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Summary

The Episcissors-60 are surgical scissors used for episiotomy, and are designed to achieve a
mediolateral cut at 60 degrees to the perineal midline to minimise the risk of obstetric anal
sphincter injuries. One comparative study and 2 non-comparative studies comprising a total of 105
women reported that the Episcissors-60 successfully cut at the intended 60-degree angle and
produced a post-delivery suture angle of 30-60 degrees. One study reported high user satisfaction
among obstetrics trainees using the device. Each reusable Episcissors-60 costs £400 excluding VAT.
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Likely place in practice

= The Episcissors-60 are designed to
guide an accurate mediolateral
episiotomy at 60 degrees to the
perineal midline. They provide an
alternative to standard episiotomy
scissors, for which the cutting
angle must be estimated.

They would be used in secondary
care midwifery and obstetric
units, primary care midwifery
units or birth centres and during
home births. Both straight and
angled versions are available.

Effectiveness and safety

= The evidence base for Episcissors is currently

limited to 1 small comparative study and 2
non-comparative case series. All studies had
methodological limitations.

One study (n=63) compared the angled version of
Episcissors-60 with the Braun-Stadler scissors and
demonstrated a clear difference of 12 degrees in
post-delivery suture angles achieved. One case of
obstetric anal sphincter injury was reported in the
Braun-Stadler group and none was reported in the
Episcissors-60 group.

One study (n=25) investigated the use of the angled
version of Episcissors-60 and reported an average
post-delivery suture angle of 50 degrees. No cases
of obstetric anal sphincter injuries were reported.

One study (n=17) investigated a prototype of the
straight version of Episcissors-60 and reported a
mean post-delivery suture angle of 42.4 degrees.
One patient who had a sequential ventouse-forceps
delivery experienced a grade 3a obstetric anal
sphincter injury.
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Technical factors Cost and resource use

= The Episcissors-60 are intended = The list price of Episcissors-60 is £400 excluding
for use by qualified midwives and VAT. The device is reusable after standard
obstetricians trained in decontamination processes.

mediolateral episiotomy.
= No published evidence was identified on the costs

= Two types of Episcissors-60 are of adopting the technology or resource
available: a straight version and an consequences.
angled version.

= Episcissors are designed for
right-handed use only.

= One study reported that 88% of
the obstetric trainees agreed or
strongly agreed that the
Episcissors-60 were easy to use.
However, 1 left-handed user had
difficulty using the device.

Introduction

An episiotomy is a procedure performed during labour, in which a woman's vaginal wall and
perineum (the area between the vagina and anus) are cut in order to allow the baby to pass through
the vagina more easily. In 2011 to 2012, 15.2% (101,678) of all births in England needed an
episiotomy (HESonline).

An episiotomy is done under local anaesthetic using standard episiotomy scissors. Episiotomies can
be done medially (straight down the midline from the vagina to the anus), mediolaterally (between
the midline and the lateral line) or laterally (perpendicular to the midline) using straight scissors, or
can be 'J-shaped' using curved scissors (curving away from the anus). Most episiotomies are done
mediolaterally towards the woman's right hand side, from the posterior vaginal fourchette (a
fork-shaped fold of skin at the bottom of the entrance to the vagina; Kalis et al. 2012).

NICE's guideline on intrapartum care recommends that an episiotomy should only be done if there

is a clinical need, such as when instruments are used during birth or where there is suspected foetal
compromise. Routine episiotomy is not recommended in the following circumstances:
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= during spontaneous vaginal birth

= after third-degree trauma from previous childbirth (injury to perineum involving the anal
sphincter complex)

= after fourth-degree trauma from previous childbirth (injury to perineum involving the anal
sphincter complex and anal epithelium).

Both NICE's guideline on intrapartum care and the Royal College of Obstetricians and
Gynaecologists (RCOG) guideline on the management of perineal tears recommend that if
episiotomy is indicated, a mediolateral episiotomy should be done. This should originate at the
vaginal fourchette and usually be directed towards the right side. The RCOG guideline specifically
recommends that the angle of the episiotomy cut should be at 60 degrees to the midline (where an
angle of O degrees would point directly from the vagina to the anus), cutting diagonally from the
vagina towards the woman's right side and the back of her body. It is also recommended that pain
relief (such as local anaesthetic) should be provided before an episiotomy, except in an emergency
involving acute foetal compromise. The RCOG guideline identifies the Episcissors-60 as a specific
tool for cutting the episiotomy at a 60 degree angle.

Studies have demonstrated that, where clinically indicated, mediolateral episiotomy can protect
against obstetric anal sphincter injuries (OASIs). However, the cutting angle is important. If the
cutting angle is less than 45 degrees to the perineal midline, there is a higher risk of OASIs (Kalis
2008). Cutting angles greater than 60 degrees to the perineal midline have been shown to be
ineffective, because they do not relieve the pressure on the perineum (Stedenfeldt et al. 2012).

OASIs can occur during vaginal delivery when a severe perineal tear causes the anal sphincter to
rupture. OASIs are the most common cause of faecal incontinence in otherwise healthy women.
They occur in 2.9% of births in the UK overall, in 6.1% of first-time births and 1.7% of births to
women who have given birth 2 or more times before (Thiagamoorthy et al. 2014).

A meta-analysis found that 30% of women who had an OASI still had symptoms 1 year after
childbirth (Oberwalder 2003). Symptoms can include faecal urgency, inability to control wind and
uncontrolled bowel movements (Dudding et al. 2008).

OASIs are usually repaired within 24 hours of delivery under general or regional anaesthesia in an
operating theatre. The use of broad-spectrum antibiotics is recommended following OASI repair, to
lower the incidence of post-operative infections and wound opening. According to the RCOG
guidelines, women with OASI symptoms should be referred to a specialist centre or a colorectal
surgeon. Management strategies for faecal incontinence range from incontinence pads to sacral
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nerve stimulation and can also include provision of psychological and emotional support. The NICE
costing report produced for its guideline on faecal incontinence estimates the initial cost of OASI
repair to be £1289 per person, excluding imaging and outpatient follow-up.

Episiotomies done at a 60-degree angle to the perineal midline at the time of crowning have been
shown to be associated with a lower rate of OASIs compared with episiotomies done at an angle of
40 degrees (Kalis et al. 2011). Due to distension of the perineum during childbirth, the angle of the
episiotomy at the time it is cut is different to the angle as viewed after birth. The cutting angle
becomes more acute (that is, closer to the anus) after birth, and the closer the episiotomy is to the
anal sphincter after delivery, the higher the potential risk of anal sphincter damage. A study by Kalis
et al. (2008) showed that a cutting angle which appeared to be at 40 degrees to the perineal midline
before delivery may in fact equate to a post-delivery suture angle of 22 degrees. Therefore, in
order to ensure that a truly mediolateral post-delivery angle of 45 degrees is achieved, it is
necessary to cut a 60-degree episiotomy (Kalis et al. 2011).

About the technology

CE marking

The Episcissors-60 are a Class | medical device made by 2 separate manufacturers:

= [ awton Medizintechnik, which first CE-marked the device in February 2014 with current
declaration of conformity valid until August 2017.

» Jaho Medizintechnik, which first CE-marked the device in June 2014 with current declaration
of conformity valid until December 2015.

Medinvent supplies the Episcissors-60 in the UK.

Description

The Episcissors-60 are adapted surgical scissors made from stainless steel with 5-centimetre long
tungsten carbide cutting blades. The device has a guide-limb angled at 60 degrees to the blades,
mounted on the blade pivot point. During use, the guide-limb is positioned by the clinician to be
vertically in line with the perineal midline and pointing towards the anus to ensure an episiotomy
cutting angle of 60 degrees. The guide limb is flexible to accommodate the baby's head at crowning
and maintain the cutting guide position. Two versions of the device are available, based on operator
preference:
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= Astraight version with blades in line with the handles, designed to give an incision point
directly at the posterior vaginal fourchette.

= An angled version with blades at 150 degrees to the handles, designed to give an incision point
horizontally offset by approximately 1 centimetre from the posterior vaginal fourchette.

Both versions of the Episcissors-60 are designed for right-handed use; there is no left-handed
version available. The device needs cleaning before first use and any reuse, following standard
device reprocessing procedures. The device can form part of a reusable equipment birthing pack.
There are no accessory tools or materials associated with the Episcissors-60.

Intended use

The Episcissors-60 are designed to guide an accurate mediolateral episiotomy at 60 degrees to the
perineal midline.

Setting and intended user

The Episcissors-60 are intended to be used in secondary care midwifery and obstetric units,
primary care midwifery units or birth centres, and during home births. The device would be used by
midwives or obstetricians trained in the mediolateral episiotomy technique.

Current NHS options

Currently, episiotomies are done using straight or curved episiotomy scissors without any guide for
the cutting angle, which therefore must be visually estimated. Left-handed versions of standard
episiotomy scissors are also available.

The midwife or obstetrician performing the episiotomy typically judges the mediolateral angle to
the midline by eye. Variations in practice between obstetricians and midwives mean that some
mediolateral episiotomies are closer to the midline, increasing the risk of obstetric anal sphincter
injuries (Tincello et al. 2004). One UK-based study demonstrated that only 15% of doctors and
midwives cut an episiotomy of 58-62 degrees when prompted to specifically cut at 60 degrees
(Naidu et al. 2015).

NICE is not aware of other CE-marked devices that provide a similar guided function to the
Episcissors-60.
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Costs and use of the technology

The list price of the Episcissors-60 is £400 per device, excluding VAT. Current practice is to use
normal reusable episiotomy scissors (such as Mayo or Braun-Stadler types) which range in cost
from £10 to £100 each.

The Epscissiors-60 would not need any special maintenance, servicing or training measures and
would require the same reprocessing as normal episiotomy scissors. The lifespan of Episcissors-60
is expected to be the same as that of standard episiotomy scissors. This would be determined by the
level of use, and would be limited by repeated hospital cleaning and sterilisation processes.

Likely place in practice

The Episcissors-60 would be used as an alternative to standard episiotomy scissors when an
episiotomy is indicated, but would otherwise not affect the usual clinical management pathway or
service provision.

Specialist commentator comments

One specialist commentator indicated that the angled version of the Episcissors-60 would be used
to ensure the episiotomy incision begins 1 cm away from the fourchette. They highlighted
published evidence which showed that episiotomies with an incision point further than 9 mm from
the midline are associated with fewer OASIs. Another commentator stated that both versions were
user-friendly and that operator choice determined which was used.

One specialist commentator noted that the incidence of OASIs in women giving birth for the first
time in their hospital labour ward had been reduced after standard episiotomy scissors were
replaced with Episcissors-60. This was despite an increase in the overall rate of episiotomies. They
highlighted higher levels of confidence among midwives performing episiotomies following the
introduction of the Episcissors-60 and stated that any repair was easier after using the
Episcissors-60 compared with standard episiotomy scissors.

One specialist commentator highlighted that the Episcissors-60 can only be used by right-handed
practitioners, whereas standard episiotomy scissors can be used by left- or right-handed people,
and can be used to perform a left-sided episiotomy. They were concerned that if the Episcissors-60
were not suitable for all practitioners, there may be inequality in access and NHS trusts would be
less likely to buy them. They also noted that if different instruments were used for episiotomy then
this could make the auditing of perineal trauma more difficult.
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One specialist commentator stated that the potential use and benefits of using the Episcissors-60
are clear, but the evidence base is limited. The large increase in cost would need to be justified in
terms of reducing OASIs and a large comparative study with health economics included is needed
to demonstrate this. Another specialist commentator noted that the Episcissors-60's high cost may
deter NHS trusts, but that the long-term investment may lead to fewer OASIs and litigation costs.

Equality considerations

NICE is committed to promoting equality and eliminating unlawful discrimination. We aim to
comply fully with all legal obligations to:

= promote race and disability equality and equality of opportunity between men and women

= eliminate unlawful discrimination on grounds of race, disability, age, sex, gender reassignment,
pregnancy and maternity (including women post-delivery), sexual orientation, and religion or
belief, in the way we produce our guidance (these are protected characteristics under the
Equality Act 2010).

The Episcissors-60 are intended for use in pregnant women during labour. Sex and pregnancy are
protected characteristics under the Equality Act (2010).

Evidence review

Clinical and technical evidence

Regulatory bodies

A search of the Medicines and Healthcare Products Regulatory Agency website revealed no
manufacturer Field Safety Notices or Medical Device Alerts for this device. No reports of adverse
events were identified from a search of the US Food and Drug Administration database:
Manufacturer and User Device Facility Experience (MAUDE).

Clinical evidence

Three relevant studies were selected for review. One study by Sawant and Kumar (2015) compared
the post-delivery suture angle achieved using the Episcissors-60 with that achieved using
Braun-Stadler scissors. A further 2 case series (Patel and Ubale 2014, Freeman et al. 2014)
investigated the use of Episcissors-60 and the post-delivery suture angle.
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The comparative trial was done in a single labour ward in a hospital in India. It compared the
post-delivery suture angles achieved with the Braun-Stadler episiotomy scissors and the angled
Episcissors-60. Two groups of clinicians worked in alternate 24-hour cycles, with 1 group using the
Episcissors-60 and the other using Braun-Stadler scissors. The study included 63 women giving
birth for the first time. The episiotomies were given for clinical indications such as prolonged
second stage of labour, foetal distress and instrumental delivery. Episiotomies were done by
doctors and post-delivery suture angles were measured at an unspecified time after birth. Length
of cut and distance from the caudal (lower) end of the cut to the anus were also measured. The
average post-delivery suture angle achieved with the Episcissors-60 was 40.2 degrees, compared
to an average post-delivery suture angle of 28.3 degrees with the Braun-Stadler scissors. The
distance from the caudal end of the cut to the anus was 15 mm greater with the Episcissors-60 than
with the Braun-Stadler scissors. Episiotomies done with the Episcissors-60 were also 7 mm longer
than those done with the Braun-Stadler scissors. The authors concluded that, compared with
Braun-Stadler scissors, the Episcissors-60 cut episiotomies that were angled further away from the
midline and were further from the anus, and therefore had a lower risk of OASIs. A summary of the
study is reported in table 1.

Table 1 Summary of the Sawant and Kumar (2015) comparative trial

Study Description
component

Objectives/ | To compare episiotomy suture angles with Braun-Stadler episiotomy scissors
hypotheses | with the fixed angled Episcissors-60.

Study Comparative trial
design
Setting Labour ward in a hospital in India

Inclusion/ | Inclusion criteria: women with indications for episiotomies, such as prolonged
exclusion second stage of labour, instrumental vaginal delivery, foetal distress
criteria

Primary Post-delivery suture angle
outcomes | post-delivery distance from midline
Length of episiotomy

Cases of OASIs

Statistical | Two-tailed t-tests were used to compare the independent groups.
methods
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Participants | n=63 (Episcissors-60 group n=31, Braun-Stadler group n=32)

Results Post-delivery suture angle

Episcissors-60: 40.6 degrees, 95% Cl + 2, IQR 35-45
Braun-Stadler: 28.3 degrees, 95% Cl £ 2, IQR 25-30
P<0.0001

Post-delivery distance from midline

Episcissors-60: 35 mm, 95% Cl + 2.2, IQR 30-39
Braun-Stadler: 19.5 mm, 95% Cl £ 1.3, IQR 14.75-22.25
P<0.0001

Length of episiotomy

Episcissors-60: 47 mm

Braun-Stadler: 40 mm

P<0.0001

Cases of OASIs

Episcissors-60:0

Braun-Stadler: 1

Conclusions | The sutured episiotomies achieved with the Episcissors-60 were angled further
away from the midline and ended further from the anus and would therefore
lower the risk of OASIs.

Abbreviations: Cl, confidence interval; IQR, interquartile range; mm, millimetres; n, number of
patients; OASIs, obstetric anal sphincter injury.

The study by Patel and Ubale (2014) was done in 2 private maternity hospitals in India and included
25 women for whom episiotomy was clinically indicated (by foetal distress, prolonged second stage
of labour or maternal exhaustion). Women who were indicated for instrumental delivery were
excluded from the study. Episiotomies were done by 2 experienced obstetricians using the angled
version of Episcissors-60. Twenty four women had cephalic deliveries (head first) and 1 woman had
avaginal breech delivery (buttocks or feet first). Before suturing, per rectal examinations were
done to detect any OASIs. The median post-delivery suture angle was measured as 50 degrees and
no OASIs were detected. A summary of the case series is reported in table 2.
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Table 2 Summary of the Patel and Ubale (2014) case series

Study Description

component

Objectives/ | To test the efficacy of the Episcissors-60 in spontaneous vaginal deliveries
hypotheses

Study Case series

design

Setting Two private maternity hospitals in Thane, India

Inclusion/ | Inclusion criteria: women with clinical indications for episiotomy, including foetal
exclusion distress, prolonged second stage of labour and maternal exhaustion
criteria Exclusion criteria: women requiring an instrumental delivery

Primary Post-delivery suture angle

outcomes | Cases of obstetric anal sphincter injury

Statistical | Nonereported

methods

Participants

n=25 women (16 women were nulliparous, 8 women were para 1 and 1 woman
was para 2)

Results

One woman had a breech delivery, and the remaining 24 women had cephalic
deliveries

Post-delivery suture angle

Median post-delivery suture angle of the episiotomy: 50 degrees (SD
3.5 degrees, IQR 48-54 degrees, range 45-55 degrees)

Cases of obstetric anal sphincter injury

No cases were detected in this series.

Conclusions

The authors concluded that the angled-version Episcissors-60 demonstrated a
post-delivery suture angle of 50 degrees in a cohort of Indian women having
spontaneous vaginal deliveries.

Abbreviations: Cl, confidence interval; n, number of patients; SD, standard deviation; IQR,
interquartile range.
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A UK-based study by Freeman et al. (2014) tested a prototype of the straight-version of
Episcissors-60. The prototype was used by experienced obstetric specialty registrars, firstly on
models of vaginas and then on 17 women having instrumental vaginal delivery in a delivery suite.
The subjects were asked to record the sutured angle of the episiotomy. The traced episiotomy
angles were given to an investigator who was blinded to all patient details, and who then measured
the angle of the episiotomy. The obstetric trainees were also asked to complete a short ease-of-use
assessment for the instrument.

The median post-delivery suture angle was 43 degrees (95% confidence interval 38.8 to 46.0). One
patient had a grade 3a OASI with a post-delivery suture angle of 30 degrees. The authors
highlighted that this patient had a failed ventouse (vacuum) delivery which was converted to a
forceps delivery. The results of the ease-of-use assessment revealed that 88% of the obstetric
trainees agreed or strongly agreed that the Episcissors-60 were easy to use. However, 1 trainee
strongly disagreed because they were left-handed and unable to orientate themselves to properly
align the instrument. The results of this study were used to guide design iterations of the device,
such as making the guide-limb flexible to accommodate the baby's head at crowning and increasing
the length of the blades.

The authors concluded that the Episcissors-60 consistently delivered a post-delivery suture angle
of 43 degrees, offering an alternative to estimating episiotomy angles by eye and a potential
preventative strategy to reduce obstetric anal sphincter injuries. A summary of the case series is
reported in table 3.

Table 3 Summary of the Freeman et al. (2014) case series

Study Description
component

Objectives/ | To establish whether an episiotomy performed at an angle of 60 degrees using an
hypotheses | Episcissors-60 prototype could produce a post-delivery suture angle of

45 degrees
Study Case series
design
Setting The study was performed in the delivery suite of a hospital. The evaluation ran

from October 2011 to February 2012.

The prototype was initially tested on models of vaginas and then in women
giving birth.
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Inclusion/ | Inclusion criteria: women having an instrumental vaginal delivery (ventouse or
exclusion forceps).
criteria

Primary Post-delivery suture angle

outcomes | Ease of use of the instrument

Statistical None reported
methods

Participants | n=17 women having instrumental deliveries (14 ventouse, 2 low forceps, 1
sequential ventouse-forceps)

Results Post-delivery suture angle

Mean post-delivery suture angle: 42.4+7 (30-60) degrees

Median post-delivery suture angle: 43 degrees (95% Cl 38.8 to 46)
Ease of use of the instrument

Trainees rated the ease of use of the instrument on a 5 point scale:

= 'Strongly agree': 10 cases

= 'Tend to agree': 5 cases

= 'Neither agree or disagree': 1 case
= 'Tend to disagree': O cases

= 'Strongly disagree': 1 case

The 'strongly disagree' case was due to the trainee being left-handed and unable
to orientate herself in order to align the Episcissors-60. The comments relating
to 'tend to agree' were regarding the length of the cut, where trainees did not
feel it was of a sufficient length.

One patient suffered a grade 3a obstetric anal sphincter injury (episiotomy scar
angle of 30 degrees).

Conclusions | The Episcissors-60 consistently delivered a post-delivery suture angle of
43 degrees, offering an alternative to estimating episiotomy angles by eye and a
potential preventative strategy to reduce obstetric anal sphincter injuries.

Abbreviations: Cl, confidence interval; n, number of patients.
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Recent and ongoing studies

Medinvent, the UK supplier, identified several case series being presented as conference abstracts
during 2015 but no information is publicly available.

No other ongoing or in-development trials on the Episcissors-60 for guided mediolateral
episiotomy were identified from searches of clinical trial registers.

Costs and resource consequences

In2011-12, 15.2% of all births in England (101,678) needed an episiotomy (HESonline 2012).
Current practice is to use normal episiotomy scissors (such as Mayo or Braun-Stadler types) which
range in cost from £10 to £100 each. The Episcissors-60 would replace standard episiotomy
scissors; at a cost of £400, they would therefore represent an initial additional cost to the NHS.
This cost could potentially be offset by fewer OASIs and the resulting savings. The NICE costing
report produced for its guideline on faecal incontinence estimates the initial cost of OASI repair as
£1289 per person, excluding imaging and outpatient follow-up.

No published evidence on the total resource consequences of the Episcissors-60 was identified.

Strengths and limitations of the evidence

The evidence base for the Episcissors-60 is currently limited to 1 small comparative study and 2
non-comparative case series.

The comparative study by Sawant and Kumar (2015) showed that compared with Braun-Stadler
scissors, the Episcissors-60 produced a post-delivery suture angle that was further from the
perineal midline by almost 12 degrees. However, the study was not sufficiently powered to detect
differences in OASIs so any beneficial changes in this outcome were inferred rather than measured.
The authors claimed that the study was 'similar to a prospective cluster randomised trial'; but
because only 2 groups of clinicians took part in the trial, with 1 group using the Episcissors-60 and
the other using the Braun-Stadler comparator, there was no randomisation. The title of the paper is
therefore rather misleading, given this study design. The clinician who did the episiotomy also
measured the post-delivery suture angle, which creates potential assessment bias. However, the
inclusion criteria were consistent with UK national guidelines for episiotomy and may be
generalisable to current UK practice.
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Neither of the case series (Patel and Ubale 2014, Freeman et al. 2014) compared the use of
Episcissors-60 with standard practice and so could not report on changes in episiotomy angles. As
both studies were relatively small, important clinical outcomes such as the rate of OASIs could not
be accurately measured.

The case series by Patel and Ubale (2014) was done in India and included women clinically
indicated for episiotomies. However, it excluded women having instrumental delivery, which limits
the generalisability of the study to current NHS practice. The clinician who did the episiotomy also
measured the post-delivery suture angle, which creates potential assessment bias.

The main limitation of the evaluation by Freeman et al. (2014) is that the obstetric trainees were
using a prototype of the Episcissors-60 (this prototype formed the basis of the current straight
Mayo version of the Episcissors-60). The study took place in an English hospital and so indications
for episiotomy were consistent with UK national guidelines. The investigator was blinded to the
patient and trainee operator, which lowers the risk of assessment bias. The authors reported a
single case of a grade 3a OASI related to a 30-degree post-delivery suture angle following a failed
ventouse delivery which was converted to a forceps delivery. However, it was not stated if this
injury was attributable to the use of the Episcissors-60 or could otherwise have been prevented.
The study does not report how OASIs were detected, or the number of obstetric trainees who did
the episiotomies and were included in the ease of use assessment.

Relevance to NICE guidance programmes
NICE has issued the following guidance:

= |ntrapartum care: care of healthy women and their babies during childbirth (2014) NICE
guideline CG190

= |ntrapartum care (last updated 2014) NICE pathway

= Antenatal care (last updated 2014) NICE pathway

= Faecal incontinence: The management of faecal incontinence in adults (2007) NICE guideline
CG49
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Search strategy and evidence selection

Search strategy

The search strategy was designed to identify evidence on the use of Episcissors-60 in women
undergoing episiotomy.

The strategy was developed for MEDLINE (Ovid interface). The strategy was devised using a
combination of subject indexing terms and free text search terms in the title, abstract and keyword
heading word fields. The search terms were identified through discussion within the research team,
scanning background literature, and browsing database thesauri. The strategy reflected the nature
of the MIB assessments as rapid evidence reviews.

The search comprised two concepts:

= Episcissors-60 or any scissors used in episiotomy.

= Similar instruments used in episiotomy, sought through searching for literature on episiotomy
technique characteristics (such as angle of incision).

The search concepts were combined as follows: scissors OR techniques.

Additional search lines focusing on other possible product names combined with episiotomy terms,
and 'Medinvent', the UK supplier, were also used. These lines were designed to capture any records
that may have been missed by the rest of the search.
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The strategy excluded non-English language publications. Animal studies were also excluded using
a standard algorithm. No additional filters for study design were applied. Results were limited to
studies published from 2000 due to the novelty of the instrument.

The final MEDLINE strategy was peer-reviewed by an independent information specialist. The
MEDLINE strategy was translated appropriately for the other databases searched. The PubMed
search was limited to records which were not fully indexed on MEDLINE.

The following databases were searched:

= Cochrane Database of Systematic Reviews (Cochrane Library, Wiley);

= Database of Abstracts of Reviews of Effects (Cochrane Library, Wiley);

= Cochrane Central Register of Controlled Trials (Cochrane Library, Wiley);

= Health Technology Assessment Database (Cochrane Library, Wiley);

= NHS Economic Evaluation Database (Cochrane Library, Wiley);

= Embase (Ovid SP)

» MEDLINE and MEDLINE in Process (Ovid SP);

= PubMed (http://www.ncbi.nlm.nih.gov/pubmed)

= Conference Proceedings Citation Index- Science (CPCI-S) (Web of Science)

The search strategies used for each of the databases are presented below (A1 to Aé).

Specific conferences

Conference abstracts were sought online for:

= Royal College of Obstetricians and Gynaecologists (RCOG) meetings from 2013 to date.

Searches were made of the Abstracts of the RCOG World Congress 2014, 28-30 March 2014,
Hyderabad, India. No results were found for episcissor* or epima* or episa* Searches of BJOG which
holds some of the meetings of RCOG were also made. No results were found.

= British Society of Urogynaecology (BSUG) meetings from 2013 to date.
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No results were found for episcissor* or epima* or episa* in International Urogynaecology Journal
which publishes abstracts from BSUG research meetings (the 2014 abstracts are as yet
unpublished).

Evidence selection

A total of 643 records were retrieved from the literature search. After de-duplication, 413 records
remained and were sifted against the inclusion criteria at title and abstract level.

Records were sifted independently by 2 researchers. Any disagreements were discussed and
agreement was reached in all cases, so a third independent arbiter was not required. The first sift
removed 411 records based on the following exclusion criteria:

articles of poor relevance against search terms

publication types that were out of scope

non-English language studies
= conference abstracts
= review articles.

The search strategy was designed to identify evidence for the use of Episcissors-60 in women
undergoing episiotomy. This search found the number of database records which explicitly included
the brand name or reference to scissors was very low. Therefore a selective search of episiotomy
techniques was also performed.

Full articles were retrieved for the 2 remaining studies and a full text assessment was done
independently by 2 researchers to identify relevant primary research addressing the key outcomes
of interest. Both studies explicitly investigated Episcissors-60 and were included for full review.

One additional article was highlighted by the UK supplier following recent publication and was
therefore also included in this MIB.

A further 16 articles were selected and retrieved to guide the background and technical aspects of
this briefing.
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