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Synopsis
Paracervical block for manual vacuum aspiration (MVA) during first-trimester miscarriage is associated with less pain among
women compared with conscious sedation.

Abstract

Objective: To compare the analgesic efficacy and safety of paracervical block and conscious sedation in the surgical
evacuation of the uterus following a first-trimester miscarriage.

Methods: This is an open-label, randomised control trial comparing pain relief by paracervical block versus conscious
sedation during manual vacuum aspiration of first-trimester incomplete miscarriages. One-hundred and sixty-two women
were equally randomised into two groups. Group A (paracervical group) received a paracervical block of 4 ml of lidocaine
each at the 4 and 8 o’clock positions. Group B (conscious sedation group) received intravenous 30 mg pentazocine and 10mg
diazepam. Data obtained were presented using a frequency table, student t-test, chi-square and Mann—Whitney test and bar
chart. A P-value of <0.05 was taken to be statistically significant.

Results: The mean pain score was lower in the paracervical block group compared to the conscious sedation group
(P <0.05); however, there was no significant difference in women'’s satisfaction between the groups (P=0.05). Conscious
sedation had more negative side effects compared to paracervical block which was significant (P <0.05).

Conclusion: Paracervical block has better pain control compared with conscious sedation and has a good side effect profile.
Trial registration: Pan African Clinical Trial Registry (registered trial no. PACTR202108841661192).
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Early pregnancy losses are estimated to occur in 10% of all
clinically recognised pregnancies with about 80% occurring
in the first trimester.! The major cause of morbidity and
mortality of early pregnancy loss is incomplete miscarriage
which occurs due to complications from haemorrhage and

infection. It is the third most common cause of maternal Corresponding author:
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mortality in Nigeria.? This associated maternal mortality in
Nigeria might increase with a yearly miscarriage rate of 25
per 1000 women.?
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Methods available for the management of miscarriage
are expectant care, medical and surgical management.* A
Cochrane review by Neilson et al. showed that of the surgical
methods of evacuation, manual vacuum aspiration (MVA), is
safe, quick to perform and less painful >~ It is associated with
fewer cases of serious complications, reduced need for gen-
eral anaesthesia, and a shorter duration of hospital stay.®®
MVA involves cervical manipulation and uterine suction that
results in pain for the patient.” About 97% of women who
undergo MVA report pain during and after the procedure,’ as
such making the need for good analgesia during and after the
procedure essential. Clinicians need to be aware of the safety
and efficacy of the different pain control regimens.!°

For MVA before 13 weeks gestational age, a combination of
a paracervical block with local analgesia is safe, and intrave-
nous sedation may also be offered.!'> Calvanche et al.,"’ in
their systematic review, concluded that what influences the
choice of anaesthesia used for incomplete miscarriage is avail-
ability, effectiveness, safety, side effects, practitioners’ choice,
cost and woman’s preferences of each method while more evi-
dence supporting each method is awaited. Paracervical block
involves the injection of a local anaesthetic agent around the
cervix.'* This prevents transmission of visceral afferent nerve
impulses from the uterus and cervix through the Frankenhauser’s
ganglia.'* Conscious sedation on the other hand is associated
with a minimally depressed level of consciousness as the patient
retains the ability to maintain a patent airway independently and
continuously, with the ability to respond appropriately to physi-
cal stimulation and/or verbal command.'®

Tangsiriwatthana et al.,'* in their review of literature on
the use of analgesia during the management of obstetrics and
gynaecological conditions, found that no technique provided
reliable pain control. There was no evidence that paracervi-
cal block reduced differences in pain perception during or
after the uterine intervention when compared to mefenamic
acid or pethidine and diazepam or midazolam and fentanyl.'*
On the contrary, Kan et al.'® reported good pain control using
midazolam and fentanyl. Gazvani et al.!” reported that cli-
ents managed with conscious sedation were more satisfied
with pain management than those that had patient-controlled
anaesthesia. Agostini et al.,'® in France, in their study involv-
ing 114 women, compared ropivacaine and lidocaine for a
paracervical block during a surgical abortion. They found
that the mean intraoperative pain for both groups was
5.23+2.72 vs 4.18 =2.77. There was no statistically signifi-
cant difference. Calvanche et al.,'? in their Cochrane review
of trials that compared paracervical block and sedation/
analgesia, reported that paracervical block did not improve
postoperative pain when compared with the control. The
comparison revealed a high clinical heterogeneity and as
such trials were not combined. Nafisa'’ in Bangladesh
reported a satisfactory outcome with paracervical block in
the management of incomplete miscarriage. Because of the
conflicting reports on the adequate form of analgesia during
MVA, this study was conceived to help fill a knowledge gap,

especially in sub-Saharan Africa including Nigeria where
there is a paucity of a report on adequate analgesia during
MVA. This study is aimed at comparing the analgesic effi-
cacy and safety of paracervical block and conscious sedation
in the surgical evacuation of the uterus following a first-
trimester miscarriage. Findings from the study will help to
improve care and assist in counselling women on the choice
of analgesia which will help maternal satisfaction.

Materials and methods

Study design

This is a single-centre open-label randomised controlled trial
that was carried out between March 2020 and January 2021
in Alex Ekwueme Federal University Teaching Hospital
Abakaliki, Ebonyi State, Nigeria (AEFUTHA).

Study background

Ebonyi state is one of the five (5) states in the South-Eastern
part of Nigeria with a population of 2,176,947.2° The capital of
Ebonyi state is Abakaliki. The population of Abakaliki is about
149,683,2° made up of inhabitants of people from different eth-
nic groups but predominantly Igbos. The inhabitants are mostly
peasant farmers and traders. There are primary, secondary, ter-
tiary, mission and privately owned hospitals in the state which
provide health care services for the patients. The study was con-
ducted in the Department of Obstetrics and Gynaecology of
AEFUTHA. AEFUTHA is the only tertiary institution in the
state and caters for both primary and referral cases from Ebonyi
state and environs. It has an emergency unit that provides
24h/7days services for obstetrics and gynaecology emergen-
cies. Women diagnosed with incomplete miscarriage are offered
manual vacuum aspiration or medical care using misoprostol to
complete the miscarriage process.

Study population

The study population were pregnant women presenting with
incomplete miscarriage in the first trimester. A diagnosis of
incomplete miscarriage was made in a woman with a gesta-
tional age of <13 weeks who presented with a history of pro-
fuse bleeding per vaginam with or without passage of product
of conception. Vaginal examination showing cervical Os dila-
tation of 2 cm or more with the product of conception extruding
from the cervical Os. Bedside ultrasound confirming retained
product of conception. The above were vital to help rule out
complete miscarriage or threatened miscarriage.

Sample size calculation

The sample size was calculated using the formula for an
equivalence, randomised controlled trial (continuous varia-
bles) as stated by Zhong?!
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where Z=1.96, $=0.845; ©=0.05; S is thepolled standard
deviation of the means (outcome of interest) 52.4 mm;'®?
and d, is the smallest difference in means that would be clini-
cally meaningful to detect 24.2 mm!8?2

1.96+0.845
24.2
N=2 x 0.1159* x 52.4°
= 74

N=2x( j2><52.42

Participants per group were 81 after the addition of a 10%
attrition rate. The total sample size for the study was 162.

Inclusion and exclusion criteria

Women included in the study were women with the diagno-
sis of incomplete miscarriage at a gestational age of
<13 weeks of gestation. Those excluded were patients with
a known history of an allergy to the drugs, psychiatric or
neurological diseases, those with active pelvic inflammatory
disease and those who refused to give informed consent.

Recruitment

Participants with first-trimester incomplete miscarriages
who presented at the Gynaecology emergency unit were
recruited using a systematic sampling method with an inter-
val of one. They were thereafter allocated to either paracervi-
cal block or conscious sedation group based on the
randomisation. Consecutive women who met the inclusion
criteria were independently recruited into the study groups
until the sample size was met. Ethical standards were main-
tained throughout the study. Participants were followed up
till 24 h after the procedure. Face masks were made available
for the participants and the team of researchers to help pre-
vent the transmission of COVID-19 disease.

Study procedure and randomisation

Procedure for randomisation

Randomisation for the study was done by a computer-
generated random number using the software Research
Randomizer®. Using the software, 81 numbers were ran-
domly generated from a pool of 162 numbers. These first 81
randomly generated numbers were assigned to group A (par-
acervical block group). The remaining 81 numbers were
automatically assigned to group B (conscious sedation
group). The numbers with the alphabet of the group alloca-
tion (A or B) written by its side (example 1A or 4B etc) were

each put in brown paper envelopes, then sealed and put
together in a locked container. Participants that met the
inclusion criteria and signed the informed consent form were
asked to pick one envelope from a container by research
assistants. The envelope was thereafter opened by the
research assistant to note which arm of the study the partici-
pant was allocated to. Group A received 2 ml at the anterior
lip of the cervix and 4 ml of 1% lidocaine, for each block at
the 4 and 8 o’clock positions. Group B received 30 mg of
pentazocine hydrochloride and 10 mg of diazepam intrave-
nously for conscious sedation.

Study procedure
Group A (paracervical block)

Participants allocated to group A received 4 mL of 1% lido-
caine, for each block at the 4 and 8 o’clock positions and 2
ml at the anterior lip of the cervix. Participant in this group
was placed in the lithotomy position; the perineum was
cleaned with a Savlon swab and was draped. The bladder
was emptied. A Cusco’s speculum was inserted into the
vagina to allow complete visualisation of the cervix. Products
of conception and blood obscuring vision were wiped away.
The 4 and 8 o’clock positions at the junction of the cervix
and vagina were identified. After which, a 10-ml syringe was
used to draw up 10 ml of 1% lidocaine solution (equivalent
to 100mg). A 22-gauge spinal needle was connected to the
syringe, and then 2 ml was injected superficially at the ante-
rior lip of the cervix after about 2min, it was held by the
sponge holding forceps at the 12 o’clock position. Slight
traction was applied to move the cervix to define the transi-
tion of the smooth cervical epithelium to vagina tissue. This
reflection marks the line of injection. About 4 ml each was
injected at the 4 and 8 o’clock positions slowly for 60s at a
depth of 3—7mm. The syringe’s plunger was withdrawn first
to ensure that the needle was not in a vessel. Once the block
was given, the Cusco’s speculum was withdrawn and waited
for 5 min before commencing the procedure. Participants’
vital signs before, during and after the procedure were
checked and recorded. Also, the maximum pulse rate and
minimum oxygen saturation during the procedure were
recorded.

Group B (conscious sedation)

Participants allocated to group B received intravenous 30 mg
pentazocine hydrochloride and 10 mg diazepam. There was a
preoperative assessment to ascertain the participant’s fitness
as well. Intravenous access was secured with an 18G can-
nula, and 10 mg diazepam was administered first for over 1
min. Thereafter, 30mg pentazocine hydrochloride was
administered over 1 min and a latency period of 2 min was
allowed before the commencement of the procedure for the
onset of analgesic function. The participant’s pulse, blood
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pressure and oxygen saturation were monitored all through
the procedure using a pulse oximeter and the values of blood
pressure, maximum pulse rate and lowest partial pressure of
oxygen were recorded. The vital signs were measured dur-
ing, within and after the procedure.

Resuscitation tray containing hydrocortisone, promethaz-
ine for vomiting, ephedrine, diazepam for aborting seizures,
amiodarone for arrhythmias, bag-mask-valve device, drip
giving set, syringes and needle, cannula, and normal saline
and ringers lactate, laryngoscope, and an endotracheal tube
was made available. Oxygen cylinder and rescue analgesia
in form of rectal diclofenac were made available.
Investigations done for each participant include pack cell
volume, blood grouping/typing of blood and retroviral
screening after due counselling.

Manual vacuum aspiration

The participant was placed in a lithotomy position with an
intravenous infusion of normal saline into which 20 IU oxy-
tocin was added. The surgeon wore a mask, scrubbed, and
donned sterile gowns and gloves. A metal catheter was
passed into the urethra to empty the bladder; thereafter,
bimanual examination was performed to determine the uter-
ine size and position. A Cusco’s speculum was inserted into
the vagina to visualise the cervix. The anterior lip of the cer-
vix was grasped using a sponge holding forceps and any
products of conception at the cervical Os were removed with
an ovum forceps. Afterwards, an appropriate sized and
already charged Karman’s syringe was inserted through, a
non-touch technique, into the uterine cavity through the cer-
vix and a to and fro movement with both clockwise and anti-
clockwise rotation of the Karman’s syringe was done until
the uterus was empty. This was evidenced by the uterus hug-
ging the cannula, feeling of gritty sensation, foaming blood
and no more products entering the chamber of the Karman’s
syringe. The cannula was then removed, and the patient was
cleaned up, and 600 mcg of misoprostol was inserted per rec-
tum to keep the uterus contracted. Participants’ vital signs
were monitored quarter-hourly until stable.

Pain assessment

A research assistant who did not know the type of anaesthesia
administered to the participant was made to assess the pain expe-
rience and side effects experienced following the use of the anal-
gesic agents at 10min, 120min, and 24 h after the procedure.
The pain was assessed using a numeric rating scale (NRS),?
while the side effects profile information was obtained with a
data collection form. Participants’satisfaction score was obtained
using the Victoria satisfaction score?* which was formulated to
suit this study and represented on a 5-point Likert-type scale.”
Please see the attached Supplementary Material (Suppl 1).

The NRS is a continuous scale comprised of a horizontal
line, usually numbered 0-10 CM (100mm) in length,

anchored by three verbal descriptors, no pain, mild, moder-
ate pain and severe pain. It was self-completed by the partici-
pant or with the help of the research assistant after the women
were educated on its use.

Participants follow-up

Participants were reviewed and assessed before discharge.
Blood pressure, pulse rate, temperature, packed cell volume
and vaginal bleeding were checked, and the participants
were allowed home when stable. However, she was coun-
selled to represent to the hospital if bleeding continued if
fever developed or if she had a foul-smelling vaginal dis-
charge. Participants were given antibiotics and haematinics.
Contraception was discussed with the participants, and they
were referred to the family planning clinic.

Outcome measures

Primary outcome

The primary outcome measure was the mean pain score
between the paracervical block group and the conscious
sedation group.

Secondary outcome

The secondary outcome measures were the incidence of
complications/side effects and participants’ satisfaction.

Statistical analysis

Data were analysed with SPSS, version 23.0 (2015, SPSS Inc.,
Chicago IL, USA) and by the concept of intention-to-treat anal-
ysis which included all randomised participants in the groups to
which they were randomly assigned, regardless of the treatment
received, adherence with the entry criteria and regardless of
withdrawal or protocol deviation. Absolute and relative fre-
quencies of categorical variables, mean, and standard deviation
of continuous variables were calculated. The independent #-test
was used to compare the mean of continuous outcome variables
while chi-square was used to compare groups of categorical
variables. Fisher’s exact test was used where chi-square was not
suitable. A p value of <—0.05 was taken as significant.

Ethical consideration

Ethical approval for the study was obtained from Health
Research Ethics Committee, AEFUTHA. The approval number
is FETHA/REC/VOL2/2019/225. The trial number, from Pan
African Clinical Trial Registry, is PACTR202108841661192.

Informed consent

A signed written informed consent was obtained from every
participant before enrolment into the study
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Figure |. Flow chart of patients through the study.

Results

As depicted in Figure 1, 188 cases of incomplete miscar-
riages were managed during the study period. Twenty-six
(26) women were excluded, 6 women refused to consent,
while 20 women had their gestational age greater than
13 weeks. The remaining 162 patients were randomised into
two groups, making 81 patients in each arm of the study. Of
the 162 cases randomised, all met the inclusion criteria and
were recruited. None was lost to follow-up, and their data
were analysed.

From Figure 2, conscious sedation had more side effects
than the paracervical block group with dizziness 25 (31%)
being the most commonly felt side effect. Of all these side
effects noted, dizziness, nausea and weakness were signifi-
cantly more common among women who had conscious
sedation than paracervical block for surgical evacuation 25

(31%) versus (vs) 0, 16 (19.8%) vs 0,22 (27.2%) vs 1 (1.2%),
respectively with p value <0.001.

Table 1 shows that there was no statistically significance
difference in the sociodemographic variables of women
between the paracervical block and conscious sedation.

In Table 2, there was no statistically significant difference
in the mean age, gestational age and parity of participants
between groups. The median parity is 2.

Table 3 shows that 10-min post-evacuation, pain percep-
tion were significantly severe (13.6%) and worst (1.2%)
among those who had conscious sedation than in those who
had paracervical block where none had such pain, p=0.002.
At 120min (2 h) post—evacuation, there was no significant
difference in the pain perception of women who had paracer-
vical block and conscious sedation for surgical evacuation.
However, at 24 h post-evacuation, mild pain perception was
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Figure 2. Side effect of analgesia between the two arms.

Table |. Sociodermographic characteristics of study population.

Table 2. Obstetric profile of the study population.

Variable Paracervical ~ Conscious  y2 P value
block, sedation,
n=81(%) n=81(%)
Age (years) 1.646  0.959
<20 0 (0.0 1 (1.2)
20-24 10 (12.3) 10 (12.3)
25-29 30 (37.0) 34 (42.0)
30-34 24 (29.6) 22 (27.2)
35-39 13 (16.0) 11 (13.6)
=40 4 (4.9) 3(3.7)
Parity 1.934 0.586
0 19 (23.5) 20 (24.7)
| 15 (18.5) 21 (25.9)
24 39 (48.1) 35 (43.2)
=5 8(9.9) 5(6.2)
Gestational ages (weeks)
6-7 5(6.2) 7 (8.6)
8-9 26 (32.1) 24 (29.6)
1011 21 (25.9) 25 (30.9)
12-13 29 (35.8) 25 (30.9)
Ethnicity 0.667 0.999
Igbo 78 (96.3) 78 (96.3)
Yoruba 2 (2.5) 1(1.2)
Others 1 (1.2) 2 (2.5)
BMI (kg/m?) 0.049 0.976
Normal weight 34 (42.0) 35 (43.2)
Over weight 32 (39.5) 32 (39.5)
Obesity 15 (18.5) 14 (17.3)

BMI=body mass index.

Variable Paracervical Conscious t-test P value
block sedation

Age (years) 30.15 (5.36) 29.44 (5.32) 0.839 0.403
x, (SD)

GA (weeks) 10.21 (1.91) 10.07 (1.92) 0.452 0.652
x ,(SD)

Parity 1.99 (1.65) 1.72 (1.52) 1.088 0.278
x, (SD)

SD: standard deviation; GA: gestational age.

significantly more in women who had conscious sedation
(30.9%) than those who received paracervical block (16%),
whereas significantly more participants that had Paracervical
block (PCB) (84%) felt no pain when compared with their
counterpart that had conscious sedation (69.1%), P=0.026.
Mann—Whitney test was statistically significant at the
10min and 24h values with mean rank, (PCB=70.82,
CS=87.29), U=2434.500, Z=-3.063, p value=0.002 and
meanrank, (PCB=75.50, CS=87.50), U=2794.500,Z=-2.218,
p value=0.027, respectively.

In Table 4, The mean pain score was significantly more
among women who had conscious sedation than those
who had paracervical block at 10min (4.99 = 1.85 versus
4.48*+1.33),2 h (2.38*=1.52 versus 1.91 = 1.45) and 24 h
(0.35%+0.55 versus 0.16=0.37) with P values of 0.018,
0.046, and 0.013, respectively. These findings were statisti-
cally significant.
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Table 3. Comparison of pain scores between treatment groups.
Duration Degree of pain Paracervical block Conscious sedation 1 P value
perception (n, %) (n, %)
10min 14.460 0.002
No pain 2(2.5) 33.7)
Mild 16 (19.8) 9 (I.1)
Moderate 63 (77.8) 57 (70.4)
Severe 0 (0.0) Il (13.6)
Worst 0 (0.0) 1 (1.2)
120 min 3.253 0.197
No pain 20 (24.7) 11 (13.6)
Mild 46 (56.8) 52 (64.2)
Moderate 15 (18.5) 18 (22.2)
Severe 0 (0.0) 0 (0.0
Worst 0 (0.0) 0 (0.0)
24h 4.951 0.026
No pain 68 (84.0) 56 (69.1)
Mild 13 (16.0) 25 (30.9)
Moderate 0 (0.0) 0 (0.0)
Severe 0(0.0) 0 (0.0
Worst 0 (0.0) 0 (0.0
Table 4. Mean pain scores between groups. and 24 h post-evacuation of incomplete migcarriage. Only
one participant needed supplemental analgesia and that was
Time Paracervical Conscious_ t-test P value in the conscious sedation group. This showed that PCB was
block (x,SD)  sedation (x, SD) a better analgesia for surgical evacuation of the uterus among
10 min 438+ 1.33 499+ |.85 -2.387 0.018 the groups studied. This agreed with the ﬁndings by Nafsia.lg
120min 1.91 = 1 .45 238+ 1.52 2009 0.046 However, this differed from the findings of Gomez et al.?®
24 h 0.16+0.37 0.35+ 055 2511 0013 who found that there was no statistically significant differ-
ence between paracervical block and psychological support.
SD: standard deviation. This finding by Gomez et al. may be a result of not injecting
the local anaesthetic agent at the anterior lip of the cervix
Table 5. Participants’ satisfaction with the analgesia. Zelic())r’e til:bglor::i:azzlsreel\lflileri}vW;;Cl}:r?gsz?v:ai?}g 1(1::1: (;t; P :ll.rllzi
Paracervical Conscious x2 P value showed no statistically significant difference between parac-
block (n, %) sedation (n, %) ervical block and conscious sedation.
Assessment of 3923 0236 From the study, the majority of the participants who

satisfaction

Very satisfied 37 (45.7) 26 (32.1)

Satisfied 41 (50.6) 50 (61.7)

Neither satisfied 3 (3.7) 4 (4.9)
nor dissatisfied

Dissatisfied 0 (0.0) I (1.2)

Very dissatisfied 0 (0.0) 0 (0.0)

Table 5 represents women satisfaction on the analgesic effi-
cacy during MVA. There was no significant difference
among the two groups on pain control.

Discussion

The mean pain score in this study was significantly more in
conscious sedation than in paracervical block at 10 min, 2 h,

received paracervical block had no side effects with only one
participant each having vomiting and weakness. However,
30.9% of the participants who received conscious sedation
had dizziness, 19.8% had nausea and 27% had a weakness.
There was a statistically significant difference when dizzi-
ness, nausea, and weakness were compared between the two
groups with those in the conscious sedation group having
more side effects than those in the paracervical block group.
There were no participants in both groups who had double
vision, fever, seizure, confusion and tremor, whereas, in the
conscious sedation group, 4.9% of participants had blurred
vision. The reduced side effect profile in the paracervical
group is because local administration of paracervical block
acts locally and as such does not cause most of these side
effects. This follows the recommendation by the World
Health Organization (WHO)'? on the use of pain relief in the
surgical evacuation of the uterus for incomplete miscarriage.
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On the contrary, the greater side effect in the conscious seda-
tion group could be a result of the systemic effect of the drug
and findings are similar to the findings by Wong et al.??

Participants’ satisfaction was not different between the
groups we studied, which is similar to the work of Atashkhoii
etal.?’ However, this was in contrast with the findings by Wong
et al.”2, which showed that women’s satisfaction was better
with the conscious sedation than in the paracervical block.
However, Nafsia!® found that patient satisfaction was better
with paracervical block. This could be because both arms in the
study by Atashkhoii et al.”’ received paracervical block before
the administration of conscious sedation in one arm where its
effect could be synergistic while the finding by Nafsia'® could
be because paracervical block was compared with placebo.

Limitations of the study

The study is an open-label study and could be a source of
bias, however, participants’ allotment to the groups was at
random and pain assessment was done by a different
researcher blinded to the study protocol. Pentazocine that
was used in the control group could cause dizziness among
the women and could interfere with proper pain assessment
among the group at 10min. An effort was however made to
obtain a mean pain score among women who had dizziness.
Social desirability bias could also be a confounding factor in
proper pain report, and to reduce it, participants were coun-
selled on the need to accurately report the level of pain that
they perceived using NRS and that reporting will have noth-
ing to do with them as their names were not written on the
proforma. This study was done only in participants with
first-trimester miscarriage; findings may not be extrapolated
to include patients with second-trimester incomplete miscar-
riages. The short time frame for the pain assessment could
affect the ability of these women to give a proper account.
This problem was circumvented by assessing pain at three
different times.

Conclusion

This study shows that the mean pain scores for the paracervi-
cal block group were lower than the control group that had
conscious sedation. Unfavourable side effects were more
common in the control group. There was no statistically sig-
nificant difference in participants’ satisfaction between the
two groups. We recommended that paracervical block with
lidocaine should be used as analgesia during the surgical
evacuation of the uterus in patients who have a first-trimester
incomplete miscarriage.

Author contributions

N.A.N. participated in the study design, data collection/analysis, inter-
pretation of findings and drafting of the manuscript. C.C.A. partici-
pated in study design, data analysis, interpretation of findings, and
drafting of the manuscript. O.S.U. and C.C.I. participated in the data

analysis and the interpretation of findings, R.L.E. and J.N.E. partici-
pated in the interpretation of findings and drafting of the manuscript.
All participated in the review of the final manuscript. All the authors
approved the manuscript.

Awvailability of data and material

All data generated or analysed during this study are included in this
published article.

Declaration of conflicting interests

The author(s) declared the following potential conflicts of interest
with respect to the research, authorship, and/or publication of this
article: The authors declare that they have no competing interests.
To avoid conflict of interest, the study population was randomly
selected and allotted to each group that was sealed in an opaque
envelope. Pain assessment was carried out by a trained research
assistant separate from the authors. The medications used were
sourced by the hospital pharmacist independent of the authors.

Ethics approval and consent to participate

Ethical approval for this study was obtained from Health Research
Ethics Committee, Alex Ekwueme Federal University Teaching
Hospital Abakaliki (FETHA/REC/VOL2/2019/225).

Funding

The author(s) disclosed receipt of the following financial support
for the research, authorship, and/or publication of this article:
Funding is borne by the authors.

Informed consent

Written informed consent was obtained from all subjects before the
study.

ORCID iD

Chidebe Christian Anikwe /2 https://orcid.org/0000-0002-3730-621X

Supplemental material

Supplemental material for this article is available online.

References

1. Ireland LD and Allen RH. Pain management for gynecologic
procedures in the office. Obstet Gynecol Surv 2016; 71(2):
89-98.

2. Natalia A, Galadanci H, Ibrahim AS, et al. Comparison of
effectiveness of pain management during manual vacuum
aspiration using single agent analgesic and combination:
a randomized double-blind controlled trial. Open J Obstet
Gynaecol 2015; 5(5): 244-250.

3. Ikeako L, Onoh R, Ezegwui H, et al. Pattern and outcome of
induced abortion in Abakaliki, Southeast of Nigeria. 4nn Med
Health Sci Res 2014; 4(3): 442—-446.

4. Bui Q. Management option for early incomplete miscarriage.
Am Fam Physician 2011; 83(3)): 258-260.

5. Neilson JP, Gyte GM, Hickey M, et al. Medical treatments for
incomplete miscarriage (less than 24 weeks). Cochrane Datab
Syst Rev 2010; 1: CD007223.


https://orcid.org/0000-0002-3730-621X

Nweke et al. 9
6. Koontz SL, Molina de Perez O, Kathleen L, et al. Treating 17. Gazvani R, Honey E, MacLennan FM, et al. Manual vacuum
incomplete abortion in El Salvador: cost saving with manual aspiration (MVA) in the management of first-trimester preg-
vacuum aspiration. Contraception 2003; 68: 345-351. nancy loss. Eur J Obstet Gynaecol Reprod Biol 2004; 112:

7. Isa B, Mairiga AG, Ibrahim SM, et al. Experience with man- 197-200.
ual vacuum aspiration at University of Maiduguri Teaching 18. Agostini A, Provansal M, Collette E, et al. Comparison of rop-
Hospital. Bio-Med J 2013; 10(2): 31-35. ivacaine and lidocaine for paracervical block during a surgical

8. Tasnim N, Mahmud G, Fatima S, et al. Manual vacuum aspi- abortion. J Contraception 2008; 77(5): 382-385.
ration: a safe and cost-effective substitute of electric vacuum 19. Nafsia J. Efficacy and safety of paracervical block in
aspiration for the surgical management of early pregnancy manual vacuum aspiration (MVA)- in low resource setting.
loss. J Pak Med Assoc 2011; 61(2): 149-153. Bangladesh J Obstet Gynaecol 2016; 31(2)): 70-74.

9. Gweneth BL, Nicholas SF and Tod F. Impact of paracervi- 20. Nigeria: Administrative Division. States and local govern-
cal block on postabortion pain in patients undergoing abortion ment areas, https://www.citypopulation.de/php/nigeria-admin.
under general anaesthesia. Contraception 2009; 80: 78—82. php?adm2id=NGA011001 (accessed 2 August 2021).

10. Tagoe CN and Okolo RU. Female reproductive organs. 21. Zhong B. How to calculate sample size in randomized con-
In: Kwawukume EY, Ekele BA, Danso KA, et al. (eds) trolled trial. J Thorac Dis 2009; 1(1): 51-54.
Comprehensive gynaecology in the tropics. Accra, Ghana: 22. Wong CY, Ng EH, Ngai SW, et al. A randomized, double-
G-Pak, 2017, pp. 33-49. blind, placebo-controlled study to investigate the use of con-
11. Renner RM, Jensen JT, Nichols MD, et al. Pain control in scious sedation in conjunction with paracervical block for
first-trimester surgical abortion: a systematic review of ran- reducing pain in termination of first-trimester pregnancy by
domised controlled trials. Contraception 2010; 81: 372-388. suction evacuation. Hum Reprod 2002; 17(5): 1222-1225.
12. World Health Organisation. Clinical practice handbook for 23. Haefeli M and Elfering A. Pain assessment. Eur Spine J 2006;
safe abortion. Geneva: World Health Organisation Press, 15(Suppl. 1): S17-S24.
2012. 24. Victorian Patient Satisfaction Monitor Annual Survey Report,
13. Calvanche JA, Delgado-Noguera MF, Lesaffre E, et al. https://vgls.sdp.sirsidynix.net.au/client/search/asset/1160364
Anaesthesia for evacuation of incomplete miscarriage. (accessed 5 November 2022).
Cochrane Datab Syst Rev 2012; 4: CD008681. 25. -Point Likert Scale. In: Preedy VR and Watson RR (eds)
14. Tangsiriwatthana T, Sangkomkamhang US, Lumbiganon P, Handbook of disease burdens and quality of life measures.
et al. Paracervical local anaesthesia for cervical dilatation and New York: Springer, 2010, p. 4288.
uterine intervention. Cochrane Database Syst Rev 2013; 9: 26. Gomez PI, Gaitan H, Nova C, et al. Paracervical block in
CD005056. incomplete abortion using manual vacuum aspiration: rand-
15. Leong MS and Richeimer SH. Conscious sedation for inter- omized controlled trial. Obstet Gynecol 2009; 103: 943-951.
ventional pain procedure. In: Lennard TA, Walkowski S, 27. Atashkhoii S, Abdollahi S, Dajani AG, et al. Conscious seda-
Singla AK, et al. Pain procedure in clinical practice. 3rd ed. tion with and without paracervical block for transvaginal
Philadelphia, PA: Elsevier, 2011, pp. 23-30. ultrasonically guided oocyte collection: a comparison of the
16. Kan ASY, Caves N, Wong SYW, et al. N,/O, in suction evac- pain and sedation levels, and postoperative side effects. /ran J

vation. Human Reprod 2006; 21(10): 2606-2611.

Reprod Med 2006; 4(2): 51-56.


https://www.citypopulation.de/php/nigeria-admin.php?adm2id=NGA011001
https://www.citypopulation.de/php/nigeria-admin.php?adm2id=NGA011001
https://vgls.sdp.sirsidynix.net.au/client/search/asset/1160364

