der Starkung der Beckenbodenmuskulatur
dienen, um Problemen wie Harninkontinenz vorzubeugen.

Um eine magliche Veranderung des Beckenbodens zu messen, wiirde ich Sie vor
und nach 12 Wochen Training bitten, Fragebdgen auszufiillen und zu einer
schmerzlosen Messung der Beckenbodenstdrke in die Universitatsklinik far

Frauenheilkunde (AKH) zu kommen. Ausserdem bin ich mittels Interview oder
Fragebogen an Ihrer Meinung zur Beckenbodenkugel/zu den Ubungen und zur
Studie interessiert.

Anfallende Fahrtkosten innerhalb Wiens werden ersetzt.

Far weitere Informationen Gber diese Studie, oder wenn Sie sich fir eine Teilnahme
interessieren, kontaktieren Sie bitte:
Hebamme Claudia Oblasser unter 0676 301 94 86
oder Claudia.Oblasser.1@city ac.uk

Diese Studie wurde von den Ethikkommissionen der Medizinischen Universitat Wien und
der City University London begutachtet und genehmigt. Sie ist ein Doktoratsprojekt von
Claudia Oblasser, unter Supervision von Professorin Christine McCourt (City University

London}, und mit Unterstitzung durch Professor Engelbert Hanzal (Medizinische Universitat
Wien).
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Appendix 13b: Recruitment leaflet — English translation

School of Health Sciences City University London
Medical University of Vienna

Participants needed for a study about
pelvic floor muscle training after childbirth

As a participant in this study, you would be asked to perform pelvic floor muscle
exercises or use vibrating pelvic floor training balls in the months after the birth of
your baby. This is supposed to strengthen the pelvic floor muscles to prevent
problems such as urinary incontinence.

To determine a possible change in your pelvic floor, | would ask you to complete
guestionnaires and to come to Vienna General Hospital for a painless measurement
of pelvic floor muscle strength before and after 12 weeks of training. | am also
interested in your opinion about the ball/exercises and the study via interview or
questionnaire.

Travel costs within Vienna will be reimbursed.

For further information about this study, or to volunteer for this study,
please contact:
Midwife Claudia Oblasser on 0676 301 94 86 or Claudia.Oblasser. 1@city.ac.uk

This study has been reviewed by, and received ethics clearance
through the Research Committees of the Medical University of Vienna and of City University
London. It is a PhD project by Claudia Oblasser, supervised by professor Christine McCourt
(City University London), and supported by professor Engelbert Hanzal (Medical University of
Vienna).
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Appendix 14a: Recruitment form health professionals (generic)

This form will be adapted to the professional group and context. Variable information is
enclosed in [].

36
Version 2 of 19 October 2014

161



.
2% CITY UNIVERSITY l I I UNIVERSITRL
NI'/. LONDON WIEN

Machbarkeits-RCT zur Wirksamkeit von vibrierenden Beckenbodenkugeln zur
Verbesserung der Beckenbodenmuskulatur nach der Geburt

Sehr geehrter/liebe [Berufsgruppe bzw. Anrede],

Bitte sprechen Sie eine [Wachnerin/Frau/Patientin] an, wenn sie die folgenden Kriterien
erfullt:

s« Termingeburt (ab 37+0)

« Vaginale Geburt

+ Kein Dammriss Grad Il oder IV bei der gerade stattgefundenen Geburt

« Ausreichende mundliche und schriftliche Kenntnisse der deutschen Sprache, um an
der Studie teilnehmen zu kdnnen

+ Mindestens 18 Jahre alt, mindig

+« Keine neuromuskulare Erkrankung, die die Funktion der Beckenbodenmuskeln
beeinflussen kann (z.B. Multiple Sklerose)

« Keine Erkrankung, die das [nfektionsrisiko beeinflussen kann (z.B. Diabetes,
immunsuppressive Therapie, HIV-Infektion etc.)

+ Kind lebtfist nicht schwer erkrankt

Diese Kriterien werden entsprechend dem Kontext der Rekrutierung eingesetzt:

« [Frauen von 6 Wochen bis 5 Monate nach der Geburt]

+« [6-Wochen-Untersuchung durch Gynakologen durchgefihrt, aus postpartaler
Betreuung mit einem dem Zeitpunkt nach der Geburt entsprechenden Befund
entlassen)

s [Derzeit nicht schwanger, wahrend der Studienzeit (16 Wochen) keine
Schwangerschaft geplant]

« [Nimmt derzeit an keinem Beckenbodentrainig mit Physiotherapeutin, Hebamme oder
Fitnesstrainerin teil]

+ [Derzeit keine gynakologischen Operationen bzw. Operationen im Bereich des
Beckenbodens]

+« [Wiederkehrende (=5 Episoden wahrend der letzten 12 Monate) oder chronische (=3
Wochen Dauer einer einzelnen Episode wahrend der letzten 12 Monate) vaginale
Infektionen]

Die folgenden Elemente werden nur bei denfenigen Rexrutierungspersonen eingefigt, die
sich bereit erkidren, die Angaben zu notieren:

Ablehnungen:
Bitte fur jede Frau, die ihre Telefonnummer nicht eingetragen haben machte, ein Stricherl
machen (dies dient der Feststellung der Rekrutierungsrate).
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Grinde flr Nicht-Teilnahme:
Bitte fir jede Frau, die nicht teilnehmen méchte, die angegebenen Griinde eintragen.

Ist mit Anruf einverstanden:

Datum

Name

Telefon

Kriterien erfullt

Version 2 of 19 October 2014
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Appendix 14b: Recruitment form health professionals (generic) — English
translation

This form will be adapted to the professional group and context. Variable information is
enclosed in [].

Feasibility trial on the effectiveness of vibrating vaginal balls to improve pelvic
floor muscle performance in women after childbirth

Dear [health professional],
please approach a [parturient/woman/patient] if she fulfils the following criteria:

+« Term birth (37+0 or more weeks of gestation)

+« \aginal birth

« No 3" or 4" degree perineal tear at this birth

+ Sufficient knowledge of written and spoken German to be able to participate in the
study

« Over the age of 18, with capacity to consent

+ No neuromuscular condition influencing pelvic floor muscle function (e.g. MS)

+ No major medical condition influencing infectious risk (diabetes, immune suppressive
therapy, HIV infection etc.)

+« Baby alive/not seriously ill

These ciiterta will be included according to the context of recruitment:

s [Women from & weeks to 5 months post partum]

s [6 weeks postpartum check by obstetrician-gynaecologist performed and woman
discharged from postpartum care with diagnostic findings appropriate to this period
after childbirth]

« [Currently not pregnant and no pregnancy planned within the study period (16
weeks)]

* [Currently not enrolled in pelvic floor muscle training with physiotherapist, midwife or
fitness trainer]

+« [No current pelvic floor or gynaecological surgery]

+ [Recurrent (=5 episodes during last 12 months) or chronic (>3 weeks duration of
single episode in last 12 months) vaginal infections]

The following elements wilf be inserted only for the professionals willing to note the
information:

Refusals:
Please make a line for each woman who does not want to have her phone number noted
(this serves to find out the recruitment rate).
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Reasons for not wanting to participate:
Please insert the reasons given by each woman not wanting to participate.

Gives permission to be called:

Date Name Phone number Criteria checked

40
Version 2 of 19 October 2014

165




FHOZ 1300120 61 42 £ UoIsIapn

Lt
Z1ou Aym -
153J3jUl ou -
ann n...aﬂ-__-.m

Buneaw Bunaaw
10 80€ld 10 8360 221916113 ENTEY L TIT ayljnoge Jesy | swiyeiep |len | lsgquinu auoyd awen

ayedionued nof pip aJaypa

01 SJUeM -

Wnsey

uopEUBWNIOP ||Ed suoyd Jusuninidey (g) x|pusddy

166



Appendix 16: Recruitment phone call eligibility checklist
Name:

Telephone number:

Criterion

Fulfilled

Inclusion

Between 6 weeks and 5 months after childbirth

Vaginal delivery

Birth at 37+0 or more weeks of gestation

Qver the age of 12 with capacity to consent

Sufficient knowledge of written and spoken German to be able to
participate in the study

Baby alive/not seriously ill

6 weeks postpartum check by obstetrician-gynaecologist
performed and woman discharged from postpartum care with
diagnostic findings appropriate to this period after childbirth

Lochia ceased

Currently not pregnant

Exclusion

Currently enrolled in pelvic floor muscle ftraining with
physiotherapist, midwife or fitness trainer

Perineal tear 3™ or 4™ degree at most recent birth

Status post continence surgery

Current pelvic floor or gynaecological surgery

Current infection of genitourinary tract

Recurrent (>5 infectious episodes during last 12 months) or
chronic (>3 weeks duration of single episode in last 12 months)
vaginal infections

Neuromuscular conditions influencing pevic floor muscle function
(e.9. MS)

Major medical condition influencing infectious risk (diabetes,
immune suppressive therapy, HIV infection efc.)

Currently on medication that could interfere with freatment or
evaluation

Currently enrolled in any other research study

Current pregnancy or pregnancy planned within the study period
(16 weeks)

Inability to perform the proposed procedures
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Appendix 17: Information/consent/first study meeting schedule

Name:
Date:
Time:

Venue:

o Check eligibility

Criterion

Fulfilled

Confirmed by

Inclusion

Between 6 weeks and 5 months after childbirth

Maternity notes

Vaginal delivery

Maternity notes

Birth at 37+0 or more weeks of gestation

Maternity notes

Qver the age of 18, with capacity to consent

Maternity notes;

capacity to
consent
assumded,
enquiry if in doubt

Sufficient knowledge of written and spoken Conversation

German to be able to participate in the study

Baby alive/not seriously ill Participant

6 weeks postparium check by obstetrician- Participant

gynaecologist performed and woman discharged

from postpartum care with diagnostic findings

appropriate to this period after childbirth

Lochia have ceased Participant

Exclusion

Currently enrolled in pelvic floor muscle training Participant

with physiotherapist, midwife or fitness trainer

Perineal tear 3 or 4™ degree at most recent birth

Maternity notes

Status post continence surgery Participant
Current pelvic floor or gynaecological surgery Participant
Current infection of genitourinary tract Participant
Recurrent (=5 infectious episodes during last 12 Participant
months) or chronic (=3 weeks duration of single

episode in last 12 months) vaginal infections

Meuromuscular conditions influencing pelvic floor Participant
muscle function (e.g. M3)

Wajor medical condition influencing infectious risk Participant

(diabetes, immune suppressive therapy, HIV
infection etc.)
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Currently on medication that could interfere with Participant
treatment or evaluation

Currently enrolled in any other research study Participant
Current pregnancy, pregnancy planned within the Participant
study period (16 weeks), pregnancy commencing

during participation

Inability to perform the proposed procedures Participant

o Study fully explained and questions clarified

o Pelvic floor clarified (with pictures and explanations)

o Gone through information/consent form

o Woman not interested in participation: Why?

= end process here
o Consent form signed
o Participant ID attributed

o Baseline data collected

o Participant reponted outcome measurements collected

o Initial interview performed
o Randomisation performed
o Intervention explained

o Concordance chart explained

o Informed about appointment for perineomtry

o Informed about next contact (phone calls)
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Appendix 18: Participant name-number translation form

Participant name
Address

Participant identification number
Tel, mail
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Appendix 19: Baseline data collection form

Participant ID:

Demographics

Age (Variable: age)

Ethnicity (ethn) o Austrian
o Other...

Highest completed education
(educ)

Pflichtschule {compulsory education)

Lehre (apprenticeship)

Berufshildende mittlere Schule (vocational middle
school)

Matura (high school)

Hochschulstudium (academic education)

0 0O 0

8]

8]

oW

Profession learned (prof
learn)

Current profession (prof cur) o Paid work:... 1
o Housewife 2
o Student 3
Partnership status (partner) o Living in partnership 1
o Living alone 2
Most recent birth
Date
Completed weeks post partum
(weeks pp)
Parity (parity) o | 1
o |l 2
o 3
o IV ormore 4
Birth mode (mode) o 3pontaneous 1
o Ventouse 2
= Forceps 3
Gestational age (completed
weeks+days) (gest age)
Singleton (singl) = Singleton 1
= Multiple 2
Birth weight (g) (weight baby)
46
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Birth injury (injur) = NMNone 1
o Abrasion 2
o Labialiclitoral tear 3
o 1% degree perineal tear 4
5 2@ degree perineal tear ]
o Vaginal tear 6
o Cervical tear 7
o Episiotomy 8
Previous births (if applicable)
Birth mode(s) + at which birth = Spontaneous 1
(mode past) o Ventouse 2
o Forceps 3
o Caesarean section 4
Birth injuries + at which birth = MNone 1
(injur past) o Abrasion 2
o Labialiclitoral tear 3
= 1% degree perineal tear 4
5 2@ degree perineal tear ]
o 3% or 4™ degree tear 6
o Vaginal tear 7
o Cervical tear g
= Episiotomy 9
Birth weights of children {g) + at
which birth (weights babies)
QOther variables
Breastfeeding (breastf) o Yes 1
o No 2
Cigarettes smoking (smok) Yes 1
No 2
Height (cm) (height)
Weight (kg) (weight)
Calculated BMI (BMI)
Previous urinary incontinence (UI) o No 1
o Yes, immediately after this birth 2
o Yes, during recent pregnancy 3
o Yes, before recent pregnancy 4
o Can’t remember )
47
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Appendix 20a: Participant reported pelvic floor outcome questionnaire
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i :
LAY Ty UNIVERSITY m e G
A L LONDON 95 WIEN

Teilnehmerinnennummer:

Bitte beantworten Sie die folgenden Fragen zu lhrem Beckenboden:

(1) Beurteilen Sie die derzeitige Starke Ihres Beckenbodens, verglichen mit vor der
gerade stattgefundenen Geburt, und geben Sie sie als Prozentsatz an. D.h. wenn wir
sagen wirden, dass die Starke |hres Beckenbodens vor dieser Geburt 100% war,
wieviel % Starke wirden Sie ihm nun geben?

Bitte notieren Sie den Prozentsatz (inklusive Zahl) in der Skala:

0 a0 100-—110

vor
dieser
Geburt

Die folgende Frage wird nur in den Fragebogen nach dem Training eingefiigt

(2) Bitte markieren Sie die entsprechende Antwort:

Wie kommen lhnen jetzt nach dem Training verglichen mit vor dem Training Ihre
Beckenbodenmuskeln vor?

viel stdrker — Stérker — Kein Unterschied — schwécher — wiel schwécher

Bitte kreuzen Sie bei allen folgenden Fragen das entsprechende Kastchen an:
(3) Denken Sie, dass Ihre Scheide zu schiaff oder weit ist?

1 nein = niemals

1 manchmal
haufig

1 immer

(4) Wie sehr stdnt Sie dieses Problem?

nicht zutreffend — habe Kein Problem

| Uberhaupt nicht
| ein wenig

1 ziemlich

1 stark
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(5) Flhlen Sie einen Druck in lhrer Scheide?

1 nein = niemals
1 manchmal

1 haufig

| immer

(6) Wie sehr stdnt Sie dieses Problem?

| nicht zutreffend — habe kein Problem

| uberhaupt nicht
1 &in wenig

1 Ziemlich

1 stark

(7) Entweichen Ihnen Winde oder Blahungen versehentlich, ohne dass Sie sie
zuriickhalten kénnen?

1 niemals
I manchmal — weniger als einmal pro Woche
haufig — einmal oder mehr pro Woche
| meistens - taglich

(8) Wie sehr stdrt Sie dieses Problem?

nicht zutreffend — habe Kein Problem

O Oberhaupt nicht
| ein wenig
1 ziemlich
1 stark

(9) Verlieren Sie oder entweicht Ihnen versehentlich Stuhl?

niemals
I manchmal = weniger als einmal pro Woche
1 haufig — einmal oder mehr pro Woche
| meistens - taglich

(10) Wie sehr stért Sie dieses Problem?

_1 nicht zutreffend — habe kein Problem

1 Oberhaupt nicht
1 ein wenig

1 Ziemlich

1 stark
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[ITTTI[IT] *evemrmom= ENEENIEE

Nummer des Teil-  Inttisien des Tei- VERTRAULICH TT MMM JJ
nehmersider Ted-  nehmersider Tedl- Heutiges Datum
nehmerin nehmerin

Viele Menschen haben gelegentlich Probleme mit unwillkarfichem Harnverlust. Wir versuchen
zu ermitteln, wie viele Menschen ungewolit Ham verlieren, und wie sehr dies ein Problem fir
sie ist. Wir waren lhnen sehr dankbar, wenn Sie die folgenden Fragen beantworten warden und
dabei daran denken, wie es lhnen in den vergangenen 4 Wochen gegangen ist.

1 Bitte tragen Sie Ihr Geburtsdatum ein: L) CT1] 1
TAG MONAT  JAHR
2 Sind Sie? (Bitte ein Feld ankreuzen): weiblich [__] mannlich [_]

3 Wie haufig verlieren Sie Harn? (Bitte ein Feld ankreuzen)
niemals [:
ungefahr 1 mal pro Woche oder weniger [
2zwei oder drei mal pro Woche [:
ungefahr 1 mal pro Tag [:
mehrmals am Tag :
standig [

4 Wir wiirden gerne wissen, wieviel Harn Sie lhrer Meinung nach verlieren.
Wieviel Harn verlieren Sie gewohnlich? (unabhangig davon, ob Sie Vorlagen tragen
oder nicht) (Bitte ein Feld ankreuzen)

. o

- ok wow

kein Harnverlust [
eine kleine Menge Ham [
eine mittlere Menge Ham [
eine groBe Menge Ham [___
5 Wie sehr beeintrichtigt generell der Harnverlust Ihren Alitag?

Bitte markieren Sie eine Zahl zwischen 0 (Uberhaupt nicht) und 10 (ein schwerwiegendes
Problem)

®» & N O

o 1 2 3 4 5 6 7 8 9 10
Oberhaupt nicht schwerwiegend

Summenscore der Fragen 3+4+5 \—

6 Wann verlieren Sie Harn? (Bitte kreuzen Sie alle Felder an, die zutreffen)
niemals - kein Harnverlust [__|
Harnverlust vor dem Erreichen der Toilette [:]
Harnveriust beim Husten oder Niessen [__|
Hamverlust wahrend des Schiafes [_]
Harnverlust bei korperlicher Betatigung / sportlicher Aktivitat [
Hamverlust nach dem Wasserlassen und Wiederankieiden [__]
Hamverlust ohne erkennbare Ursache D
standiger Hamvertust |

Vielen Dank fiir die Beantwortung der Fragen.

Copyright ©“ICIQ Group®
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Appendix 20b: Participant reported pelvic floor outcome questionnaire —
English translation

Participant ID:
Please answer the following questions concerning your pelvic floor:

(1) Rate the strength of your pelvic floor muscles now compared to before the most
recent birth, using a percentage. This means: If we said that the strength of your
pelvic floor muscles before this birth was 100%, how much would you rate its strength
in % now?

Please note the percentage (including the number) in the scale:

0 a0 100-—110

before
this
birth

The folfowing question will only be inserted in the questionnaire after training:

(2) Please mark the right answer:
How do your pelvic floor muscles feel now after the training compared to before?

a lot tighter — tighter — no difference - slacker — a lot slacker

Please tick the right box for all following questions:

(1) Do you think that your vagina is to loose or lax?

I no — never

1 sometimes

1 frequently
always

(2) How much does this problem bother you?

not applicable — | have no problem

1 not at all
1 a little

1 quite

1 very
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(3) Do you feel pressure in your vagina?

1 NQ = Never
1 sometimes
1 frequently
1 always

(4) How much does this problem bother you?

I not applicable — | have no problem

I not at all
1 a little

1 quite

| very

(5) Do you lose wind from your back passage without being able to hold it back?

1 never
L1 sometimes - less than once a week
| frequently — once or more often a week

1 usually — daily

(6) How much does this problem bother you?

7 not applicable — | have no problem

1 not at all
1 alittle

1 quite

1 very

(7) Do you accidentally lose stool from your back passage?

| never
| sometimes — less than once a week
1 frequently — once or more often a week

usually — daily

(8) How much does this problem bother you?

7 not applicable — | have no problem

1 not at all
1 a little

1 quite

1 very
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L _TJC JEI 1] SR O 00 OO

Initial number CONFIDENTIAL ¥
Today's date

Many people leak urine some of the time. We are trying to find out how many people leak urine,
and how much this bothers them. We would be grateful if you could answer the following
questions, thinking about how you have been, on average, over the PAST FOUR WEEKS.

1 Please write in your date of birth: _“_| _I_l l_

YEAR
2 Are you (tick onej: Female [ | Male[ |

3 How often do you leak urine? (Tick one box)
never| | °
about once a week or less often [_|
two of three times aweek [ | 2
aboutonceaday [ | °
several times aday [_| ¢
allthe time [_| *

4 We would like to know how much urine you think leaks.
How much urine do you usually Icak {whether you wear protection or not)?

(Tick one box)
none| | °
a small amount [_|
a moderate amount [__| ¢
alarge amount || ¢

"

§ Overall, how much does leaking urine interfere with your everyday life?
Please ning a number befween 0 (not at all) and 10 (a great deal)

0 1 2 3 4 5 6 7 8 9 10
not at all a great deal

ICIQ score: sum scoras 3+4+5 U L]

6 When does urine leak? (Please tick all that apply to you)
never — urine does not leak [:
leaks before you can get to the toilet |:|
leaks when you cough or sneeze [ |
leaks when you are asleep [__|
leaks when you are physically active/exercising D
leaks when you have finished urinating and are dressed [ |
leaks for no obvious reason El
leaks all the time [__|

Thank you very much for answering these questions.
Copynight © “1CIQ Group”
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Appendix 21a: Initial interview schedule

Participant ID:
Before randomisation

(1) Warum interessieren Sie sich for die Teilnahme an der Studie? Variable: why
interest

(2) Haben Sie in Ihrem Leben schon Beckenbodenldbungen gemacht? Variable: ever
done PFMX

Ja 1
In welchem Zusammenhang? (wann, warum, wie...): Variable: context PFMX

Nein 2
1 lch bin nicht sicher 3

(3) Bitte beschreiben Sie (eventuelle) Veranderungen Ihres Beckenbodens seit der
Geburt: Variable: changes PF

(4) Haben Sie nach dieser Geburt Informationen COber Beckenbodenlbungen
bekommen? Variable: given PFMX

Ja, schrifilich 1
= Darf ich die bitte sehen?
gezeigt nicht gezeigt

Welche? Variable: info written PFMX
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71Ja, mundlich 2
Welche? Variable: info oral PFMX

Nein 3
7 lch welss nicht 4

(9) Haben Sie die Ubungen gemacht? Variable: done PFMX

JJda 1
Manchmal 2
1 Nein 3

Warum nicht? Variable: why not PFMX

(6) Haben Sie je Beckenbodenkugeln verwendet? Variable: used balls
J.Ja 1
Nein 2

(7) Haben Sie, bevor Sie mit dieser Studie in Kontakt gekommen sind, schon mal von
Beckenbodenkugeln gehdrt? Variable: heard balls

Ja 1
Z1 Nein 2
Ich bin nicht sicher 3

(&) Was denken Sie (ber die Beckenbodenkugeln? Variable: opinion balls

(9) Wurden Sie gern in eine bestimmte Gruppe kommen? Variable: preference

Ja 1
In welche? Variable: which preference
Ubungen 1
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Kugeln 2

2 MNein 2
Ich bin nicht sicher 3

After randomisation

(10) Was sagen Sie nun zu lhrer Gruppenzuteilung, wie fihlen Sie sich? Variable:
allocation opinion

(11) Von 0-10, wie hoch ist Ihre Motivation, die [Intervention] 12 Wochen lang zu
machen? Variable: motivation

12) Machten Sie noch etwas sagen/fragen? Variable: other
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Appendix 21b: Initial interview schedule — English translation
Participant ID:
Before randomisation

(1) Why are you interested in participating in the study? Variable: why interest

(2) In your life, have you ever been doing pelvic floor muscle exercises? Variable: ever

done PFMX
OYes 1
In what context? (when, why, how...): Variable: context PFMX
1 No 2
| am not sure 3

(3) Please would you describe changes (if any) associated with your pelvic floor since
the birth?: Variable: changes PF

(4) Have you been given information about pelvic floor muscle exercises after this birth?
Variable: given PFMX

Yes, in written form 1

= can | see them please?

shown not shown

Which ones? Variable: info written PFMX
Yes, in oral form 2

Which ones? Variable: info oral PFMX

I No 3

| don't know 4

(5) Have you been doing the exercises? Variable: done PFMX

Yes 1
7 Sometimes 2
Mo 3

Why not? Variable: why not PFMX

(6) Have you ever used pelvic floor training balls? Variable: used balls
Yes 1
No

(7) Have you, before getting into contact with this study, ever heard of pelvic floor training
balls? Variable: heard balls

Yes 1
No 2
| am not sure 3

(&) What do you think about the pelvic floor training balls? Variable: opinion balls
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(9) Do you have a preference for a group? Variable: preference

Yes 1
For which one? Variable: which preference
[ exercises 1
[ balls 2
I No 2
| am not sure 3

After randomisation

(10) What do you say now about your group allocation, how do you feel? Variable:

allocation opinion

(11) From 0-10, how high is your motivation to do the [intervention] for 12 weeks?

Variable: motivation

(12) Anything else you want to say/ask? Variable: other
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Appendix 22: Outcome form perineometry

Date will be automatically created

Participant name: ... e

Tickets for public transport given: O

QOral consent for assessment given: O

Ability to contract checked by digital palpation: O

Vaginal resting pressure: .......... cm Hz0

Vaginal squeeze pressure maximum voluntary contraction:
Measurement 1 ..._.......cm Hz;O

Measurement 2 . .
Measurement 3 .

cm H:O
Average of 3 measurements.____.____..__...cmHO
Vaginal squeeze pressure endurance: ... seconds
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Appendix 23a: Concordance chart vibrating balls
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MEDIZINISCHE
1 J'?[.‘::Ik RSITAT

SRS CITY UNIVERSITY m
A L. LONDON WIE

Bitte verwenden Sie dieses Blatt, um zu notieren, an welchen Tagen und wie
viele Minuten Sie die Kugel verwendet haben (Eintrag z.B.: 30)

- Soliten Sie die vorgegebene Verwendungsauer nicht erreichen, weil Ihr Trainingsmaximum
vorher erreicht ist (=langer ist nicht maglich), schreiben Sie bitte max zur Minutenangabe.
Andere Grunde fur das Nicht-Erreichen bleiben unerwahnt.

- Wahrend der Menstruation Kugel bitte nicht verwenden und M eintragen.

MO Dl M Do FR SA SO

Woche 1
Datum:

Woche 2
Datum:

Woche 3
Datum:

Woche 4
Datum:

Woche 5
Datum:

Woche 6
Datum:

Woche 7
Datum:

Woche 8
Datum:

Woche 9
Datum:

Woche 10
Datum:

Woche 11
Datum:

Woche 12
Datum:

Teilnehmerinnennummer:
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Appendix 23b: Concordance chart vibrating balls — English translation
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Please use this sheet to record on which days and how many minutes you
have used the balls (entry e.g.: 30)

- Should you not reach the planned duration of use because your maximum training

capability is reached earlier (=longer is not possible), please add max to the number of
minutes. Other reasons for not reaching the planned duration are not mentioned.
- During menstruation, please do not use ball and write M.

Monday

Tuesday

Wednesday

Thursday

Friday

Saturday

Sunday

Week 1
Date:

Week 2
Date:

Week 3
Date:

Week 4
Date:

Week 5
Date:

Week 6
Date:

Week 7
Date:

Week 8
Date:

Week 9
Date:

Week
10
Date:

Week
11
Date:

Week
12
Date:

Participant ID:
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Appendix 24a: Concordance chart pelvic floor muscle exercises
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A

2 CITY UNIVERSITY
A7 tonDON

m

MEDIZINISCHE
UNIVERSITAT

Bitte verwenden Sie dieses Blatt, um zu notieren, an welchen Tagen und wie oft

Sie die Ubungsblécke durchgefiihrt haben (Eintrag z.B. 3x)

1x = 1 Ubungsblock = Ziel: 8-10x kurz und 8-10x lange anspannen
Soliten Sie die geplante Anzahl bei einem Block nicht erreichen, weil Ihr Trainingsmaximum

vorher erreicht ist (=6fter ist nicht maglich), kdnnen Sie den Block trotzdem als 1x werten. Bei
Nicht-Erreichen aus anderen Grinden wird der Block nicht gezahlt.

MO

DI

DO

FR

SA

SO

Woche 1
Datum:

Woche 2
Datum:

Woche 3
Datum:

Woche 4
Datum:

Woche 5
Datum:

Woche 6
Datum:

Woche 7
Datum:

Woche 8
Datum:

Woche 8
Datum:

Woche 10
Datum:

Woche 11
Datum:

Woche 12
Datum:

Teilnehmerinnennummer:
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Appendix 24b: Concordance chart pelvic floor muscle exercises — English
translation
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Please use this sheet to record on which days and for how many blocks you
have done the pelvic floor muscle exercises (entry e.g. 3x)

1% = 1 block of exercises = aim: 8-10 short and &-10 long contractions

Should you not reach the planned number of contractions for a block because your maximum
training capability is reached earlier (=more often is not possible), you can still count this as
1% If you do not reach the planned number for other reasons, the block is not counted.

Monday | Tuesday | Wednesday | Thursday | Friday | Saturday | Sunday

Week 1
Date:

Week 2
Date:

Week 3
Date:

Week 4
Date:

Week 5
Date:

Week 6
Date:

Week 7
Date:

Week 8
Date:

Week 9
Date:

Week
10
Date:

Week
11
Date:

Week
12
Date:

Participant ID:
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Appendix 25: Adverse events monitoring form (incl. English translation)
Participant ID:

Initiating questions for call and message left:

+« “Guten Tag Frau ..., hier spricht Claudia Oblasser, ich wollte nachfragen, wie es mit
der Studie bzw. mit Ihrer Teilnahme geht? Wie kommen Sie zurecht?”

Questions during call:
+ Both groups: "Haben Sie irgendwelche Schwierigkeiten oder Probleme mit der
[Intervention]?"
"Haben Sie irgendwelche Schmerzen/unangenshmes Gefahl?”
"Haben Sie unerwinschie Wirkungen/Nebenwirkungen?*
« Ball group only: "Haben Sie vermehrten Ausfluss oder Blutung?"
« Both groups: "Haben Sie irgendwelche Fragen?”

call 1 call 2 call 3 Content of call
date/time, | date/time, | date/time,
result result result

4 days after

beginning the

intervention

(after

perineometry)

1 week later
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2 weeks later

3 weeks later

3 weeks later

English translation:

Initiating question for call and message left:
“Hello Ms ..., here is Claudia Oblasser, | wanted to check how it is going with the study and
your participation respectively? How are you getting on?”

Questions during call:

Both groups: "Do you have any difficulties or problems with the [intervention]?”
“Do you have any pain/uncomfortable feeling?"
“Do you have adverse effects/side effects?”

Ball group only: “Do you have any increased discharge or bleeding?”

Both groups: "Do you have any questions?"
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Appendix 26a: Final interview schedule
Date:
Participant ID:

collect concordance chart

Both groups:

(1) Bitte beschreiben Sie Ihre Erfahrung mit der Studie - Wie war es,
Studienteilnehmerin zu sein? Variable: experience study

(2) Bitte beschreiben Sie Ihre Erfahrung mit der [Intervention]: Variable: experience
intervention

(3) Hat die [Intervention] gut in den Alltag gepasst? Variable: daily life

Ja 1
Inwiefern: Variable: why daily yes

Nein 2
Inwiefern nicht: Variable: why daily no

Ich bin nicht sicher 3
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(4) In  welchen Alltagssituationen war es am leichtesten, die [Intervention]
durchzufUhren? Variable: easy daily life

(8) Haben Sie die [Intervention] so haufig gemacht, wie Sie wollten? Variable:

frequency
Ja 1
71 Nein 2

Was hinderte Sie am Uben? Variable: barriers

Hab mir keine Gedanken dariber gemacht, wie oft ich die [Intervention]
machen will 3

Ball group:
(6) Wie verhalt sich der Beckenboden, was tut er wenn die Kugel drin ist? Variable: PF

(7) Hatten Sie das Gefuhl, dass die Kugel herausrutscht, dass Sie sie werlieren?
Variable: slipping out

| Ja 1
Nein 2
Anderes (3):

(8) Ist das eine lange andauermnde Anspannung oder ein immer wiederholies neues
Anspannen? Variable: contraction
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T andauernd 1
wiederholt 2
_ Sonstiges (3):

(9) Wie war die Handhabung der Kugel (z.B. Reinigung, Aufbewahrung)? Variable:

handling

(10) Konnte an der Kugel etwas verbessert werden? Variable: enhance balls

Ja 1
Was?. Variable: ball enhance idea

Mein 2

Exercise group:

(11 Haben Sie Interesse an den Kugeln? Variable: interest
Ja 1
Nein

Ich weiss nicht sicher 3

(12) Haben Sie eine Kugel gekauft? Variable: buy
Ja 1
Nein 2
Both groups:
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(13) Falls es welche gibt, beschreiben Sie bitte Veranderungen des Beckenbodens
seit der [Intervention]: Variable: changes PF

(14) Wirden Sie gern mit der [Intervention] weitermachen? Variable: continue

Ja 1
Warum: Variable: continue why

MNein 2
Warum nicht: Variable: continue why not

Ich bin nicht sicher 3

(15) Hat Ihnen die Teilnahme an der Studie Vorteile gebracht? Variable:
advantage
Ja 1

Welche?: Variable: advantage which

Nein 2
Ich bin nicht sicher 3

(18) Hatten Sie irgendwelche unenwinschten Begleiterscheinungen, die Sie auf die
[Intervention] zurlckfiihren? Variable: adverse events
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Ja 1
Welche?: Variable: adverse events which

Mein 2
Muskelkater? (probing) 3

17y Es wird behauptet, dass die [Intervention] der “Verbesserung des Empfindens
beider Partner beim Intimverkehr” dienen — haben Sie Veranderungen festgestellt, die
Sie der [Intervention] zuschreiben wurden? Variable: sexuality

(18) Was kénnte an der Studie verbessert werden? Variable: enhance study

(19) Mochten Sie noch etwas sagen oder fragen? Variable: other

75
Version 2 of 19 October 2014

200



Appendix 26b: Final interview schedule — English translation

Date:
Participant ID:

collect concordance chart

Both groups:

(1) Please describe your experience with the trial — How was it to be study participant?
Variable: experience study

(2) Please describe your experience with the [intervention]: Wariable: experience
intervention

(3) Did the [intervention] fit well into daily life? Variable: daily life
Yes 1

In what respect: Variable: why daily yes
No 2

Why not: Variable: why daily no
| am not sure 3

(4) In which situations of daily life was it most easy to perform the [intervention]?
Variable: easy daily life

(5) Did you practice as often as you wanted to? Variable: frequency
Yes 1

1 No 2
What were your barriers to practising? Variable: barriers
| did not think about how often | wanted to practice 3

Ball group:

(6) How does the pelvic floor react, what is it doing when the ball is inside the vagina?
Variable: PF

(7) Did it feel like the ball would slip out, like losing it? Variable: slipping out

1Yes 1
No 2
Z Other (3):

(8) Is this a long continuous contraction or a repeated contraction and bringing upwards
of the ball? Variable: contraction

continuous 1
7 repeated 2
other (3):

(9) How was handling of the ball (e.g. cleaning, storage)? Variable: handling

(10) Could the ball be enhanced? Variable: enhance balls
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Yes 1
How?: Variable: ball enhance idea

Mo 2

Exercise group:

(11 Are you interested in the balls? Variable: interest
Yes 1
No 2
| don’t know for sure 3

(12) Did you buy a ball? Variable: buy
Yes 1
No 2

Both groups:
(13) If there are any, please would you describe any changes associated with your

pelvic floor since the [intervention]: Variable: changes PF

(14) Would you like to continue with the [intervention]? Variable: continue
Yes 1
Why: Variable: continue why
No 2
Why not: Variable: continue why not
| am not sure 3
(15) Did you get any advantages from participating in the study? Variable:
advantage
Yes 1
Which?: Variable: advantage which
No 2
| am not sure 3
(16) Did you experience any adverse effects which you would attribute to the
[intervention]? Variable: adverse events
Ja 1
Which?: Variable: adverse events which
No 2
Mucle soreness? (probing) 3
(17} The [intervention] is also said to be useful for "sensory enhancement of both

partners during sexual intimacy” — have you experienced any change which you
would ascribe to the use of the [intervention]? Variable: sexuality

(18) How could the study be enhanced? Variable: enhance study

(19) Anything else you want to say or ask? Variable: other
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Appendix 27a: Draft survey questionnaire ball group

As this Is a provisional questionnaire which will be finalised during the study, the layout has
not been fully considered here.
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A

X " MEDIZINISCHE
SR CITY UNIVERSITY m UINIVERSITAT
AL LONDON WIEN

Fragebogen zur Beckenbodenstudie

Bitte flllen Sie Inre Antwort ein oder kreuzen Sie das passende Kastchen an. Falls
niétig, nehmen Sie bitte ein weiteres Blatt Papier.

(1) Bitte beschreiben Sie Ihre Erfahrungen mit [hrer Teilnahme an der Studie:

(2) Bitte beschreiben Sie Ihre Erfahrungen mit der Verwendung der Beckenbodenkugel:

(3) Waren Sie zufrieden mit Ihrer Gruppenzuteilung oder waren Sie gern in die andere
Gruppe gekommen?

O Zufrieden mit der Gruppenzuteilung
Warum?:

I 'Ware gern in die andere Gruppe gekommen
Warum?:

(4) Wie ist Ihre Meinung zum Beckenbodentraining mit der Kugel?

(5) Wirden Sie die Beckenbodenkugel gern weiterhin verwenden?
Ja
Warum?:
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7 MNein
Warum nicht?:

Ich bin nicht sicher

(6) Hat Ihnen die Teilnahme an der Studie Vorteile gebracht?

(7) Hat Ihnen die Teilnahme an der Studie Nachteile gebracht?

(8) Hatten Sie irgendwelche unerwinschten Begleiterscheinungen, die Sie auf
die Verwendung der Beckenbodenkugel zurlickfihren?
Ja
Welche?:

2 Nein

(9) Es wird auch behauptet, das Beckenbodenkugeln der “Verbesserung des
Empfindens beider Partner beim Intimverkehr' dienen — haben Sie Veranderungen
festgestellt, die Sie der Verwendung der Beckenbodenkugel zuschreiben wirden?

(10) Maochten Sie noch etwas mitteilen?
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Appendix 27b: Draft survey questionnaire ball group — English translation

Questionnaire for pelvic floor study
Please fill your answer in or fick right answer. If necessary, please take an
additional sheet of paper.

(1) Please describe your experiences with your participation in the study:
(2) Please describe your experiences with the use of the pelvic floor ball:

(3) Were you happy about your group allocation or would you have liked to be in the
other group?
Happy with group allocation
Why?:
| Would have liked to be in the other group
Why?:

(4) What is your opinion about pelvic floor training with the ball?

(5) Would you like to continue to use the pelvic floor ball?
JYes
Why?:
I No
Why not?:
J'1 am not sure

(6) Did you get any benefits from participating in the study?
(7) Did you get any disadvantages from participating in the study?
(8) Did you experience any adverse effects which you would attribute to the use of the
ball?
Ja
Which ones?:

I No

(9) Itis said that the balls lead to "sensary enhancement of both partners during sexual
intimacy” — did you realise any change that you would contribute to the ball?

(10) Would you like to communicate something else?
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Appendix 28a: Draft survey questionnaire exercise group

As this Is a provisional questionnaire which will be finalised during the study, the layout has
not been fully considered here.
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LS CITY UNIVERSITY m UINIVERSITRT -
7 tonpon WIEN

Fragebogen zur Beckenbodenstudie

Bitte flllen Sie Inre Antwort ein oder kreuzen Sie das passende Kastchen an. Falls
niétig, nehmen Sie bitte ein weiteres Blatt Papier.

(1) Bitte beschreiben Sie Ihre Erfahrungen mit [hrer Teilnahme an der Studie:

(2) Bitte  beschreiben Sie |hre Erfahrungen mit  der  Durchfiihrung
Beckenbodendbungen:

der

(3) Waren Sie zufrieden mit Ihrer Gruppenzuteilung oder waren Sie gern in die andere

Gruppe gekommen?

7 War zufrieden mit der Gruppenzuteilung
Warum?:

_ ' Ware gemn in die andere Gruppe gekommen
Warum?:

(4) Wie ist Ihre Meinung zum Beckenbodentraining mit den Beckenbodenubungen?

(5) Wirden Sie die Beckenbodenlbungen gern weiterhin durchfihren?

Ja
Warum?:
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Z1 MNein

Warum nicht?:

Ich bin nicht sicher

(6) Hat Ihnen die Teilnahme an der Studie Vorteile gebracht?

(7) Hat Ihnen die Teilnahme an der Studie Nachteile gebracht?

(8) Hatten Sie irgendwelche unerwinschien Begleiterscheinungen, die Sie auf
die Durchfihrung der Beckenbodendbungen zurldckfihren?
TJa
Welche?:

Nein

(9) Es wird auch behauptet, das Beckenbodenidbungen der Verbesserung des
Empfindens beider Partner beim Intimverkehr dienen — haben Sie Veranderungen
festgestellt, die Sie den Beckenbodenibungen zuschreiben wirden?

(10) Maochten Sie noch etwas mitteilen?
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Appendix 28b: Draft survey questionnaire exercise group — English translation
Questionnaire for pelvic floor study

Please fill your answer in or tick right answer. If necessary, please take an
additional sheet of paper.

(1) Please describe your experiences with your participation in the study:
(2) Please describe your experiences with performing the pelvic floor exercises:

(3) Were you happy about your group allocation or would you have liked to be in the

other group?
Happy with group allocation
Why?:
7 Would have liked to be in the other group
Why?:

(4) What is your opinion about pelvic floor training with pelvic floor exercises?

(5) Would you like to continue to perform the pelvic floor exercises?
JYes
Why?:
7 No
Why not?:
|| .am not sure

(6) Did you get any benefits from participating in the study?
(7) Did you get any disadvantages from participating in the study?

(8) Did you experience any adverse effects which you would attribute to performing
pelvic floor exercises?
| Yes
Which ones?:
I No

(9) It is said that pelvic floor exercises lead to sensory enhancement of both partners
during sexual intimacy — did you realise any change that you would contribute to the
exercises?

(10) Would you like to communicate something else?
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Appendix 29: Licensing certificate for vaginal balls
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DECLARATION OF CONFORMITY ]
|  TO CouNcIL DIRECTIVE 93/42/EEC (INCLUDING DIRECTIVE
| 2007/47/EEC) CONCERNING MEDICAL DEVICES

MANUFACTURER: Suzhou Armocon Technology Co, Lta
3-5/F No 77 Suhong Middie Road, SIP, Jiangsu China
215027
EDICAL DEVICE Kegel exerciser Lasselle Intimina
I: 289, 389, 489
SSIFICATION - ANNEX IX: Class |, Rule 5, point 1

WE, < Suzhou Amocon Technology Co., Ltd >, HEREWITH DECLARE THAT THE STATED MEDICAL DEVICES
MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF COUNCIL DIRECTIVE S3M42/EEC
14 JUNE 1983 (INCLUDING DIRECTIVE 2007/47/CE) CONCERNING MEDICAL DEVICES: ALL SUPPORTING
DOCUMENTATION IS .

TECHNICAL DOCUMENTATION SHOWING THE CONFORMITY OF THE PRODUCT OF THE
ESSENTIAL REQUIREMENTS OF THE DIRECTIVE

Biological evatuation of medical Device 15010993 -5/10;

The Polycyciic A Hydrocarbon Directive 2006/69/EC:

Degress of Protection Provided by Enclosures - IPX-7:
Food and Drug Adminsstration Regulation:
Product safe performance check : Pulling test, push test, boiling water test, sait water test
nereby declare that:
Equipment: Lasselle Kegel Exercisers
Moge! 28g. 38g, 489

is in conformity with the applicable requirements of the following documents.

Ref No. Title Edition/Date

ISO10993-5 Biolegical ion of medical devices Pan 5 Tests in vitro cytotoxicity 2009

ISO10993-10  Biological evaluation of medical devices. Part 10:Tests for irritation and skin 2002
sensitization

ZEX 01-08 Central Expenence Exchange Office, ZEK. central authority announced ZEK's 2008
official website the01.2-08 document

EN143722004 Child use and care articles — Cutlery and feeding utensils — Safety 2004
requirements and tests

IEC623212008 Electro-technical products-Determination of levels of six regulated 2008

substances (lead, mercury, cadmium, hexavalent chromium. polybrominated
biphenyis, polybrominated diphenyl ethers

IEC80529:1982 Degrees of protection providec by enclosures - IPX-7 1989+1999
+A1:1989

SHAEC110682 FDA 21 CRF 180.22 & 181.3; FDA 21 CRF 177.2600 2011

7001

SH11111555-  Quality test Pulling test push test. boiling water test, salt water test 2011

001

PRO-DG-0293 Lasselle Kegel E -28g A y drawing 2011
PRO-DG-0300 Lasselle Kegel E: s -38g A Dy drawing 2011
PRO DG 0301 Lasselle Kegel Exercisers -18g Assembly drawing 2011
PRO-SP-0209  Semi-finished Inspection Specification 2011
PRO-SP-0294  Final Inspection Specfication o e A
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PRO-SP-0246  Assembly work instrucion

' PRO-SP-0306  Packing work instruction

2012
201

, IDENTIFICATION CLASS |
|

e EUROPEAN REPRESENTATIVE:

|

I

START OF CE-MARKING:

ce

LELOI AB
BIRGER JARLSGATAN 22 114 34 STOCKHOLM

PLace, DATE OF DECLARATION®
I
| SIGNATURE:

Version 2 of 19 October 2014

Novamoer 21, 2012, Suzhou, China

<SIGNATURE OF MANUFACTURER>
NAME. Paul Jaques
POSITION. Genera' Manager
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Appendix 30: Licensing certificate for vaginal perineometry probe
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bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 592088

Issued To: Laborie Medical Technologies Canada ULC
6415 Northwest Drive, Unit 10
Mississauga
Ontario
L4V 1X1
Canada

In respect of:

The design and manufacture of: urodynamic diagnostic and therapeutic devices and sterile
tubing; diagnostic uitrasound devices, steriie endoscopic needies and steriie accessories,

on the basis of our examination of the quality assurance system under the requirements of Council Directive
G93/42/EEC, Annex 11 excluding section 4. The quality assurance system meets the reg of the directive. For
the placing on the market of class 11! products an Annex 11 saction 4 certificate Is required,

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

Gary Fenton, Global Assurance Director

First Issund: 21 December 2012 Date: 02 May 2014 Expiry Date: 02 August 2017

.making excellence a habit”
Page 1of 1

f the Directive as demonstrated through the re
arifactured by a third party on behalf of the com
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Appendix O: Adherence chart vibrating vaginal balls

|}
BA T SIS HE
SR Y LINIVERSLY m [INTVERSITAT
:ﬁ' T LONDOM WIEN

Bitte verwenden Sie dieses Blatt, um zu notieren, an welchen Tagen und wie
viele Minuten Sie die Kugel verwendet haben (Eintrag z.B.: 30)

- Soliten Sie die vorgegebene Verwendungsauer nicht emeichen, weil lhr Trainingamaxinmum
varher emeicht ist (=langer st nicht moglich), schreiben Sie bitte max zur Minutenangabe.
Andere Grinde fir das Nicht-Emeichen bleiben unenwahnt.

- Wahrend der Menstruation Kugel bitte nicht verwenden und M eintragen.

Wochentag

Woche 1
Datum:

Woche 2
Datum:

Woche 3
Datum:

Waoche 4
Datum:

Waoche 5
Datum:

Woche 6
Datum:

Woche T
Datumn:

Woche 8
Datum:

Woche 9
Datum:

Woche 10
Datum:

Woche 11
Datum:

Waoche 12
Datum:

Teilnehmerinnennummer:
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Appendix O(e): Adherence chart vibrating vaginal balls - English

translation

i
RAKIE I PSEIH
S Y LNIVERSTLY m LI LV ERSLIAT
TP LonDon Wit

Please use this sheet to record on which days and how many minutes you
have used the balls (entry e.g.: 30)

- Should you not reach the planned duration of use because your maximum training
capability iz reached earier (=longer iz not possible), please add max to the number of
minutes. Other reasons for not reaching the planned duration are not mentioned.

- During menstruation, please do not use ball and write M.

Day of week

Week 1
Date:

Week 2
Date:

Week 3
Date:

Week 4
Date:

Week &
Date:

Week 6
Date:

Week T
Date:

Week &
Date:

Week 9
Date:

Week 10
Date:

Week 11
Date:

Week 12
Date:

Participant 1D:
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Appendix P: Adherence chart pelvic floor muscle training

4
Rt
-,ﬁ!}; Y LMIVERSLLY m %—%Fﬂﬁhﬁﬁéﬂ
| LT
o LONDOR LRk

Bitte verwenden Sie dieses Blatt, um zu notieren, an welchen Tagen und wie oft
Sie die Ubungsbliocke durchgefiihrt haben (Eintrag z.B. 3x)

1x = 1 Ubungsblock = Ziel: 8-10x kurz und B-10x lange anspannen

Soliten Sie die geplante Anzahl bei einem Block nicht emeichen, weil Ihr Trainingsmaximum
vorher erreicht ist (=ofter ist nicht moglich), kénnen Sie den Block trotzdem als 1x werten. Bei
Nicht-Ermeichen aus anderen Grinden wird der Block nicht gezdhit.

Wochentag

Waoche 1
Datum:

Waoche 2
Datum:

Woche 3
Datum:

Woche 4
Datumn:

Woche 5
Datum:

Woche &
Datum:

Woche T
Datum:

Woche 8
Datum:

Woche 9
Datum:

Waoche 10
Datum:

Woche 11
Datum:

Woche 12
Datum:

Teilnehmerinnennummer:
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Appendix P(e): Adherence chart pelvic floor muscle training - English

translation

i
RAKIE I PSEIH
S Y LNIVERSTLY m LI LV ERSLIAT
TP LonDon Wit

Please use this sheet to record on which days and for how many blocks you
have done the pelvic floor muscle exercises (entry e.g. 3x)

1x = 1 block of exercises = aim: 8-10 short and 8-10 long contractions

Should you niot reach the planned number of contractions for a block because your maximum
training capability is reached earlier (=more often is not possible), you can still count this as
1x. If you do not reach the planned number for other reasons, the block is not counted.

Day of week

Week 1
Date:

Week 2
Date:

Week 3
Date:

Week 4
Date:

Week &
Date:

Week 6
Date:

Week T
Date:

Week &
Date:

Week 9
Date:

Week 10
Date:

Week 11
Date:

Week 12
Date:

Participant 1D:
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Appendix Q: Final interview schedule long form

Spacing of text in interview forms was reduced to save Appendix space.

Participant ID:

Date/time/venue:

(1) Bitte beschreiben Sie Ihre Erfahrung mit der [Intervention]: Variable: experience
intervention

(2) Hat die [Intervention] gut in den Alltag gepasst? Variable: daily life

0 Ja 1
Inwiefern: Variable: why daily yes
[0 Nein 2

Inwiefern nicht: Variable: why daily no
(1 Ich bin nicht sicher 3

(3) In welchen Alltagssituationen war es am leichtesten, die [Intervention]
durchzufiihren? Variable: easy daily life

(4) Haben Sie die [Intervention] so haufig gemacht, wie Sie wollten? Variable:

frequency
0Ja 1
[1 Nein 2

Was hinderte Sie an der Durchfihrung? Variable: barriers
[0 Hab mir keine Gedanken darliber gemacht, wie oft ich die [Intervention]
machen will 3

Ball group:

(5) Wie verhalt sich der Beckenboden, was tut er wenn die Kugel drin ist? Variable: PF

(6) Hatten Sie das Gefiihl, dass die Kugel herausrutscht, dass Sie sie verlieren?
Variable: slipping out
0Ja 1
[1 Nein 2
[1 Anderes (3):

(7) Ist das eine lange andauernde Anspannung oder ein immer wiederholtes neues
Anspannen? Variable: contraction
‘landauernd 1
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[1 wiederholt 2
[ Sonstiges  3:

(8) Spuren Sie die Vibrationen? Variable: vibrations
0 Ja 1
71 Nein 2
[1 Sonstiges  3:

(9) Wie war die Handhabung der Kugel (z.B. Reinigung, Aufbewahrung)? Variable:

handling

(20) Kdnnte an der Kugel etwas verbessert werden? Variable: enhance ball
[0 Ja 1
Was?: Variable: enhance ball idea
1 Nein 2

(12) Haben Sie Beckenbodenibungen durchgefiihrt? Variable: ball PFMX
[0 Ja 1
1 Nein 2

Né&heres: Variable: details

Exercise group:

(12) Haben Sie Interesse an der Kugel? Variable: interest ball
0Ja 1
71 Nein 2
[] Ich weiss nicht sicher 3

(13) Haben Sie eine Kugel gekauft/verwendet? Variable: buy ball
0Ja 1
[ Nein 2

Both groups:

(14) Hat die [Intervention] Nachteile? Variable: disadvantage intervention
[1 Nein 2
[1Ja 1

= Welche? Variable: disadvantage intervention which

(15) Hatten Sie irgendwelche unerwiinschten Begleiterscheinungen, die Sie auf
die [Intervention] zurickfihren? Variable: adverse events
[ Ja 1
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Welche?: Variable: adverse events which
[J Nein 2
1 Muskelkater? Blutung? Ausfluss? (probing)

(16) Falls es welche gibt, beschreiben Sie bitte Verdnderungen lhres
Beckenbodens seit der [Intervention]: Variable: changes PF

a7 Es wird behauptet, dass die [Intervention] der ,Verbesserung des Empfindens
beider Partner beim Intimverkehr® dienen — haben Sie Veranderungen festgestellt,
die Sie der [Intervention] zuschreiben wirden? Variable: sexuality

(18) Wirden Sie gern mit der [Intervention] weitermachen? Variable: continue
0 Ja 1
Warum: Variable: continue why
1 Nein 2
Warum nicht: Variable: continue why not
1 Ich bin nicht sicher 3

(29) Bitte beschreiben Sie Ihre Erfahrung mit der Studie — Wie war es,
Studienteilnehmerin zu sein? Variable: experience study

(20) Hat Ihnen die Teilnahme an der Studie Vorteile gebracht? Variable:
advantage participation
[1Ja 1
Welche?: Variable: advantage participation which
71 Nein 2

[1 Ich bin nicht sicher 3

(21) Hat Ihnen die Teilnahme an der Studie Nachteile gebracht? Variable:
disadvantage participation
[1Ja 1
Welche?: Variable: disadvantage participation which
[ Nein 2

[1 Ich bin nicht sicher 3

(22) Was kodnnte an der Studie verbessert werden? Variable: enhance study

(23) Haben Sie wahrend der Studie irgendwelchen Sport betrieben (Yoga, Pilates,
BB-Training etc.)? Variable: sports

(24) Mochten Sie noch etwas anmerken oder fragen? Variable: other
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Appendix Q(e): Final interview schedule long form - English translation

Participant ID:

Date/time/venue:

(1) Please describe your experience with the [intervention]: Variable: experience
intervention

(2) Did the [intervention] fit well into daily life? Variable: daily life
00 Yes 1
In what respect: Variable: why daily yes
00 No 2
Why not: Variable: why daily no
(01 am not sure 3

(3) In which situations of daily life was it most easy to perform the [intervention]?
Variable: easy daily life

(4) Did you practice as often as you wanted to? Variable: frequency
[JYes 1
0 No 2
What were your barriers to practising? Variable: barriers
(11 did not think about how often | wanted to practice 3

Ball group:

(5) How does the pelvic floor react, what is it doing when the ball is inside the vagina?
Variable: PF

(6) Did it feel like the ball would slip out, like losing it? Variable: slipping out

[JYes 1
0 No 2
[ Other (3):

(7) Is this a long continuous contraction or a repeated contraction? Variable:
contraction

0 continuous 1
[ repeated 2
U other (3):
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(8) Did you feel the vibrations? Variable: vibrations

0 Yes 1
(1 No 2
1 Other (3):

(9) How was handling of the ball (e.g. cleaning, storage)? Variable: handling

(20) Could the ball be enhanced? Variable: enhance balls
[JYes 1
How?: Variable: ball enhance idea
[1No 2
(12) Have you done pelvic floor muscle exercises? Variable: ball PFMX
1 Yes 1
[0 No 2

Details: Variable: details

Exercise group:

(12) Are you interested in the balls? Variable: interest
[JYes 1
[0 No 2
(11 don"t know for sure 3

(13) Did you buy a ball? Variable: buy
0Yes 1
[1 No 2

Both groups:
(14) Does the [intervention] have disadvantages? Variable: disadvantage
intervention

[0 No 2
[JYes 1

= Which ones? Variable: disadvantage intervention which

(15) Did you experience any adverse effects which you would attribute to the
[intervention]? Variable: adverse events
0 Yes 1
Which?: Variable: adverse events which
(1 No 2
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[1 Mucle soreness? Bleeding? Discharge? (probing) 3

(16) If there are any, please would you describe any changes associated with your
pelvic floor since the [intervention]: Variable: changes PF

a7 The [intervention] is also said to be useful for “sensory enhancement of both
partners during sexual intimacy“ — have you experienced any change which you
would ascribe to the use of the [intervention]? Variable: sexuality

(18) Would you like to continue with the [intervention]? Variable: continue
1 Yes 1
Why: Variable: continue why
(1 No 2
Why not: Variable: continue why not
[J 1 am not sure 3
(29) Please describe your experience with the trial — How was it to be study

participant? Variable: experience study

(20) Did you get any advantages from participating in the study? Variable:
advantage
[JYes 1
Which?: Variable: advantage which
[1 No 2
[J1 am not sure 3
(25) Did you get any disadvantages from patrticipating in the study? Variable:
disadvantage participation
[JYes 1
Which?: Variable: disadvantage participation which
[1 No 2
[J 1 am not sure 3
(22) How could the study be enhanced? Variable: enhance study
(22) Have you done any sports during the study (Yoga, Pilates, BB-Training etc.)?

Variable: sports

(23) Anything else you want to say or ask? Variable: other
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Appendix R: Final interview schedule short form

Participant ID:

Date/time/venue:

(1) Bitte beschreiben Sie Ihre Erfahrung mit der [Intervention]: Variable: experience
intervention

(2) Hat die [Intervention] gut in den Alltag gepasst? Variable: daily life

0 Ja 1
Inwiefern: Variable: why daily yes
1 Nein 2

Inwiefern nicht: Variable: why daily no
(1 Ich bin nicht sicher 3

(3) In welchen Alltagssituationen war es am leichtesten, die [Intervention]
durchzufiihren? Variable: easy daily life

(4) Haben Sie die [Intervention] so hdufig gemacht, wie Sie wollten? Variable:

frequency
0Ja 1
[1 Nein 2

Was hinderte Sie an der Durchfihrung? Variable: barriers
[1 Hab mir keine Gedanken dariber gemacht, wie oft ich die [Intervention]
machen will 3

Ball group:

(5) Wie verhalt sich der Beckenboden, was tut er wenn die Kugel drin ist? Variable: PF

(6) Hatten Sie das Gefiihl, dass die Kugel herausrutscht, dass Sie sie verlieren?
Variable: slipping out
[1Ja 1
[1 Nein 2
71 Anderes (3):

226



(7) Ist das eine lange andauernde Anspannung oder ein immer wiederholtes neues
Anspannen? Variable: contraction
"landauernd 1
"I wiederholt 2
[ Sonstiges  3:

(8) Spuren Sie die Vibrationen? Variable: vibrations

0 Ja

[1 Nein

1
2

[1 Sonstiges  3:

(9) Wie war die Handhabung der Kugel (z.B. Reinigung, Aufbewahrung)? Variable:
handling

(10)

(11)

Kdnnte an der Kugel etwas verbessert werden? Variable: enhance ball
0 Ja 1

Was?: Variable: enhance ball idea

[ Nein 2

Haben Sie Beckenbodentbungen durchgefiihrt? Variable: ball PFMX
0Ja 1

[ Nein 2

Naheres: Variable: details

Exercise group:

(12)

(13)

Both groups:
(14)

Haben Sie Interesse an der Kugel? Variable: interest ball

[1Ja 1
[1 Nein 2
[1 Ich weiss nicht sicher 3

Haben Sie eine Kugel gekauft/verwendet? Variable: buy ball
[1Ja 1
71 Nein 2

Hat die [Intervention] Nachteile? Variable: disadvantage intervention
[1 Nein 2

[1Ja 1
= Welche? Variable: disadvantage intervention which
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(15) Hatten Sie irgendwelche unerwiinschten Begleiterscheinungen, die Sie auf
die [Intervention] zurlckfihren? Variable: adverse events

[ Ja 1
Welche?: Variable: adverse events which
[J Nein 2

1 Muskelkater? Blutung? Ausfluss? (probing)

(16) Falls es welche gibt, beschreiben Sie bitte Verdnderungen lhres
Beckenbodens seit der [Intervention]: Variable: changes PF

a7 Es wird behauptet, dass die [Intervention] der ,Verbesserung des Empfindens
beider Partner beim Intimverkehr® dienen — haben Sie Veranderungen festgestellt,
die Sie der [Intervention] zuschreiben wirden? Variable: sexuality

(18) Wirden Sie gern mit der [Intervention] weitermachen? Variable: continue
[0 Ja 1
Warum: Variable: continue why
[ Nein 2
Warum nicht: Variable: continue why not
1 Ich bin nicht sicher 3

(29) Haben Sie wahrend der Studie irgendwelchen Sport betrieben (Yoga, Pilates,
BB-Training etc.)? Variable: sports

(20) Mochten Sie noch etwas anmerken oder fragen? Variable: other

(22) Stillen Sie noch? Variable: breastfeeding
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Appendix R(e): Final interview schedule short form - English translation

Participant ID:
Date/time/venue:

(1) Please describe your experience with the [intervention]: Variable: experience
intervention

(2) Did the [intervention] fit well into daily life? Variable: daily life

0 Yes 1
In what respect: Variable: why daily yes

[0 No 2
Why not: Variable: why daily no

(]| am not sure 3

(3) In which situations of daily life was it most easy to perform the [intervention]?
Variable: easy daily life

(4) Did you practice as often as you wanted to? Variable: frequency
IYes 1

[0 No 2
What were your barriers to practising? Variable: barriers

[ I did not think about how often | wanted to practice 3

Ball group:

(5) How does the pelvic floor react, what is it doing when the ball is inside the vagina?
Variable: PF

(6) Did it feel like the ball would slip out, like losing it? Variable: slipping out

[JYes 1
[0 No 2
1 Other (3):

229



(7) Is this a long continuous contraction or a repeated contraction? Variable:
contraction

[1 continuous 1
[l repeated 2
U other (3):

(8) Did you feel the vibrations? Variable: vibrations

0 Yes 1
(1 No 2
1 Other (3):

(9) How was handling of the ball (e.g. cleaning, storage)? Variable: handling

(20) Could the ball be enhanced? Variable: enhance balls
0Yes 1
How?: Variable: ball enhance idea
[0 No 2
(12) Have you done pelvic floor muscle exercises? Variable: ball PFMX
1 Yes 1
[0 No 2

Details: Variable: details

Exercise group:

(12) Are you interested in the balls? Variable: interest
[JYes 1
[0 No 2
711 don"t know for sure 3

(13) Did you buy a ball? Variable: buy
0Yes 1
[1 No 2

Both groups:
(14) Does the [intervention] have disadvantages? Variable: disadvantage
intervention

[0 No 2
[1Yes 1

= Which ones? Variable: disadvantage intervention which
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(15) Did you experience any adverse effects which you would attribute to the
[intervention]? Variable: adverse events

JYes 1
Which?: Variable: adverse events which
[J No 2
[1 Mucle soreness? Bleeding? Discharge? (probing) 3
(16) If there are any, please would you describe any changes associated with your

pelvic floor since the [intervention]: Variable: changes PF

a7 The [intervention] is also said to be useful for “sensory enhancement of both
partners during sexual intimacy“ — have you experienced any change which you
would ascribe to the use of the [intervention]? Variable: sexuality

(18) Would you like to continue with the [intervention]? Variable: continue
1 Yes 1
Why: Variable: continue why
(1 No 2
Why not: Variable: continue why not
[J 1 am not sure 3
(29) Have you done any sports during the study (Yoga, Pilates, PF training etc.)?

Variable: sports

(20) Anything else you want to say or ask? Variable: other

(22) Are you still breastfeeding? Variable: breastfeeding
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Appendix S: Outcome form perineometry

Final version

Q-’} @ | httpsy//forms.city.ac.uk/forms/34129 < HQSumen ‘ * B ¥+ @ =

Perineometrie

Herzlich willkommen!

Wer misst heute? -

Datum der Messung *

— Allgemeines

Nachname der Teilnehmerin -

Vorname

Geburtsdatum -

Messung vor oder nach Intervention?
© davor © danach

Teilneh in ist mit Untersuch einverstanden -
@ Ja © Nein

-

((_-/‘w @ | hitps//forms.city.ac.uk/farms/34129 < HC\smEﬂ ‘ b =] 3 A =

=

Bewusste Kontraktion erhebbar -
© Ja © Nein

Vaginal resting pressure -

Maximum contraction 1 +

Maximum contraction 2 -

Maximum contraction 3 - W

Endurance -

Anmerkungen:
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Appendix S(e): Outcome form perineometry - English translation

Final version

Perineometry
Welcome!
Who is measuring today? .....................

Date of measurement; .............ccoeeeinnn.

General information

Participant family name: ........................l
Firstname: ..............cooiiinn.

Date of birth: ......................

Pre or post intervention measurement: pre — post

Participant consenting to measurement: yes — no

Measurement

Voluntary contraction palpable: yes — no

Vaginal resting pressure: ............c.cooeeeiennn.
Maximum contraction 1: ...................ll
Maximum contraction 2: ...........................
Maximum contraction 3: .....................ll

Endurance: ........coovvviiiiiiiiinn.

Comments: ...ooovvii
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Appendix T: Adverse events monitoring form

Participant ID:

Initiating questions for call and message left:
e ,Guten Tag Frau ..., hier spricht Claudia Oblasser, ich wollte nachfragen, wie es mit
der Studie bzw. mit lhrer Teilnahme geht? Wie kommen Sie zurecht?*

Questions during call:
e Both groups: ,Haben Sie irgendwelche Schwierigkeiten oder Probleme mit der
[Intervention]?”
,Haben Sie irgendwelche Schmerzen/unangenehmes Geflihl?”
,Haben Sie unerwlnschte Wirkungen/Nebenwirkungen?“
e Ball group only: ,Haben Sie vermehrten Ausfluss oder Blutung?“
¢ Both groups: ,Haben Sie irgendwelche Fragen?”

Measurement date:
Intervention start date:

12 weeks completed at (date):

Call 1 Call 2 Call 3 Content of call
date/time, | date/time, | date/time,
result result result

4 days after
beginning the
intervention
(after
perineometry)
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1 week later

2 weeks later

3 weeks later

3 weeks later

Final call:
Date:

Content:
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Appendix T(e): Adverse events monitoring form - English translation

Initiating question for call and message left:

“Hello Ms ..., here is Claudia Oblasser, | wanted to check how it is going with the study and
your participation respectively? How are you getting on?”

Questions during call:

Both groups: “Do you have any difficulties or problems with the [intervention]?”
“Do you have any pain/uncomfortable feeling?”
“Do you have adverse effects/side effects?”

Ball group only: “Do you have any increased discharge or bleeding?”

Both groups: “Do you have any questions?”
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Appendix U: Initial interview schedule long form

Participant ID:

Before randomisation

(1) Warum interessieren Sie sich fiir die Teilnahme an der Studie? Variable: why
interest

(2) Bitte beschreiben Sie (eventuelle) Veranderungen lhres Beckenbodens durch die/seit
der Geburt: Variable: changes PF

(3) Haben Sie in Inrem Leben schon jemals Beckenbodeniibungen gemacht? Variable:
ever done PFMX
[0 Ja 1
In welchem Zusammenhang? (wann, warum, wie...): Variable: context PFMX

[ Nein 2
[1 Ich bin nicht sicher 3

(4) Haben Sie nach dieser Geburt Informationen tiber Beckenbodeniibungen
bekommen? Variable: given PFMX
[1 Ja, schriftlich 1
-> Darf ich die bitte sehen? Variable: shown PFMX
[J gezeigt [J nicht gezeigt = Grund:
Variable: why not shown
Welche? Variable: info written PFMX

[ Ja, mundlich 2

Welche? Variable: info oral PFMX
[J Nein 3
[J Ich weiss nicht 4

(5) Haben Sie die Ubungen gemacht? Variable: done PFMX

[1Ja 1
[1 Manchmal 2
[1 Nein 3

Warum nicht? Variable: why not PFMX

(6) Was denken Sie Uber Beckenbodentibungen? Variable: opinion exercises

237



(7) Haben Sie je Beckenbodenkugeln verwendet? Variable: used balls
[0 Ja 1
"I Nein 2

(8) Haben Sie, bevor Sie mit dieser Studie in Kontakt gekommen sind, schon mal von
Beckenbodenkugeln gehort? Variable: heard balls

[1Ja 1
[ Nein 2
[J Ich bin nicht sicher 3

(9) Was denken Sie Uber die Beckenbodenkugeln? Variable: opinion balls

(20) Wiurden Sie gern in eine bestimmte Gruppe kommen? Variable: preference

0Ja 1
In welche? Variable: which preference

"1 Ubungen 1
U Kugeln 2
[J Nein 2
) Ich bin nicht sicher 3

After randomisation

Gruppe: Ubungen Kugel

(11) Was sagen Sie nun zu lhrer Gruppenzuteilung, wie fihlen Sie sich? Variable:
allocation opinion

(12) Von 0-10, wie hoch ist Ihre Motivation, die [Intervention] 12 Wochen lang zu
machen? Variable: motivation

(13) Mochten Sie noch etwas sagen/fragen? Variable: other

238



Appendix U(e): Initial interview schedule long form - English translation

Participant ID:

Before randomisation

(1) Why are you interested in participating in the study? Variable: why interest

(2) Please would you describe changes (if any) associated with your pelvic floor since
the birth?: Variable: changes PF

(3) In your life, have you ever been doing pelvic floor muscle exercises? Variable: ever

done PFMX
OYes 1
In what context? (when, why, how...): Variable: context PFMX
[1No 2
[J 1 am not sure 3

(4) Have you been given information about pelvic floor muscle exercises after this birth?
Variable: given PFMX

[1 Yes, in written form 1
- can | see them please?
[1 shown [1 not shown - Reason:

Variable: why not shown
Which ones? Variable: info written PFMX
[1 Yes, in oral form 2
Which ones? Variable: info oral PFMX

[1 No 3
[11 don"t know 4

(5) Have you been doing the exercises? Variable: done PFMX

[1Yes 1
[1 Sometimes 2
[1 No 3

Why not? Variable: why not PFMX

(6) What do you think about pelvic floor muscle exercises? Variable: opinion exercises
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(7) Have you ever used pelvic floor training balls? Variable: used balls
OYes 1
[1No 2

(8) Have you, before getting into contact with this study, ever heard of pelvic floor
training balls? Variable: heard balls

[1Yes 1
[1 No 2
[J | am not sure 3

(9) What do you think about the pelvic floor training balls? Variable: opinion balls

(20) Do you have a preference for a group? Variable: preference

IYes 1
For which one? Variable: which preference

[J exercises 1
U balls 2
[0 No 2
[J | am not sure 3

After randomisation

Group: Exercises Ball

(11) What do you say now about your group allocation, how do you feel? Variable:
allocation opinion

(12) From 0-10, how high is your motivation to do the [intervention] for 12 weeks?
Variable: motivation

(13) Anything else you want to say/ask? Variable: other
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Appendix V: Initial interview schedule short form

Participant ID:

Before randomisation

(1) Haben Sie in Inrem Leben schon jemals Beckenbodeniibungen gemacht? Variable:
ever done PFMX

0 Ja 1
In welchem Zusammenhang? (wann, warum, wie...): Variable: context PFMX
[1 Nein 2

[1 Ich bin nicht sicher 3

(2) Haben Sie nach dieser Geburt Informationen tber Beckenbodeniibungen
bekommen? Variable: given PFMX
[1 Ja, schriftlich 1
- Darf ich die bitte sehen? Variable: shown PFMX
] gezeigt I nicht gezeigt - Grund:
Variable: why not shown
Welche? Variable: info written PFMX

[1Ja, mundlich 2

Welche? Variable: info oral PFMX
[J Nein 3
[J Ich weiss nicht 4

(3) Haben Sie die Ubungen gemacht? Variable: done PFMX

[]Ja 1
[1 Manchmal 2
[1 Nein 3

(4) Haben Sie je Beckenbodenkugeln verwendet? Variable: used balls
0 Ja 1
[1 Nein 2

(5) Haben Sie, bevor Sie mit dieser Studie in Kontakt gekommen sind, schon mal von
Beckenbodenkugeln gehort? Variable: heard balls

1 Ja 1
[1 Nein 2
1 Ich bin nicht sicher 3
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(6) Wirden Sie gern in eine bestimmte Gruppe kommen? Variable: preference

0 Ja 1
In welche? Variable: which preference
71 Ubungen 1
[ Kugeln 2

[1 Nein 2

[1Ich bin nicht sicher 3

After randomisation

Gruppe: Ubungen Kugel

(7) Was sagen Sie nun zu lhrer Gruppenzuteilung, wie fiihlen Sie sich? Variable:
allocation opinion

(8) Von 0-10, wie hoch ist Ihre Motivation, die [Intervention] 12 Wochen lang zu
machen? Variable: motivation
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Appendix V(e): Initial interview schedule short form - English translation

Participant ID:

Before randomisation

(1) Inyour life, have you ever been doing pelvic floor muscle exercises? Variable: ever

done PFMX
1 Yes 1
In what context? (when, why, how...): Variable: context PFMX
U No 2
[J 1 am not sure 3

(2) Have you been given information about pelvic floor muscle exercises after this birth?
Variable: given PFMX

[1 Yes, in written form 1
- can | see them please?
[ shown [1 not shown - Reason:

Variable: why not shown
Which ones? Variable: info written PFMX

[ Yes, in oral form 2

Which ones? Variable: info oral PFMX
[0 No 3
[J1 don"t know 4

(3) Have you been doing the exercises? Variable: done PFMX

[1Yes 1
[1 Sometimes 2
[1 No 3

(4) Have you ever used pelvic floor training balls? Variable: used balls
[JYes 1
0 No 2

(5) Have you, before getting into contact with this study, ever heard of pelvic floor
training balls? Variable: heard balls

[1Yes 1
[1No 2
(11 am not sure 3
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(6) Do you have a preference for a group? Variable: preference

I Yes 1
For which one? Variable: which preference
[1 exercises 1
U balls 2
0 No 2
[J 1 am not sure 3

After randomisation

Group: Exercises Ball

(7) What do you say now about your group allocation, how do you feel? Variable:
allocation opinion

(8) From 0-10, how high is your motivation to do the [intervention] for 12 weeks?
Variable: motivation
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Appendix W: Online survey questionnaire experimental group

Fragebogen Beckenbodenstudic %

@ | https://forms.city.ac.uk/forms/48113 e |[Q suchen B 9 3 A

Fragebogen Beckenbodenstudie

Meinen Fortschritt speichern und spater fortsetzen | Ein bereits gespeichertes Formular fortsetzen

Was ist Ihre Meil Zzur Beckenb a mit einer Backenb jetzt nach der Studie?

sind Sie riuckblickend gesehen i mit threr G il oder wiren Sie gern in der anderen

Gruppe gewesen?

@ Ich war zufri mit der Grupp 4

@ Ich ware gerne in der anderen Gruppe gewesen

Bitte geben Sie eine Begriindung:

Bitte beschreiben Sie Ihre Erfahrung(en) mit der Teilnahme an der Studie - wie war es, Studienteilnehmerin
Zu sein?

Hat lhnen die Teilnahme an der Studie Vorteile gebracht?
@Ja
© Nein

en Beckenbodenstudie x

@ | https://forms.cty.ac.uk/forms/48113 e |[Q suchen RN} + & =

Welche Vorteile?

Hat lhnen die Teil an der Studie ile gebracht?
@ Ja
© Nein

Welche Nachteile?

Haben Sie Verbesserungsanregungen fur die Studie? Welche sind das?

Mochten Sie noch etwas Anderes mitteilen?

Submit

Meinen Fortschritt speichern und spater fortsetzen | Ein bereits gespeichertes Formular fortsetzen
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Appendix W(e): Online survey questionnaire experimental group - English

translation

(1) What is your opinion about pelvic floor muscle enhancement with a vaginal ball now
after the study?

(2) Seen in retrospect, are you happy with your group allocation or would you have liked
to be in the other group?

[ Happy with group allocation
Please state the reason:

[ Would have liked to be in the other group
Please state the reason:

(3) Please describe your experience(s) with your participation in the study — how was it
to be a study participant?
(4) Did you get any benefits from participating in the study?

[1Yes
Which benefits?
[1 No

(5) Did you get any disadvantages from participating in the study?

0Yes
Which disadvantages?
[1 No

(6) Do you have suggestions to enhance the study? Which ones?

(7) Would you like to communicate something else?
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Appendix X: Online survey questionnaire comparison group

Fragebogen Beckenbodenstudic %

-
(€ ) @ | https//forms.city.ac.uk/forms/48409

& |[Q suchen

TB 9 3 A

https://f

.city.ac.

forms/forms/n

en Beckenbodenstudie  x

ume/48409

-
(€ ) @ | https:/forms.city.ac.uk/forms/48400

Fragebogen Beckenbodenstudie

Meinen Fortschritt speichern und spéter fortsetzen | Ein bereits gespeichertes Formular fortsetzen

_jetzt nach der Studie?

Was ist lhre Mei Zur Beck a mit Beckenb il
sind Sie ruckblickend gesehen mit threr G il
Gruppe gewesen?

@ Ich war mit der Grupper

@ Ich ware gerne in der anderen Gruppe gewesen

Bitte geben Sie eine Begriindung

oder wiren Sie gern in der anderen

Bitte beschreiben Sie Ihre Erfahrung(en) mit der Teilnahme an der Studie - wie war es, Studienteilnehmerin

Zu sein?

Hat Ihnen die Teilnahme an der Studie Vorteile gebracht?

@Ja
© Nein

@ || Q suchen

B 9 ¥+ A

Welche Vorteile?

Hat Ihnen die an der Studie

@ Ja
© Nein

Welche Nachteile?

ile gebracht?

Haben Sie Verbesserungsanregungen fiir die Studie? Welche sind das?

Mochten Sie noch etwas Anderes mitteilen?

Submit

Meinen Fortschritt speichern und spéter fortsetzen | Ein bereits gespeichertes Formular fortsetzen
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Appendix X(e): Online survey questionnaire comparison group - English

translation

(1) What is your opinion about pelvic floor muscle enhancement with pelvic floor
exercises now after the study?

(2) Seen in retrospect, are you happy with your group allocation or would you have liked
to be in the other group?

[ Happy with group allocation
Please state the reason:

[ Would have liked to be in the other group
Please state the reason:

(3) Please describe your experience(s) with your participation in the study — how was it
to be a study participant?
(4) Did you get any benefits from participating in the study?

[1Yes
Which benefits?
[1 No

(5) Did you get any disadvantages from participating in the study?

0Yes
Which disadvantages?
[1 No

(6) Do you have suggestions to enhance the study? Which ones?

(7) Would you like to communicate something else?
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Appendix Y: Final study meeting schedule

o Hand out transport tickets

o Was there enough soap and lubricant?

o Collect and go through adherence chart

o Collect participant reported outcome measurements
o Perform final interview

o If applicable, amendments from first visit

o Discuss measurement values

o Study results in 2 years

o Okto call 2 weeks later?

o Perineometry appointment

o Latexallergy No Yes

o Ok to send online survey questionnaire? E-mail?

o Vaginal infection (comparison group)
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Appendix Z: Detailed origin of questions used in pelvic floor questionnaire

Measures of pelvic floor muscle strength

1/1 Rate the strength of your pelvic floor muscles now, compared to before the | Dietz et al. (2012)
most recent birth, us?ng a percentage. This mgan§: If we said that the Original question adapted (wording)
strength of your pelvic floor muscles before this birth was 100%, how much
would you rate its strength in % now?
Please note the percentage (including the number) in the scale: Answering scale designed by CO
0 50 100----110
before
this
birth
n.a./2 How do your pelvic floor muscles feel now after the training compared to Thibault-Gagnon et al. (2014)

before?

a lot tighter — tighter — no difference — slacker — alot slacker

Original question (number 45) adapted (wording)

Original answering options adapted (style)

Measures for v

aginal symptoms

2/3

Do you think that your vagina is to loose or lax?
01 no — never

O sometimes

Baessler and Kempkensteffen (2009)

Original question (number 37) with original
answering options used
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O frequently

O always
3/4 How much does this problem bother you? Baessler and Kempkensteffen (2009)
"I not applicable — I have no problem Original question (number 42) adapted to
singular/wording
O not at all . : :
O alittle Original answering options used
O quite
0O very
4/5 Do you feel pressure in your vagina? Thibault-Gagnon et al. (2014)
L N6 —never Original question (number 39) used
O sometimes Answering options aligned with those from
O frequently Baessler and Kempkensteffen (2009)
O always
5/6 How much does this problem bother you? Baessler and Kempkensteffen (2009)

[J not applicable — | have no problem

O not at all
O alittle
O quite

O very

Original question (number 32) adapted to
singular/wording

Original answering options used

Measures for anal symptoms

6/7

Do you lose wind from your back passage without being able to hold it
back?

O never

O sometimes — less than once a week

O frequently — once or more often a week

Baessler and Kempkensteffen (2009)

Original question (number 21) with original
answering options used
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0O usually — daily

7/8 How much does this problem bother you? Baessler and Kempkensteffen (2009)
"I not applicable — I have no problem Original question (number 27) adapted (wording)
5 not at all Original answering options used
O alittle
O quite
0 very
8/9 Do you accidentally lose stool from your back passage? Baessler and Kempkensteffen (2009)
o never Original questions (number 23/24) adapted
00 sometimes — less than once a week (combined)
O frequently — once or more often a week
0 usually — daily Original answering options used
9/10 How much does this problem bother you? Baessler and Kempkensteffen (2009)

U not applicable — | have no problem

O not at all
O alittle
O quite

O very

Original question (number 27) adapted (wording)

Original answering options used
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Appendix AA: Perineometry details

Initial meeting participant information and instruction checklist for

perineometry

Venue and assessor

Empty bladder before the appointment

How to perform a pelvic floor muscle contraction

Contraction check by palpation with one finger by assessor
Clarification of latex allergy

Description of vaginal probe

Explanation of vaginal resting pressure, pressure strength and duration
measurement

Duration of appointment: 15 minutes

Do not reveal group allocation to assessor

YV VVVYVYY

Y VYV

Supplementary technical details of perineometric measurement

— Women were carefully instructed on what they had to do.

— Not all women are capable of correct pelvic floor muscle contraction by verbal instruction
only and without controlled guidance (Bg et al., 1988, Bump et al., 1991, Talasz et al.,
2008, Hilde et al., 2012). Before taking the measurements, each participant’s ability to
contract her pelvic floor muscles therefore was assured by vaginal palpation as
recommended in the literature (Bg et al., 1988, Bump et al., 1991, Chiarelli et al., 2003).

— During contractions, inward movement of the perineum had to be observed (Bg et al.,
1990, Bg, 2015).

— A slight co-contraction of the deep abdominal muscles (lower transversus abdominis and
internal oblique) with a pelvic floor muscle contraction is physiologic (Bg et al., 1990, Bg,
2015). For the measurement to be specific, co-contraction of the outer abdominal
muscles (rectus abdominis [resulting in pelvic tilt] and external oblique), gluteal or hip
adductor muscles is to be avoided and was checked for by the assessors (Bg, 2004,
Madill and McLean, 2006, Bg, 2015).

— If necessary, the position of the probe was controlled by manual support from the
assessor (Hahn et al., 1996, Peschers et al., 2001, Bg, 2015).

— Duration of strength contraction was not specified in this trial. There is no standard
contraction duration for strength pressure measurement. In the more recent literature on
perineometry reliability, strength contraction duration ranged from 2-3 to 5 seconds
(Kerschan-Schindl et al., 2002, Sigurdardottir et al., 2009, Rahmani and Mohseni-
Bandpei, 2011) or was not defined (Bg, 2015). In trials on cones or preventive pelvic
floor muscle training post partum, strength contraction duration was not defined (Norton
and Baker, 1990, Fischer and Baessler, 1996, Mgrkved and Bg, 1997, Wilson and
Herbison, 1998, Meyer et al., 2001). In observational studies on postpartum pelvic floor
muscle strength, it ranged from 5 to 12 seconds (Cosner et al., 1991, Sigurdardottir et
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al., 2011, Zizzi et al., 2017) or asked for “as strong and long as possible“ (Caroci et al.,
2010, Friedman et al., 2012) or was not defined (Marshall et al., 2002, Baytur et al.,
2007, Baracho et al., 2012, Hilde et al., 2013).

— To give muscles time for relaxation and to avoid fatigue, breaks are needed between
contraction measurements (McKey and Dougherty, 1986, Hundley et al., 2005, Rahmani
and Mohseni-Bandpei, 2011, Ratamess, 2012, Botelho et al., 2013). In different pelvic
floor studies, these breaks were of different duration, e.g. 3, 10 or 30 seconds
(Kerschan-Schindl et al., 2002, Hundley et al., 2005, Frawley et al., 2006, Gameiro et al.,
2011, Friedman et al., 2012, Angelo et al., 2017, Zizzi et al., 2017). As there does not
seem to be a mandatory standard, as participants only had to perform four contractions,
and as it also seemed easiest in terms of assessment flow, the break duration between
the contractions in this trial was specified as 10 seconds.

Measurement standard - English translation

Empty bladder:
— Participant has been informed by me, should arrive with empty bladder

Explanation about pelvic floor muscle contraction/measurement:
— Has been explained by me to participant at initial study meeting
— Check again before measurement whether participant has understood pelvic floor
muscle contraction: “Squeeze the muscles around the vagina and lift them by closing
the three openings for rectum, vagina and urethra and drawing them inwards (and a
little bit forward)*
— Explain measurement

Positioning:
— Supine position, one or two pillows under the head
— Legs bent (knees 90° flexed, and 45° between thighs and examination table)
— Feet on examination table 30 cm apart

Checking of correct contraction:
— Instruction: “Squeeze the muscles and lift them inwards as strong as you can,
continue breathing*
— Palpation: with 1 finger, until voluntary contraction clearly noticeable
— Correct contraction: Abdominal wall may contract slightly, no pelvic movement or
contraction of thighs or gluteal muscles allowed

Positioning of probe:
— Condom: ask for latex allergy
— Some lubricant
— Do not touch probe (blue) any more, hold it at connecting tube
— Switch on device
— Adjust to 0 (shows minimal values)
— Insert: Middle (=sensitive) area of probe shall be 3,5 cm deep inserted at height of
levator ani muscle = 1 cm of probe still outside of body
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Measurement vaginal resting pressure:

Read value after insertion = measurement

Then inflate to 100 cm H.O: with 20 ml syringe via the “T” in the connecting tube;
before taking off syringe shortly draw back plunger, so that valve closes

Adjust to 0 (do not press button too shortly, otherwise device does not clear earlier
value)

Measurement muscle strength:

Instruction: “Squeeze the muscles and lift them inwards as strongly as you can,
continue breathing“ — always use same wording, same neutral voice/tone, no
encouragement shouting

Observe if contraction is performed correctly: as above, + inward movement of vulva
and probe ventrally (+ maybe cranially)

Read off (PEA) and note = first measurement

Cave: device does not save maximal values below 5, one has to read them off the
display

10 seconds break after contraction

Adjustto 0

Same instruction

Observe if contraction is performed correctly
Read off (PEA) and note = second measurement

10 seconds break after contraction

Adjustto 0

Same instruction

Observe if contraction is performed correctly
Read off (PEA) and note = third measurement
10 seconds break after contraction

Adjustto 0

Measurement muscle endurance:

Instruction: “Squeeze the muscles and lift them strongly inwards as long as you can,
continue breathing — hold, hold, hold“ — neutral tone, no cheering

Observe if contraction is performed correctly

For a maximum of 10 seconds

Read off (DUR) and note = measurement
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Peritron accuracy, responsiveness and reliability

The Peritron device used was new and is therefore assumed to have measured accurately.
The responsiveness (technical validity) of the Peritron is described by the manufacturer with
the following values: operating range 0-300 cm H-O, display resolution 0.1 cm H20,
maximum error of < 0.7 cm H»O full scale, sensitivity of response with inflation is reduced by
20% (LABORIE, 2012). The Peritron intrarater and interrater reliability is detailed in Table

16.

Table 16 Peritron reliability

Measure

Reliability

Vaginal resting
pressure

Intrarater reliability intraclass correlation coefficient? (ICC) 0.74 in
bent-knee supine position (Frawley et al., 2006)

Interrater reliability correlation coefficient 0.78 in a dorsal lithotomy®
position (Hundley et al., 2005)

Vaginal squeeze
pressure
(strength)

Intrarater reliability ICC of 0.95 for bent-knee supine position by
Frawley et al. (2006) and 0.88 by Rahmani and Mohseni-Bandpei
(2011), in a butterfly position 0.97 (Kerschan-Schindl et al., 2002).
Rahmani and Mohseni-Bandpei (2011) also demonstrated a good
level of agreement?.

In a dorsal lithotomy position, interrater reliability correlation
coefficient of 0.88 (Hundley et al., 2005)

Vaginal squeeze
pressure
(endurance)

No reliability study could be identified which measured endurance as
it was operationalised in the present trial.

Intrarater reliability ICC of 0.83 by Rahmani and Mohseni-Bandpei
(2011) in a bent-knee supine position (measured as [seconds of(?)]
60% of maximum pressure maintained until fatigue or pressure down
to 50% of these 60%), and for a butterfly position 0.96 (measured as
mean pressure over 5 seconds) (Kerschan-Schindl et al., 2002)

In a dorsal lithotomy position, interrater reliability correlation
coefficient of 0.55 (operationalised as maximum duration out of three
maximal efforts and measured at each contraction together with
maximum force) (Hundley et al., 2005)

aCorrelation coefficients are to be differentiated from agreement—whereas correlation measures the
strength of a relation between two data, agreement measures how much they agree in absolute terms
which unlike correlation may not mislead (Bland and Altman, 2010).

bSupine body position with buttocks at the end of the table, hips and knees fully flexed, legs spread
apart and supported by raised stirrups (Farlex, 2018d).
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Appendix BB: Supplementary statistical information

In the following, supplementary analysis information not appropriate for presentation in the

main text is presented. This concerns missing data and the exploratory descriptive analysis.

Missing data

For participant 11 (comparison group), the initial perineometry values for strength and
endurance are missing. The likely reason for the strength values missing is that the
Peritron does not save values < 5 cm H,O in its memory function and such values
therefore have to be read directly from the display during measurement (LABORIE,
2012). Accordingly, endurance is only measured when strength raises above 5 cm H;O.
At the time of measurement, the respective assessor was newly introduced and not
skilled yet in taking the measurements and did not recognise the displayed saved values
of 0 as her/his error. This reasoning aligns with the low final values of the respective
participant. The reason for the values missing thus is human error of the assessor, and
the values are missing not at random as “the fact that they are missing is related to the
[value of the] actual missing data” (Higgins et al., 2011b, p. 484).

Participant 18 (experimental group) did not give a postintervention participant reported
pelvic floor muscle strength value as she experienced repeated loss of the vaginal ball
which rendered her insecure about her pelvic floor. Ball loss may have happened
because of a weak pelvic floor (low value) and the value is therefore classified as missing
not at random.

Participant 40 (experimental group) withdrew from the trial and could not be followed up
to collect her final outcome measures. Her values can be considered missing at random
as they do not depend on the unobserved data but on adverse events as her reason for
withdrawing (Higgins et al., 2011b, Joshi et al., 2013, The Analysis Factor, 2018).

Five perineometry endurance values are missing because of measurement error or
ambiguity. Four were preintervention values (three in the experimental and one in the
comparison group), one was a postintervention value in the experimental group. The
measurement errors are considered to be missing at random, as are the ambiguities

which did not depend on the measured values.
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Exploratory descriptive data analyses

Figure 1 Exploratory descriptive data analyses of continuous clinical outcome variables before
and after the interventions
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PRO strength = participant reported pelvic floor muscle strength; Resting = vaginal resting pressure;
Max 1 = value of first squeeze pressure strength measurement; Max 2= value of second squeeze
pressure strength measurement; Max 3 = value of third squeeze pressure strength measurement; Max
max = maximum value of three squeeze pressure strength measurements; Max mean = mean of three
squeeze pressure strength measurements; Endurance = endurance measurement; Endurance (10) =
endurance measurement operationalised with 10 seconds as maximum value.
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Appendix CC: Example questions to be asked in feasibility studies

All text is quoted directly from the authors.

Process questions

Thabane et al. (2010, p. 4):

Recruitment rates

Retention rates

Refusal rates

Failure/success rates

(Non)compliance or adherence rates

Eligibility criteria

— Is it obvious who meets and who does not meet the eligibility requirements?

— Are the eligibility criteria sufficient or too restrictive?

Understanding of study questionnaires or data collection tools:

— Do subjects provide no answer, multiple answers, qualified answers, or
unanticipated answers to study questions?

Tickle-Degnen (2013, p. 173):

What are the expected

— Numbers of eligible members of the targeted population?

— Recruitment rates?

— Refusal rates for participation and for randomization?

— Retention and follow-up rates as the participants move through the trial?

— Adherence rates to study procedures, intervention attendance, and engagement?

How feasible and suitable are

— Eligibility criteria? Are criteria clear and sufficient or too inclusive or restrictive?

— Data collection assessments? Do participants understand the questions and
other data collection methods? Do they respond with missing or unusable data?

— Amount of data collection? Do the participants have enough time and capacity to
complete data collection procedures? Does the overall data collection plan
involve a reasonable amount of time, or does it create a burden for the
participants?

Management questions

Thabane et al. (2010, p. 4):

What are the challenges that participating centres have with managing the study?
What challenges do study personnel have?

Is there enough room on the data collection form for all of the data you receive?
Are there any problems entering data into the computer?

Can data coming from different sources be matched?

Were any important data values forgotten about?

Do data show too much or too little variability?
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Tickle-Degnen (2013, p. 174):
What are the challenges and strengths of
e The investigators’ administrative capacity to manage the planned RCT?
e Research investigator and staff capacities, expertise, and availability for the planned
research activities?
e Formats and structures of forms that document participant progress through the trial?
e Accurate data entry into the computer? Are data lost, forgotten, or entered
incorrectly? How are data files organized, named, and dated? Who is in charge of
tracking the latest data entry and the quality of entry?
e Matching of data to participants from different sources (e.g., participant screen data,
consent and entry into the RCT, adherence, and responses on outcome measures)?
e Management of the ethics of the research? To what extent do staff comply with the
approved human participants protocol? How effectively are adverse events during
implementation identified, documented, and reported? What happens if a participant
experiences a clinical emergency or if family abuse is identified during the trial?

Resources questions

Thabane et al. (2010, p. 4):

Length of time to fill out all the study forms

Determining capacity:

—  Will the study participants overload your phone lines or overflow your waiting
room?

Determining process time

— How much time does it take to mail out a thousand surveys?

Is the equipment readily available when and where it is needed?

What happens when it breaks down or gets stolen?

Can the software used for capturing data read and understand the data?

Determining centre willingness and capacity

— Do the centres do what they committed to doing?

— Do investigators have the time to Perform the tasks they committed to doing?

— Are there any capacity issues at each participating centre?

Tickle-Degnen (2013, p. 173):
Do we have the

e Physical capacity to handle the number of participants? What is the square footage
as related to the stages and tasks of the procedures?
Phone and communication technology capacity to stay in touch with and coordinate
the participants? Is there Web and teleconferencing capability?
Time to conduct each stage and aspect of the protocol? What are the time frames,
and how do they coordinate with other responsibilities? How long does it take to
connect with a participant or to send out mailings?
Equipment in the correct place at the correct time? What equipment is needed, and is
it available when needed?
Ability to deal with broken, lost, or stolen equipment and materials? Are there backup
plans for obtaining needed equipment and materials?
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o Adequate software to capture and use data? What software is available for
conducting the research?

¢ Institutional, departmental, and clinical centers’ willingness, motivation, and capacity
to carry through with project-related tasks and to support investigator time and effort?
What administrative services are in place for research at this level?

¢ Documented evidence indicating that these centers abide by their commitments?
What are the challenges in fulfilling research support commitments?

e Access to basic services, such as copying, libraries, institutional technology, data
servers, and purchasing?

Clinical questions

Thabane et al. (2010, p. 4):
e |s it safe to use the study drug/intervention?
e What is the safe dose level?
o Do patients respond to the drug?
e What is the estimate of the treatment effect?
e What is the estimate of the variance of the treatment effect?

Tickle-Degnen (2013, pp. 174-175):

e What is the level of safety of the procedures in the intervention or interventions?

¢ What is the level of safety and burdensomeness of the frequency, intensity, and
duration of the intervention? Can these and other elements be standardized in a
protocol without loss of a client-centered, individualized focus?

¢ What are the reliability, validity, and trustworthiness of the assessments for the
targeted population for this specific intervention? Do the assessments capture
individual participants’ needs and measure their responsiveness to these needs?

e What values constitute clinically meaningful differences on the primary outcome
measures or assessment procedures?

o What is the expected degree of change (i.e., responsiveness) of the participants?

e What are the estimates of the intervention effect and the variance of that effect
across the planned population?

e What are the expected subgroup effects (i.e., specificity effects or moderator
variables)?
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| Research Protocol 1 24.08.2014\

Die Kommission fasst folgenden Beschluss (mit X markiert):

Es besteht kein Einwand gegen die Durchfuhrung der Studie. ‘

Erganzende Kommentare der Sitzung am 07.10.2014:

Zum Prifplan:

Die Ethik-Kommission regt an, im Kapitel "Relevance of the topic and rationale for the research"
die schlechte Compliance bei aktiven Beckenbodenlibungen in der Postpartalperiode noch
anzufihren.

Zur Patienteninformation:
Punkt 13: Eine Versicherung ist nicht notwendig, dieser Absatz ist zu streichen.
Punkt 17: Die Telefonnummer der Studiendurchfiihrenden ist zu erganzen.

Zur Versicherung: nicht erforderlich

Andere:
Das im Antrag erwahnte Rekrutierungsblatt ist vorzulegen.

Die Ethik-Kommission ersucht die Antragsteller, bei der Wiedervorlage von geanderten
Unterlagen ein Exemplar mit hervorgehobenen Anderungen beizulegen.

Die Ethik-Kommission geht - rechtlich unverbindlich - davon aus, dass es sich um eine klinische
Prifung gemag § 40 (5) MPG (keine Behérdenmeldung erforderlich) handelt.

Erganzende Kommentare:

Nachtrag vom 20. Oktober 2014:

Die Antragsteller legen am 19.10.2014 liberarbeitete Unterlagen vor, die von der Ethik-
Kommission akzeptiert werden.

Die Ethik-Kommision geht - rechtlich unverbindlich - davon aus, dal es sich um eine klinische
Prifung gemaf MPG handelt.

Die aktuelle Mitgliederliste der Ethik-Kommission ist unter der Adresse
http://ethikkommission.meduniwien.ac.at/ethik-kommission/mitglieder/ abrufbar. Mitglieder der
Ethik-Kommission, die fur diesen Tagesordnungspunkt als befangen anzusehen waren und daher
laut Geschaftsordnung an der Entscheidungsfindung/Abstimmung nicht teilgenommen haben:
keine

ACHTUNG!: Unter Berticksichtigung der "ICH-Guideline for Good Clinical Practice" gilt dieser
Beschluss ein Jahr ab Datum der Ausstellung. Gegebenenfalls hat der Antragsteller eine
Verlangerung der Gultigkeit rechtzeitig zu beantragen.

Dieses Votum ist fur berechtigte Benutzer/innen in digitaler Form unter der Adresse
https://ekmeduniwien.at/vote/5554/download/ abrufbar.
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Claudia Oblasser

School of Health Sciences
City University London
London

EC1V OHB

6 January 2015

Dear Ms Oblasser

Reference: SREC 14-1502 D 02 12 2014

Project Title: Feasibility trial on the effectiveness of vibrating vaginal balls to improve  pelvic
floor muscle performance in women after childbirth

Start Date: 6 January 2015

End Date: 31 October 2016

Approval Date: 6 January 2015

| am writing to you to confirm that the research proposal detailed above has been granted
formal approval from the City University Senate Research Ethics Committee following Chair’s
action to approve the proposal.

Please note that you are required to report any adverse events within 5 days. You are also
required to notify the Committee of any amendments made to this study. If there are significant
alterations to the protocol you may need to reapply.

Should you have any further queries relating to this matter then please do not hesitate to
contact me. On behalf of Senate Research Ethics Committee | do hope that the project meets
with success and many thanks for your patience.

Kind regards

Anna Ramberg
Research Development Manager
Secretary to Senate Research Ethics Committee

Email: Anna.Ramberg.1@city.ac.uk
Tel: 020 7040 3040
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Appendix EE: PPI information leaflet

5 CITY UNIVERSITY School of Health Sciences
4\ /. LONDON

Claudia Oblasser MA, RM
PhD Student
Claudia.Oblasser.1@city.ac.uk

What am | here for?

I am here at this MSLC event to find 3-4 women to talk with me about your ideas on my

planned study to make it as woman friendly as possible.
— In a group or on our own (your choice)
— Once for about 1 hour

What is the project about?
Women after childbirth often have pelvic floor problems (e.g. weak pelvic floor or urine

leakage). Pelvic floor muscle training by squeezing the muscles around the vagina is a way to
overcome these. This training can be done by vaginal balls (Kegel exercisers), however there is
not enough scientific evidence about this method.

In my study, the participating women will be placed into a group using the balls or into a
comparison group (receiving e.g. usual care). They will use the balls 15-30 minutes daily for
about 6-12 weeks.

After this time, the strength of their pelvic floor muscles will be measured. This can be done
by squeezing the vaginal muscles around a person’s finger or a small inserted balloon. Women
will also be asked by a questionnaire for symptoms of urinary leakage and about their opinion
on ball use.

The title of the study is:
Vibrating vaginal balls (Kegel exercisers) to improve pelvic floor muscle performance and

urinary continence in women after childbirth

What | am NOT asking you for:
| am not asking you for any further commitment.

| am not asking you to participate in the study.
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Appendix FF: Details for trial forms and their administration

Recruitment (process forms)

Forms. The original recruitment contact form was split into two different forms—one for active
and one for passive recruitment—and underwent slight changes (new forms in Appendix L).
The recruitment phone call eligibility checklist (Appendix I) proofed feasible as it was. The
recruitment sheet for professionals and the participant name-number translation form were
slightly changed (new forms as Appendices H and Il). As midwives may have informed
women in the early postpartum time, date of delivery was added to the midwives’ list to not
call potential participants too soon after birth.

Administration. Smooth.

Suggestions for full trial. Use optimised forms. Electronic form optional if desired by
research team.

Participant information and consent form (process form)

Form (Appendix K). No change was made during the trial.

Administration. As all potential participants had e-mail access, the participant information
and consent form was exclusively sent via this route.

Suggestions for full trial. The instructions for ball use in the participant information and
consent form need to have added that participants are not discouraged from doing their
routinely recommended pelvic floor muscle exercises. Keep application option in electronic
and paper form.

Information/consent/initial study meeting schedule (process form)

Form (Appendix J). Slight changes were made on the schedule: insertion of participant’s
date of birth, baby’s first name (for conversation purposes) and question on latex allergy;
item order and wording slightly changed.

Administration. Smooth.

Suggestions for full trial. Use optimised schedule. Change to participant ID instead of
name and date of birth. Question for allergies with respect to lubricant and ball cleaning soap
should be inserted. Administration recommended in paper form as was.

Demographic and clinical baseline characteristics (data collection form)

Form (Appendix 19 in research protocol [Appendix N]). No change was made to the form
during the trial.

Administration. All participants were able to present their maternity notes or answer the
guestions. However, in rare cases, the birth injury/injuries could not be identified properly—the
most likely diagnosis from the participant’s birth story was then recorded.

Suggestions for full trial. Delete BMI from form as calculated in SPSS, add variable
“menstrual cycle returned”. Electronic version, if desired by research team, would ease
database entering.
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Initial and final pelvic floor questionnaires (data collection forms)

Forms (Appendices 20a and b in research protocol [Appendix N]). The pelvic floor
guestionnaires did not undergo any change during the trial.

Administration. Completeness and correctness of answers after being handed back the
guestionnaires had to be checked.

Suggestions for full trial. Include a time indication (“within past 4 weeks” as on the ICIQ Ul-
SF) for all questions on the forms. Keep form administration as was, keep check for
completeness and correctness of responses after being handed back the form. Consider
providing electronic (online) forms but keep paper form as participants might not be able to
handle electronic forms.

Perineometry (data collection form)

Form (Appendix S). Amendments made to the online form during the trial were: insertion of
greeting message, field for assessor name and date of measurement, participant date of
birth, comments, tick box for measurement before or after, and decimal places. The tick
boxes for the bus ticket as well as the “average strength value” field were deleted.
Administration. Smooth. Measurement indication as pre- or postintervention was not always
correctly entered. Assessors did not have online access at the measurement site and had to
note data on paper and enter them later.

Suggestions for full trial. Form ready for use, administration as was. Accurate completion
by assessors may be enhanced with online form access being available at measurement
site. Without online access, data need to be written down on paper (with names and values
noted on two separate sheets) during the measurement and entered thereafter.

Perineometry measurement standard (process form)

Form (Appendix AA). No change during trial.
Administration. Smooth.
Suggestions for full trial. Insert reminder to not reveal group allocation.

Adherence charts (data collection forms)

Forms (Appendices O and P). The only change on the adherence charts deleted the
weekday names from the heading lines with participants then having to fill in the weekdays
according to their day of the week of intervention start.

Administration. A number of sheets was lost. Two participants reported to have noted their
values in retrospect.

Suggestions for full trial. Forms ready for use; provide optional electronic version or
application.

Adverse events calls (data collection form)

Form (Appendix T). Added items: date of initial measurement, date of intervention start,

calculated last day of 12 weeks, content and date of last call.
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Administration. Some participants were difficult to reach via phone. Participants’ e-malil
addresses should therefore be included in administrative data so they can be contacted via
e-mail. The standardisation of adverse events call was difficult to maintain

Suggestions for full trial. As not documented on any other form, group allocation should be
noted on this form. Landscape layout would provide more space to document call content in
respective fields. Administration as was. Keep meticulous ordering system of forthcoming
calls. Electronic form optional if desired by research team.

Final study meeting schedule (process form)

Form (Appendix Y). Newly designed during trial.

Administration. Smooth.

Suggestions for full trial. Use designed schedule. Administration recommended in paper
form as was.

Initial/final interviews schedules (data collection forms)

Forms. Changes made on the long initial interview schedule (Appendix U) were: change of
item position, slight wording changes; insertion of allocated group, of questions why
participants could not show pelvic floor muscle exercises information and what they think of
pelvic floor muscle exercises, of variable name. Changes made on the long final interview
schedule (Appendix Q) were: layout, order of items, slight wording change, insertion of time
and venue, of questions on whether ball group participants have performed pelvic floor
muscle exercises, disadvantage(s) of intervention; for adverse events screening, changes
made on the tool were to insert “bleeding” and “discharge” for probing. The schedules for the
short interviews (Appendices V and R) were newly created as they had not been planned in
the research protocol.

Administration. Collection of interview data went smoothly.

Suggestions for full trial. Probing for adverse events should be done in more detail with a
list of potential adverse events and a yes/no and comments option to be completed for each
item. Pelvic floor specific training activities performed in the intervention period and
breastfeeding status/returned ovarian cyclicity as mediating/moderating variables must be
asked at the final interview and should be added to the interview form. Administration as
was, with electronic form option if desired by research team.

Online survey questionnaires (data collection forms)

Forms. A draft tool was submitted with the research protocol. The tool used was, as
planned, fully developed during this feasibility trial, emerging out of the final long interviews,
and is reproduced as Appendices W and X for each respective trial group.

Administration. Smooth.

Suggestions for full trial. Use newly developed forms and adapt to full RCT setting. Paper
forms and stamped envelopes should be prepared for participants who do not use the
Internet. Administration as was.
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Appendix GG: Perineometry pressure strength variability data

Table 17 Perineometry strength variability data within six months post partum, from trials on pelvic floor muscle training/rehabilitation

Dinc et al. (2009)

35/33
Parous women
Any mode of delivery

Mixed urinary
(in)continent

Peritron
6-8 weeks post partum

46.8 (15.1) cm H,0

30.9 (12.5) cm H,0

Dougherty et al.
(1989)

45 altogether, in three
groups a 15

Parous women
Vaginal delivery

Pelvic floor symptoms
not mentioned

Self-developed device (Dougherty et
al., 1986)

12-23 weeks post partum

Exercise group: 34.2
(17.8) mm Hg

(= 46.5 [24.2] cm H0)

Exercise+device group:
37.1 (19.6) mm Hg

(= 50.4 [26.6] cm H.0)

24.6 (13.5) mm Hg
(= 33.4[18.4] cm H20)

Kim et al. (2012)

9/9

Parous women

Normal vaginal delivery
Urinary incontinent

Kontinence Clinical
14 weeks post partum

25.8 (10.7) mm Hg
(= 35.05 [14.6] cm H20)

8.1 (2.6) mm Hg
(=11.3[3.5] cm H0)

Mgrkved et al. (2003)

143/146
Primiparous women

Camtech
3 months post partum

29.5 (95% CI [26.8, 32.2])
cm H.O

25.6 (95% CI [23.2,
27.9]) cm H20
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Any mode of delivery

Mixed urinary
(in)continent

Nielsen et al. (1988)

32/26
Primiparous women
Vaginal delivery

Pelvic floor symptoms
not mentioned

WISAP VaginoTonograph 8 weeks
post partum

42.9 (20.5) mm Hg
(= 58.3[27.9] cm H-0)

34.1 (26.4) mm Hg
(= 46.4 [35.9] cm H20)

Reilly et al. (2002)

68/64
Primiparous women
Any mode of delivery

Mixed urinary
(in)continent

Peritron
3 months post partum

11.5 (7.9) cm H,0

10.5 (5.5) cm H,0
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Table 18 Perineometry strength variability data within six months post partum, from observational studies on pelvic floor muscle performance

Study

Participants

Measurement device and
timepoint

Values measured
Mean (SD)

Baracho et al.
(2012)

32 primiparae with stress urinary
incontinence after spontaneous birth

160 continent primiparae after
spontaneous birth

Peritron
5-7 months post partum

19.3 (13.1) cm H0

30.4 (18.9) cm H.0

Caroci et al. (2010)

73 primiparae after spontaneous birth
Pelvic floor symptoms not mentioned

Perina
42-60 days post partum

13.7 (10.1) mm Hg
(=18.6 [13.7] cm H20)

Cosner et al. (1991)

22 women after (probably spontaneous)
vaginal birth, parity 1-4
Pelvic floor symptoms not mentioned

Self-developed device
(Dougherty et al., 1986)

6-13 weeks post partum

20.0 (11.6) mm Hg
(= 27.2 [15.6] cm H20)

Hilde et al. (2013)

193 primparae after normal vaginal
delivery

122 continent in pregnancy and
postpartum

58 incontinent in pregnancy and
postpartum

Camtech
6 weeks post partum

16.4 (12.3) cm H20

19.3 (14.8) cm H0
12.5 (9.4) cm H,0

Peschers et al.
(1997)

25 primparae after vaginal birth
20 multiparae after vaginal birth
Pelvic floor symptoms not mentioned

Unclear, from Cardio-Design
6-10 weeks post partum

20.2 (10.6) cm H20
24.7 (14.7) cm H0

Zizzi et al. (2017)

128 women (=measurements in study)
(mixed parity)

Any mode of delivery (75.4% Caesarean
section)

Mixed (in)continent

Peritron

Within first seven months
post partum

33.1 (16.0) cm H>O (numbers in abstract only)
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Appendix HH: Risk of bias assessment for present feasibility RCT clinical outcomes according to the Cochrane

Collaboration’s tool for assessing risk of bias (Higgins et al., 2011a)

Domain

Support for judgement

Authors’ judgement

Selection bias

Random sequence generation

The randomisation sequence was produced via the online
computer randomisation database for clinical trials Sealed
envelope™,

Low risk

Allocation concealment

Blocked randomisation with randomly created blocks of different
size made the allocation sequence unpredictable. Opaque
sealed envelopes serially numbered with the participant
identification numbers and containing the codes generated from
the computer programme were prepared by a PhD colleague for
CO. Each time a participant was to be randomised, the envelope
with her participant number was opened by her or in her
presence.

Low risk

Performance bias

Blinding of participants and personnel

Participants cannot be blinded with these interventions. Of
research personnel, CO as Pl was not blinded, the perineometry
assessors were blinded. No healthcare personnel was involved
in the trial.

Outcomes are likely to be influenced by lack of blinding.

High risk

Detection bias

Blinding of outcome assessment
Participant reported outcomes

Participants cannot be blinded with these interventions.

High risk
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Domain

Support for judgement

Authors’ judgement

External assessment

Perineometry was recorded by assessors, blinded to the group

allocation. Blinding of assessors worked in all but two occasions.

Low risk

Attrition bias

Incomplete outcome data

There was one participant exclusion after randomisation for
ineligibility. This can be considered as not biasing the results as
detected by blinded assessor.

There was one withdrawal (of 54, 1.9%) in the experimental
group with no postintervention outcome data (missing at
random).

There were no baseline outcome values for one participant in
the comparison group for perineometry strength and endurance
(missing not at random).

There were five endurance values missing at random because
of measurement error or ambiguity.

Potential impact of missing data is assumed to be low.

Low risk

Reporting bias

Selective reporting

Except for few incomplete outcome data, all outcomes of both
groups and all cases were reported.

A trial protocol and registration is available.

Low risk

Other bias

Other sources of bias

No risk of other forms of bias identified.

Low risk
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Appendix II: Participant name-number translation form

Date
-included
- closeout

Participant name, date of birth
Address
Tel, e-mail

Participant
identification
number

Contact
form
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Appendix JJ: Glossary

Accuracy

Bias

Concentric

Confounding variable

(confounder)

Construct validity

Content validity

Cystocele

Detection bias

Eccentric

Face validity

Hawthorne effect

Hypertrophy

Interobserver variation

Isometric

Mediating variable
(mediator)

Moderating variable
(moderator)

The degree to wich a measurement represents the true value
(Hulley et al., 2013)

“[Slystematic error, or deviation from the truth, in results or

inferences”, “can lead to underestimation or overestimation of the
true intervention effect” (Higgins and Altman, 2008, p. 188)

Muscle contraction reducing muscle length (Farlex, 2018a)

Confounding variables are associated with the outcome and the
exposure (intervention) but are not an effect of the exposure (Jager
et al., 2008)

“[T]he degree to which a specific measuring device agrees with a
theoretical construct” (Hulley et al., 2013, p. 39)

“[E]xamines how well the measurement represents all aspects of
the phenomena under study” (Hulley et al., 2013, p. 39)

Descent of the anterior vaginal wall (Haylen et al., 2010)

Systematic differences in how outcomes are assessed (The
Cochrane Collaboration, 2018)

Muscle contracts while it is extended (Farlex, 2018b)

“[Dlescribes whether the measurement seems inherently
reasonable” (Hulley et al., 2013, p. 39)

Reactive effect to being studied (LoBiondo-Wood and Haber,
2013)

Increase in the size of muscle mass due to an increase in length
and thickness of each muscle cell without an increase in the
number of cells (‘Muscular hypertrophy’, 2007)

“[T]he amount observers vary from one another when reporting on
the same material” ('Observer variation', 2008, http://medical-
dictionary.thefreedictionary.com/observer+variation)

Muscle contraction maintaining constant muscle length (Farlex,
2018c)

“[R]epresents the generative mechanism through which the focal
independent variable is able to influence the dependent variable of
interest” (Baron and Kenny, 1986, p. 1173)

“[V]ariable that affects the direction and/or strength of the relation
between an indpendent or predictor variable and a dependent or
criterion variable” (Baron and Kenny, 1986, p. 1174)
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Performance bias

Perineometry

Proprioception

Rectocele

Reflectory

Reflex

Reflexive

Selection bias

Social desirability bias

Target population

Vaginal atrophy (or

atrophic vaginitis)

Valsalva

Systematic differences in exposure to other factors apart from the
intervention of interets (The Cochrane Collaboration, 2018)

Vaginal manometric measurement of pelvic floor muscle pressure

Subconscious “internal sense of the relative position of the body’s
musculoskeletal units with each other and the effort needed to
move them” ('Proprioception’, 2012, http://medical-
dictionary.thefreedictionary.com/proprioception)

Descent of the posterior vaginal wall (Haylen et al., 2010)

“Designating or relating to an action or condition caused by an
automatic response to a stimulus” (Oxford University Press, 2018,
https://en.oxforddictionaries.com/definition/reflectory); also called
reflexive (Farlex, 2018m)

“[AJlutomatic, involuntary response to a stimulus” (‘'Reflex’, 2014,
https://www.thefreedictionary.com/reflex)

See reflectory

“[Slystematic difference in characteristics between those who are
selected for study and those who are not” (The Cochrane
Collaboration, 2018,
http://community.chochrane.org/glossary#letter-S)

Tendency of research participants to give responses they believe
are socially desirable instead of responses that reflect the truth to
provide a better impression of themselves (Oppenheim, 2000)

Population to which results are planned to be generalisable
(LoBiondo-Wood and Haber, 2013)

“[T]hinning, drying and inflammation of the vaginal walls” due to
low oestrogen levels (Mayo Foundation for Medical Education and
Research, 2018, www.mayoclinic.org/diseases-conditions/vaginal-
atrophy/home/ovc-20200167)

“[Alny forced expiratory effort against a closed airway, such as
when an individual holds the breath and tightens the muscles in a
concerted, strenuous effort to move a heavy object” ('Valsalva
maneuver', 2009, http://medical-
dictionary.thefreedictionary.com/Valsalva+manoever)
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