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Abstract

Background: Episiotomy isaterm used to describe a
(simple) surgical procedure that is usually done using surgical
scissors to widen the opening of the vagina at the time of the
birth of the child's head to protect the mother from injury to
the anal area during childbirth.

Aim of Sudy: To assess efficacy of limited mediolateral
episiotomy during delivery of primigravidae regarding maternal
and neonatal outcome.

Patient and Method: This randomized controlled trial
was conducted in the Emergency Unit of Obstetrics and
Gynaecology Department at Kasr Al-Aini Hospital, Cairo
University, in the period from March 2019 to November 2019.

Results: Our study regarding to demographic data showed
that no statistically differencein the term of age, 2nd stage
duration, neonatal weight and gestational age >0.05. Our
study regarding to Perineal injuries showed that was statistically
difference in the term of Perineal injuriesvs age, Perineal
injuries vs 2"d stage duration and Perineal injuries vs neonatal
weight <0.05. Our study regarding to vaginal injuries showed
that was statistically difference in the term of vaginal injuries
vs age, vaginal injuries vs 2Nd stage duration and vaginal
injuries vs neonatal weight <0.05.

Conclusion: The research shows that the use of the limited
vaginal Episiotomy is safe for both mother and child aslong
asitisapplied by peoplein the field of obstetrics with
experience. Episiotomy can be used in cases where the child
istired during childbirth or when there is awound in the
perineum that continues to expand towards the anus, in order
to redirect the wound to prevent major injuries and long-term
complications.
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Introduction

THE vagina and perineum may rip during vaginal
delivery. Although estimates of the prevalence
vary, amore recent retrospective cohort revealed
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that 34% of 1785 Australian women who had a
first- or second-degree perineal tear also experi-
enced a perineal scrape [1].

Without treatment, small tears could heal rap-
idly. Some of them are more serious, causing
damage to muscle, tissue, and sometimes even the
anal sphincter. Depending on their severity, these
more serious rips need surgical treatment and may
lead to avariety of issuesin the early postnatal
period. Women may have dyspareunia (pain during
sexual activity), discomfort, bleeding, infection,
and alengthy hospital stay. Some long-term issues
in women, such as pain, urinary fistulas (an abnor-
mal connection between the vagina and the bladder
or urethra), rectal fistulas (an abnormal connection
between the vagina and the rectum), faecal incon-
tinence (the inability of control causing faecal
accidents), dyspareunia, and genital-urinary pro-
lapse, can arise from damage to the vaginal and
perineal (the pelvic organs descending from their
normal position) [2].

During the last stretch of the second stage of
labor, an incision is made in the perineum to sur-
gically expand the vagina aperture. Despite being
originally brought up in the 18th century, it took
sir Fielding Ouled 100 yearsto first explainitin
amedical journal before it became widely acknowl-
edged. The perineum is usually stretched thin by
thetimeit is performed late in the second stage.
If awoman does not undergo regional anesthesia,
local anesthesiais given to numb the perineum
before to the incision. Episiotomies may be per-
formed in avariety of methods, but the two most
common in medical practice are"midline" and
"mediolateral” [3-5]. Episiotomy rates significantly
rose in the first half of the 20th century. Episiotomy
is now among the surgical operations that are
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carried out the most often worldwide. Some nations,
like Argentina and China, have high rates of episi-
otomies because they routinely perform it on vir-
tually all first-time mothers. Other locations follow
astrategy of "selective" use of episiotomy, which
restricts rather than mandates its usage [6-8].

According to the majority of midwives, women
without episiotomies cry less often than those who
do. To modify episiotomy practice, practice proce-
dures and instructional initiatives are required. The
choice to conduct an episiotomy should be based
on clinical factors, according to the American
College of Obstetricians and Gynecologists, who
state that "based on the existing data, there are no
particular situations in which episiotomy is needed".
What are the true indications for episiotomy, ac-
cording to a Cochrane systematic review [9]. Pre-
mature birth, breech presentation, fetal macrosomia,
shoulder dystocia, artificial delivery (forceps or
vacuum extraction), an unsettling fetal heart rate,
a stiff perineum, and impending perineal tears have
all been proposed as possible explanations. How-
ever, it's been disputed whether or not these cir-
cumstances really constitute episiotomy indications.
Clearly, further clinical studies should be conducted
to further examine this subject [10].

Based on the findings of arandomized clinical
study carried out in the United Kingdom and pub-
lished in 1984, the World Health Organization
(WHO) advises an episiotomy rate of 10% as"a
desirable aim to achieve' [11].

With respect to maternal and fetal outcomes,
this research compares the benefits and risks of
standard vs no episiotomy methods used during
the delivery of the fetal head in the second stage
of labor in primigravidae.

Patients and M ethods

From March to November 2019, this rand-
omized controlled experiment was carried out at
the emergency room of the Obstetrics and Gyne-
cology Department at Kasr Al-Aini Hospital, Cairo
University.

200 full-term, clinically healthy primigravida
over the age of 18, with alive, full-term fetus (37
to 40 weeks gestation), in the late second stage of
labor, and with cephalic presentation (vertex posi-
tion), participated in the research.

207 women who were in labor throughout the
research period were given consideration for inclu-
sion. 7 of them refused to participate. Therefore,
the remaining 200 participants were randomly

divided in to 2 groups using closed envel ope tech-
nique:

Group (A): (Routine episiotomy)

This group included 100 women. Episiotomy
was done routinely to all participants.

Group (B): (No episiotomy)

This group included 100 women. Episiotomy
was not done for all except for 2 cases, which were
excluded from the study group and replaced with
other 2 patients who did not under goepisiotomy.

Inclusion criteria;

Weincluded in our study; Primigravida, Aged
above 18 years, Term pregnancy above 37 weeks,
Cephalic presentation and late second stage of
labor during crowning.

Exclusion criteria we excluded from our study:

EFW more than 3500 grams, Instrumental de-
liveries, Non-reassuring fetal heart trace, Twin
pregnancies, Vulvar varicosities, abscesses, Manual
separation of placenta and Shoulder dystocia.

Intervention:

The obstetricians (resident physicians) were
told to treat group B (those who had no episioto-
mies) according to the tenet that episiotomies are
unnecessary, even in circumstances when the re-
search shows they would be beneficial. Due to
this, episiotomies were not to be done on this group
of patients until absolutely essential under rare
conditions, such asfetal distress or aperineal rip
that extended near the anal sphincter. The obstetri-
ciansfor group A (routine mediolateral episiotomy)
shall execute episiotomies on all patients included
in the group, in accordance with the institute's
standard operating procedure. It was noted how
long the second stage of labor lasted. Following
birth, the vulvar introitus, perineal area, vaginal
walls, and paraurethral region were all visually
inspected to assess the perineal conditions. When
perineal lacerations were present, they were divided
into four categories: First degree, second degree,
third degree, and fourth degree. First degree lacer-
ations included the skin and/or vaginal mucosa.
Second degree lacerations damaged the perineal
muscles (in addition to the sphincter, the rectal
mucosais aso affected). Severe perineal injury
was defined as third and fourth degree tears. Women
were informed that they might visit the hospital
again if they felt the need to do so due to potential
difficulties. Before being discharged within six
hours after birth, a health professional conducted
regular examinations of the perineal areaon all of
the women throughout these timeframes.
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Outcomes:

The primary maternal outcomes were: Frequen-
cy and grading of perineal trauma (any type: Epi-
siotomy or tearing); frequency, degree and locations
of spontaneous vaginal lacerations; frequency and
degree of paraurethral |acerations; duration of
second stage; need for perineal suturing, and the
number of suture threads used and the duration of
repair. First and fifth minute Apgar scores were
the main perinatal outcomes. The incidence of
severe perineal injuries (grade 3 and 4) and the
newborn's admission to the neonatal intensive care
unit were the secondary outcomes assessed. Cases
in group B who underwent episiotomy for fetal
distress or impeding severe perineal injury were
excluded from the study group.

Sample size:

In order to calculate the sample size, the inci-
dence of perineal damage was compared between
parturient women who had standard episiotomies
and those who did not. PS Power and Sample Size
Calculations software, version 3.0.11 for Microsoft
Windows, was used to calculate the sample size.
Therefore, 100 people in each arm should make
up the bare minimum or ideal sample size. The
data analysis was carried out by a statistician who
was unaware of the group assignment.
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Satistical analysis:

The section on statistics in the materials and
techniques Data were statistically reported using
the mean, standard deviation (SD), median, and
range, or, where suitable, frequencies (number of
occurrences) and percentages. The Kolmogorov-
Smirnov test was used to determine if numerical
data supported the normal assumption. The Mann
Whitney U test for independent samples was used
to compare data that was not normally distributed,
and the Student t-test for independent samples was
used to compare numerical variables across the
r ch groups. An analysis using the Chi-square
(X") test was done to compare categorical data.
When the anticipated frequency islessthan 5, an
exact test was utilized in its place. It was deemed
statistically significant when the two side dp value
was less than 0.05. IBM SPSS (Statistical Package
for the Social Science; IBM Corp., Armonk, NY,
USA) release 22 for Microsoft Windows was used
for al statistical computations.

Results

All women who were in the second stage of
labor at the time the fetal head was crowning were
included in this research. Patients were randomly
selected (using toss method) to either undergo a
routine episiotomy protocol or no episiotomy pro-
tocol in labour. The patients were selected from
Cairo University, Kasr El-Aini Maternity Hospital.

Number of eligible

women
n=207

Agreed to Declined to
participate participate
n=200 n=7
Allocated to group (A) Allocated to group (B) Excluded
routine episiotomy no episiotomy n=7
n=100 n=100 B
. .. Emergency
Epi (s;:;gmy No ezlfn(:omy episiotomy done,
_ _ therefore excluded and
n=100 n=98 _
replaced n=2

Fig. (1)
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Table (1): Demographic data of our study.

Group A Group B p-
(100) (100) value
Age 226(x39) 231(x44) 013

2nd stage duration =60min (61) 32 (52.5%) 29 (47.5%) 0.102
2nd stage duration <60min (139) 68 (49%) 71 (51%)

3334 (+364) 3428 (+450) 0.106
38 (+0.9) 38.3(+0.91) 0.292

Neonatal weight
Gestational age

Our study regarding to vaginal injuries showed
that was statistically difference in the term of
vaginal injuries vs age, vaginal injuries vs 2nd
stage duration and vaginal injuries vs neonatal
weight <0.05. Table (3)

Table (4): Paraurethral in our study.

Group A Group B p-
(100) (100) value

Our study regarding to demographic data
showed that no statistically differencein the term
of age, stage duration, neonatal weight and
gestational age >0.05. Table (1).

Table (2): Perineal injuriesin our study.

Group A Group B p-
(100) (100) value
Perineal injury 100 (100%) 86 (86%) 0.03
No injury 0 (0%) 14 (14%)
Perineal laceration G1 0 (0%) 32(37.2%) 0.001
Perineal laceration G2 98 (98%) 50 (58.1%)
Perineal laceration G3 2 (2%) 4 (4.7%)
Perineal laceration G4 0 (0%) 0 (0%)
Perineal laceration <20 years 22 (100%) 17 (62.9%) 0.003
Perineal laceration =20 years 78 (100%) 69 (94.5%) 0.012
Perineal lacerations & 2nd 32 (100%) 26 (89.7%) 0.027
stage duration =60 min
Perineal lacerations & 2nd 68 (100%) 60 (84.5%) 0.001
stage duration <60 min
Perineal laceration with 19 (100%) 9 (75%) 0.001
neonatal birth weight <3kg
Perineal laceration with 81 (100%) 77 (87.5%)

neonatal birth weight =3kg

Our study regarding to Perineal injuries showed
that was statistically difference in the term of
Perineal injuriesvs age, Perineal injuries vs 2nd
stage duration and Perineal injuries vs neonatal
weight <0.05. Table (2).

Table (3): Vaginal lacerationsin our study.

Group A Group B p-
(100) (100) value

Vag. lacerations 100 (100%) 86 (86%) 0.04
Intact Vag. walls 0 (0%) 14 (14%)
Vag. lacerations <5cm 88 (88%) 66 (76.7%) 0.033
Vag. lacerations=5cm 12 (12%) 20 (23.3%)
Vag. lacerations Post. Wall 88 (88%) 54 (62.7%) 0.002
Vag. lacerations Ant. Wall 0 (0%) 4 (4.7%)
Vag. lacerations Post. & 12 (12%) 28 (32.6%)

lat. Wall
Vag. lacerations <20 years 22 (100%)  24(88.9%) 0.001
Vag. lacerations =20 years 78 (100%) 62 (84.9%)
Vag. lacerations with neonatal 19 (100%) 10(83.3%) 0.001

birth weight <3kg
Vag. lacerations with neonatal 81 (100%) 76 (86.4%)

birth weight =3kg

Para urethral tear lengths

Paraurethral tears distance
from the urethral orifice

Paraurethral injury incidencein 1 (4.5%)
age <20yrs

Paraurethral injury incidencein 7 (8.9%)
age =220yrs

Paraurethral injury with second 6 (8.9%)
stage duration of labour
<60min

Paraurethral injury with second 2 (6.3%)
stage duration of labour
=60min

0.75(+0.28) 0.72(x0.25) 0.28
0.62 (+0.23) 0.8(x0.21) 0.084

8(29.6%)  0.003
10 (13.7%)

10 (14.1%) 0.08

8 (27.6%)

Paraurethral injury incidence 1 (5.3%) 2(16.7%) 0.02
with relation to neonatal birth
weight <3kg

Paraurethral injury incidence 7 (8.6%) 16 (18.2%)

with relation to neonatal birth
weight =3kg

Our study regarding to Para urethral injuries
showed that was statistically difference in the term
of Paraureghral injuries vs age, Para urethral
injuriesvs stage duration and Para urethral
injuries vs neonatal weight <0.05. Table (4).

Table (5): Hospital resources.

Group A Group B p-
(100) (86) value
Number of suture material used 112 110 0.426
Mean operative duration 20.7min  21.6min  0.132

Our study regarding to demographic data
showed that no statistically differencein the term
of Number of suture material used and Mean op-
erative duration >0.05. Table (5).

Table (6): Neonatal outcome.

Group Group p-
A B value
1st min APGAR score 7.6 75 0.292
5th min APGAR score 85 8.6 0.106

Our study regarding to demographic data
shqwed that no statistically differencein the term
of  min APGARscoreand = min APGAR score
>0.05. Table (6).
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Discussion

Major medical associations concur with the
World Health Organization (WHO) that performing
episiotomies on aregular basis does not seem to
reduce perineal injury and may even have negative
effects[12].

Our study was designed exclusively in primi-
parous women to compare the outcomes of routine
episiotomy protocol during delivery with no episi-
otomy protocol regarding perineal, vaginal, parau-
rethral injury rates, repair timing and suture material
n aswell as neonatal outcome represented by
1st, 7 minute APGAR scoring and need for NICU
admission, putting to consideration the age differ-
ence, duration of second stage and neonatal weight
between the two groups. Therefore, this study was
designed as arandomized clinical trial and rand-
omization of the participants was done viasimple
randomized closed envel ope technique to avoid
any selection bias. The analysis was performed on
an intention-to-treat basis. The sole indications for
conducting episiotomies were a " perineal tear
moving toward anal sphincter" and an unsettling
fetal heart rate, which were the only ones noted.

Our research may have been conducted at this
institution at the ideal time given the young obste-
tricians very high rates of episiotomies during the
previous 10 years. It is envisaged that this research
will help to greatly lower the number of episioto-
mies done routinely at the Cairo University "Kasr
Al-Aini" Hospital and elsewhere.

Regarding perineal injuriesincidence, Our
Results showed a statistically significant difference
between routine episiotomy and no episiotomy
groups regarding the rate of perineal tearsin the
routine episiotomy group (100%) compared to the
no episiotomy group (86%). We reported that
among women allocated to non-episiotomy group,
14% had no perineal tears and 37.2% sustai ned
minimal perineal injuries (grade 1 perineal injuries),
most of which (18 out of 32 patients) didn't need
suturing.concluding that the non-episiotomy pro-
tocol protects the perineum from performing a
routine avoidable iatrogenic injury (p=0.003).

These results agreed with Amorim et al., who
reported an intact perineum rate of 60%, with only
23% of women requiring perineal suturing. Amorim
et al. and Klein et al., concluded that Episiotomy-
friendly doctors were more likely to utilize labor-
inducing methods, and their patients were more
likely to endure perineal trauma and worse levels
of satisfaction with the birthing process, providing
evidence that doctor attitudes may affect patient
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outcomes. They discovered that women treated by
doctors who had a highly negative opinion of
episiotomy were more likely to have an undamaged
perineum (23 percent vs. 11 to 13 percent) and to
have less perineal injuries. Patients of doctors who
viewed episiotomy very favorably reported more
perineal pain than patients of doctors who viewed
the procedure very unfavorably (p<0.01), and
patients of doctors who viewed episiotomy favo-
rably and very favorably reported less satisfaction
with the birthing process (p<0.01). According to
Amorim et al., A protracted second stage, macro-
somia, an unsettling fetal heart rate, an instrumental
birth, the occiput posterior position, pelvic delivery,
and shoulder dystocia have al been questioned as
potential reasons for episiotomy [13].

Carroli et al., stated that Other benefits of
restricted episiotomy protocols included less blood
loss, less need for sutures, less postpartum perineal
pain, alower risk of perineal suture complications
(oedema, dehiscence, infection, and hematoma),
fewer instances of postpartum loss of perineal
muscle strength, and a lower risk of dyspareunia.
Based on the findings of Carroli and Melo et al.,
Has theissue, "Isthere really any rationale for
conducting episiotomy and whether the technique,
even when used selectively, gives any benefit at
all, either immediately or later?' been raised re-
cently. Thacker and Batna, et al., highlighted that
Regular episiotomy procedures might have negative
effects such perineal discomfort, hematomas, in-
fections, dyspareunia, and difficulties recovering.
Episiotomy was allegedly brought into obstetric
practice without any supporting scientific data. Its
use became widespread in the twentieth century
based on recommendation of well known obstetri-
cians such as Gabbe and Deleg, et a. Furthermore
Pérez, et al., stated that, Regular episiotomy is
increasingly seen as a kind of obstetric abuse,
especially when done without the patient's knowl-
edge or permission. A situation in which childbirth
in any form is viewed as pathological, when a
woman is instantly transformed into a patient, and
when routine medical and pharmaceutical proce-
dures are carried out without giving the woman
the right to make her own decisions regarding her
own body is described by the relatively new legal
term "obstetric violence". Mistreatment during
delivery isthe routine performance of operations
that are not only unneeded, but also potentially
hazardous. In this scenario, episiotomy that occurs
often or frequently might be classified asfemale
genital mutilation [14-18].

Marijaet a., stated that the length of the second
stage of labor increased the risk of severe perineal
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abrasions. Women who had a second stage of |abor
lasting more than two hours were at higher risk
than those whose second stage lasted one hour or
less (aOR 1.42; 95% CI 1.28-1.58). In gur, study
patients in no episiotomy group with stage
duration longer than 1h had Qigher perineal lacer-
ation rate than patients with stage shorter than
1h (p=0.394). In oug sudy patients in the no epi-
siotomy group with ~  stage duration above 1hour
had 89.7% perineal |acerations including massive
lacerations of grade 3 while patientswith ~  stage
duration shorter than 60min had 84.5% perineal
tears with no massive tears (p=0.4) [19].

Suto et al., did retrospective research in Tokyo,
Japan, with 1521 women who gave birth naturally
without the need of any medical interventions
(epidural, episiotomy, or instrumental delivery).
Only 0.1% of third-degree | acerations were record-
ed, with intact perineum rates of 49.5% in nullipa-
rous women and 69.9% in multiparous women
(one case). Another study done by Steiner et al.,
Mediolateral episiotomy was discovered to be an
independent risk factor for third- and fourth-degree
perineal lacerations, even in life-threatening cir-
cumstances like shoulder dystocia, instrumental
deliveries, posterior presentations, fetal macro-
somia, and unsettling fetal heart rate, according to
astudy that included 168,077 vaginal births at the
University of SorokaMedical Centre, Israel [20].

Regarding vaginal and paraurethral injuries, In
our study 8% paraurethral tears were noted in the
routine episiotomy group versus 18% in the no
episiotomy group (p=0.028). 100% Vaginal tears
were noted in the routine episiotomy group versus
86% in the no-episiotomy group (p=0.04). Deshwal
et al., concluded that The results of regular episi-
otomy usage are not superior to those of limited
use. They made the argument that regular usageis
damaging to the point that a certain percentage of
women who would have suffered minimal or no
damage had surgery instead. They discovered that
there was no statistically substantial correlation
between the vaginal and paraurethral tears seenin
14% of primigravidae who had normal episiotomy
and 22.22% of those who underwent restricted
episiotomy. Regarding need for suturing and oper-
ative time. In our study, operative timing and
suturing requirement was less in no episiotomy
group as compared to routine group but the differ-
ence was statistically insignificant (p=0.426).
Although, Deshwal et a., stated that the Require-
ment of suturing was far lessin restrictive group
(20%) as compared to routine group (100%) [21].

Alberset al., concluded that It was able to attain
a high rate of intact perineum and prevent episiot-

omy. An unbroken perineum rate of almost 65%
was reported in alarger group of 1,176 women
who gave birth naturally without episiotomies,
with just 20% of perineal sutures required [22].

Conclusion:

The study shows that the use of the limited
vaginal Episiotomy is safe for both mother and
child aslong asit is applied by peoplein the field
of obstetrics with experience. Episiotomy can be
used in cases where the child istired during child-
birth or when there is awound in the perineum
that continues to expand towards the anus, in order
to redirect the wound to prevent major injuries and
long-term complications.
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