A randomized control trial evaluating the prevalence
of obstetrical anal sphincter injuries in primigravida in
routine versus selective mediolateral episiotomy
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Objectives:  To evaluate the prevalence of obstetrical
anal sphincter injuries (OASIS), which include third
and fourth degree perineal tears in primigravida in
routine versus selective mediolateral episiotomy.
Secondly, to determine the rate of episiotomy in local
settings.

Methods: This randomized control trial was carried
out in the labor ward of a tertiary hospital of the
Universiti Kebangsaan Malaysia Medical Center,
Kuala Lumpur, Malaysia between May and October
2009. The trial included 171 primigravida beyond 38
weeks gestation who achieved vaginal delivery, and
randomly assigned to selective and routine episiotomy
groups. The type of perineal injuries following
childbirth among 171 women were evaluated.

Results: The overall episiotomy rate from both
groups was 76.6%. The prevalence of third degree
perineal tears was 3.7% in the routine compared with
selective mediolateral episiotomy at 1.1%. There was
no occurrence of fourth degree tears in both groups.
However, selective mediolateral episiotomy was
associated with an increased risk of periurethral and
labial injury compared with the routine group (4.5%
versus 0%).

Conclusion: Routine mediolateral episiotomy in
primigravida is associated with a higher prevalence of
obstetrical anal sphincter injuries. As anal sphincter
injuries are known to have morbidities, selective
mediolateral episiotomy in primigravida is therefore
recommended in the implementation of new delivery
practice, and in an attempt to reduce our high
episiotomy rate.
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Perineal trauma is common following process of
childbirth. The incidences of obstetrical anal
sphincter injuries (OASIS) consisting of third and
fourth degree tears is approximately 1%." Perineal
injuries as described earlier is classified as follows; first
degree tears involve perineal and vaginal skin, second
degree tears involve torn perineal, and vaginal muscles
with an intact anal sphincter; third degree tears involve
perineal skin, muscles, and anal sphincter torn partially
and fourth degree tears involving complete tears of
anal sphincter.! Anal sphincter injuries were associated
with long term morbidities such as flatus and anal
incontinence, rectovaginal fistulas, dyspareunias and
psychosexual disturbance.? These injuries were previously
thought by many obstetrician prevented by performing
an episiotomy.” Episiotomy is a perineal incision used to
create enlargement of vaginal introitus during delivery
of fetus, thus equivalent to an ‘iatrogenic’ second
degree tears.” At present, it is controversial whether
episiotomies prevent anal sphincter injuries.* Carroli et
al® suggested that mediolateral episiotomy is associated
with higher risk of anal sphincter injuries. Some studies
reported that mediolateral episiotomy was found to be
protective of OASIS, and that there were significant
associations between anal spincter injuries and parity,
birth weight, delivery method and shoulder dystocia.®
Recommended episiotomy rate in primigravidae should
be lower than 10%.° Despite recommendation for
selective episiotomy, the rate of episiotomy remained
high globally especially in developing countries. Graham
et al’ reported that episiotomies among primigravida
were as low as 9-13% in developed countries such as
Sweden, Denmark, England, New Zealand, and up
to 60-100% in Taiwan, Nepal and South Africa. Our
local episiotomy rate was high (69%) and was similar
to previous literatures (Universiti Kebangsaan Malaysia
Medical Center, labor room survey: 2007 to 2009:
unpublished data). Carroli et al° reviewed a multi-
centered trial approximately 5000 deliveries with the
smallest sample of 188 deliveries and the largest sample
of 2606 Argentinean deliveries and found that the
prevalence of episiotomy rate fluctuated approximately
30% in the selective group (up to 80% in the routine
episiotomy group). Selective episiotomy instead of
its routine use is recommended based on a review of
randomized control trials with a decreasing incidence
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of posterior perineal trauma (RR: 0.67, 95% confidence
interval [CI]: 0.49-0.91)° The shift of delivery practice
from routine to selective episiotomy has taken place in
most part of the world. Routine midline episiotomy has
been shown to be associated with higher incidence of
anal sphincter injuries.® Episiotomy performed routinely
were also found to be associated with perineal pain,
fecal or urinary incontinence, pelvic floor dysfunction,
and poor sexual function among women.” Previous
literatures have concentrated on midline episiotomies
when used routinely or selectively. Randomized studies
have shown that mediolateral episiotomy is less likely to
extend into the anal sphincter than median episiotomy.?
The rates of obstetrical anal sphincter injuries were
higher in restricted use of lateral episiotomy as
shown in a retrospective population-based register
study.'® Therefore, this study was designed primarily
to address the prevalence of anal sphincter injuries
when mediolateral episiotomy was used routinely or
selectively among primigravidas. The secondary aim
was to determine the rate of episiotomy in our setting
as previous studies showed that it is still frequently done
especially in developing countries such as Malaysia.

Methods. The MEDLINE and Cochrane databases
were searched using keywords search ‘routine’, ‘selective’,
‘mediolateral’, ‘episiotomy’, ‘perineal injuries’, ‘anal
sphincter’ and ‘primigravida’. The search was limited to
human and English language. This was a randomized
controlled trial which was conducted in the labor ward
of a tertiary center in Universiti Kebangsaan Malaysia
Medical Center, Kuala Lumpur, Malaysia during the
period of 6 months between May to October 2009.
The study conformed to the principles of Helsinki
Declaration and it was commenced following an ethical
approval obtained from the local research and ethical
board prior to study commencement (project code: FF-
272-2008).

Two hundred and nine women were recruited, but 38
dropped out as they ended up delivering via emergency
cesarean section. The inclusion criteria include live
singleton pregnancy with cephalic presentation,
gestation beyond 37 weeks, primigravida, women with
no history of severe perineal injuries, no life threatening
medical or psychiatric conditions. Women with,
multiple pregnancy, fetal malpresentation, and delivery
conducted by house officers and junior midwives were
excluded. A written consent for study participation
was obtained when women arrived in the labor ward.
Randomization into selective and routine episiotomy
group was performed by opening a sealed opaque
envelope. During second stage of labor, women in both
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groups were assessed by experienced birth accouchers
for determination of episiotomy requirement. These
experienced birth accouchers consisted of midwives
with experience of at least 5 years, third and final year
postgraduate trainees in Masters of Obstetrics and
Gynecology and qualified specialist obstetricians.

All women in the routine group were to undergo the
usual hospital protocol. Women in the selective group
were not to undergo episiotomy unless considered
essential for various reasons such as fetal distress or
imminent extended perineal injury. Maternal and fetal
outcomes of the deliveries were recorded and analyzed.

The sample size for this study was calculated with
80% power, at a 5% level of statistical significance.
Statistical analysis was performed using SPSS 19.0
and p<0.05 was taken as level of significance. The
distribution of continuous variables were tested using
the normality histogram and Kolmogorov-Smirnov test.
Variables with normal distribution were summarized
using the mean plus standard deviation. The student T
test was used for comparing population characteristics
for the normally distributed variables. The Chi square x°
test was used for comparing categorical variables.

Results. There were 209 patients randomly
assigned to 2 groups, routine or selective mediolateral
episiotomy. Thirty-eight patients were dropped out
as these women proceeded to emergency cesarean
sections. A total of 171 women were randomly assigned
into selective (n=89) and routine (n=82) episiotomy
group. The overall episiotomy rate from both groups
was high at 76.6%. Only 40 women (23.4%) had no
episiotomy and all were from the selective group. All
women (100%) in the routine group were subjected
to an episiotomy while about half (n=49.6%) in the
selective group had episiotomy. In the selective group,
12 women (12%) had episiotomy due to fetal distress

perineal injuries in both groups were observed and
described in Table 2. Routine episiotomy shows higher
incidence of third degree perineal tears compared with
selective episiotomy (3.7% versus 1.1%). However,
this did not reach the level of significance (RR=0.3,
95% CI: 0.03-2.89, p=0.3). In addition, selective
episiotomy was shown to have higher association with
anterior lacerations inclusive of paraurethral, clitoral or
labial tears (4.5% versus 0%). There were no significant
findings between routine and selective episiotomy on
outcomes of mean estimated blood loss, mean birth
weight, and newborns with pH less than 7.2 and
admission to the neonatal intensive care unit (Table 2).

Discussion. Episiotomy is the most common
operation performed in obstetrics, with little evidence
to demonstrate any benefits with its routine use. Major
perineal injuries are third degree tears where perineal
skin, muscles and anal sphincter are torn partially and
fourth degree tears involving complete tears of anal
sphincter.! Retrospectively, Revicky et al® demonstrated
that mediolateral episiotomy was protective of OASIS
but recommended a randomized trial. In this study, all
women underwent mediolateral episiotomies, as this
type of episiotomy has been our standard labor ward
practice. They were randomly assigned to routine and
selective group in order to compare the prevalence of
OASIS between the groups.

The study was conducted in a maternity unit
of approximately 6000 deliveries per annum.
Randomization of the study population generated 2
groups of women with similar important aspects such

Table 2 - Outcomes (maternal and fetal) of routine versus selective
mediolateral episiotomy.

while the other 37 (76%) were performed due to ~ Variables R°“;i;‘e Sel“g‘;"e P-value
. . . . . n= n=
imminent perineal tears. The general characteristics for
delivery of women in both groups are as seen in Table 1.~ Intact perincum 0 4(45) n/a
The main outcome of this study was to evaluate  Anterior perincal 0 4(4.5) n/a
the prevalence of OASIS in routine versus selective ~ (Parauretheral/labial rears)
mediolateral episiotomy. The different types of  lstdegree 0 14(157)  nla
2nd degree (inclusive of 79 (96.3) 66 (74.0)
episiotomy)
Table 1 - Derr}ograph.ics characteristics of women in selective and 3rd degree 3(3.7) 1(1.1) 0.3
routine eplslotomy groups.
4th degree 0 0 n/a
Factors Routine Selective F Sig Mean estimated blood loss (ml) ~ 283.3+56.7 275+39 0.27
Age (years) 26.2+4.12 26.+3.05 0.001 0.978 Cord pH <7.2 17 (20.7) 15 (16.9) 0.49
Wight (kg) 62.6+10.4 606+11.3 1.326 0.251 Neonatal ICU admission 5 (6.1) 1(1.1) 0.07
Height (m) 1.57+0.75 1.56+0.69 0.966 0.327 ICU - intensive care unit
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as age, height, and weight distribution (Table 1). The
practice of performing an episiotomy in nulliparous
women is still commonly seen in our hospital, with an
overall high frequency of 76%. The episiotomy rate was
100% in the routine group and 55% in the selective
group. This study has shown a higher episiotomy rate
than was found in the United States;'''? however, it
is still lower when compared with other developing
countries with an average of 90%."?

The incidence of third degree perineal tears in our
studied population was 4 (2.3%), with no reported
cases of fourth degree tears. We found that routine
mediolateral episiotomy was associated with higher
frequency of third degree perineal tears (3.7% versus
1.1%); however, this did not achieved statistical
significance. This finding was also supported by
previous studies which showed a lower incidence
of severe perineal tears in the selective group.>®!
Clemons et al'* recommended selective use as there was
association with decrease in anal sphincter laceration
rate by 44%. Our findings was similar to previous
reviews comparing selective versus routine episiotomy
use involving 6 studies recommending episiotomy used
only for selective indications was better than routine
episiotomy, with a decreasing incidence of posterior
perineal trauma (RR: 0.67, 95% CI: 0.49-0.91).° In
this study, women in the selective episiotomy group had
a higher incidence of anterior lacerations inclusive of
periurethral and labial tears (4.5%) compared with the
routine group (0%) and this finding is similar to the
previous study which looked into median episiotomy.®
Anterior perineal trauma was more common with
selective episiotomy use (RR: 1.84, 95% CI: 1.61-
2.10).’ In clinical practice, anterior lacerations may be
considered as a minor problem in comparison to anal
sphincter injuries and its associated morbidities.

The present study assumed much importance with
it being a randomized controlled trial and it assessed a
mediolateral episiotomy as many studies previously were
based on median episiotomy.® Suitable women were
randomized into either selective or routine mediolateral
episiotomy group. Potential bias were minimized based
on several factors such asa blinded study, randomization
process only occurred in the labor ward when women
were already in active phase of labor, and delivery
accouchers who conducted the delivery and assessed the
classification of perineal injuries were independent from
the researchers. Furthermore, the decision to perform
episiotomy was carried out at second stage of labor and
were performed by experienced accouchers. This may
be the attributing factor for low incidence of major
obstetrical anal sphincter injuries in our study.
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The limitation of the study was the study power was
reduces as the sample size was low due to time constraint.
A strict criteria were to be performed by experienced
accouchers only may not be an ideal daily labor room
situation where primigravidae who deemed as low risk
deliveries could be performed by any staff. Another
possibility of ‘authority fear’ may explain our high rate
of episiotomy in both groups, when birth accouchers
takes precaution by performing an episiotomy to avoid
occurrence of anal sphincter injuries which requires
formal incident reporting. This might explain such a
high rate of 55% episiotomy performed among women
in the selective group, supported by the large proportion
of them being carried out based on imminent severe
tears (76%). Ho et al," described that episiotomy rate
following intervention in the form of health personnel
education provision fell significantly in most centres in
4 ASEAN countries. The rate of third and fourth degree
perineal trauma also declined in nulliparous women
whom did not receive episiotomy.'

In conclusion, routine mediolateral episiotomy
is associated with a higher incidence of third degree
perineal tears. As anal sphincter injuries are known to
have morbidities and was found to be associated with
routine use of episiotomy, selective episiotomy use is
therefore recommended. We found that selective use is
favorable despite using mediolateral episiotomy which
thought to be protective when compared with median
type.®®!® Future delivery practice especially in our local
setting needs change although its implementation may
be challenging. Enhancing awareness, increasing staff
training and adherence to delivery protocol leading
to an increase in performing mediolateral episiotomy
selectively could result in lower episotomy rates and
lower incidence of anal sphincter injuries in the future.
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