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Abstract

Manual vacuum aspiration (MVA) is a surgical method of managing early pregnancy failure. It is a safe, effective, efficient and
cost-effective technique. It is however associated with moderate to severe pain. The aim is to compare the efficacy of a
combination of paracervical block and intramuscular diclofenac with intramuscular pentazocine and diclofenac in providing
pain relief during the procedure. This was a randomized control trial that was conducted among women requiring MVA at
the Gynaecological emergency unit of Usmanu Danfodiyo University Teaching Hospital (UDUTH) Sokoto. Patients were
randomized into Group A offered Paracervical block and Diclofenac while group B were offered Pentazocine and Diclofenac.
Their pain perception within 5-minute, 30 minute and 2 hours after uterine evacuation was assessed using the numerical
rating scale (NRS), while the side effects profile were assessed using a questionnaire.120 patients were recruited. The mean
pain score at 5-minute, 30 minute and 2 hours in group A were 2.55,0.43 and 0.03 respectively while that of group B were
6.43, 2.83 and 0.52 respectively and this was significant (p< 0.001). Side effect profile of dizziness, nausea and vomiting were
better group A and as such patient were discharged earlier than in group B. About 80% of patient in group A had good
satisfaction with the analgesia given and 90% will desire similar form of analgesia. These were found to be statistically
significant p < 0.001. Paracervical block plus diclofenac is an effective form of analgesia with lower pain score and better side
effects profile.
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Introduction anxiety, cervical dilation and uterine evacuation and
manipulation. As such pain management is an
essential component of surgical management of
miscarriages.

Various studies have attempted to identify the ideal
method of pain relief during MVA with varying
success in terms of pain relief, tolerable side effects
and both patient and surgeon satisfaction. Some of
the agents available for pain relief include non-
steroidal anti-inflammatory drugs, opioids, local and
topic analgesics, sedatives and anaesthetics [6]. These
have been used either singly or in combination. No
one agent has been found to be ideal for all patients
[6]. Hence, essentially the highest level of satisfaction
is achieved by providing the patient with various
options of pain management so that she can choose a
method that best fits her individual circumstances
and wishes [7]. In my centers including mine, the
combination of pentazocine and diclofenac is the
recommended method of pain relief. This often cause
sedation, vomiting and dizziness. This affect patient

Early pregnancy failure is major public health concern
worldwide [1]. It is defined as failure of a pregnancy
before the age of viability. It is a common cause of
maternal morbidity and mortality in most region of
sub-Saharan Africa [2,3]. The aetiology of first
trimester miscarriage is not known with certainty.
However, chromosomal abnormalities have been
implicated in about 50 - 80% of early miscarriages [4].
There are different modalities of treatment of an early
abortion. These may depend on patient preference,
clinical presentation and facilities available and
protocol.  These options include; expectant
management, Medical and surgical management.
Surgical management offers a faster approach than
other methods, it is also the treatment of choice in
actively bleeding patient, septic abortion, failed
medical or expected management and molar
gestation. Pain during manual vacuum aspiration is a
major setback for patient undergoing surgical
management. The sources of pain include from
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satisfaction, increase hospital stay and patients turn
over, and work load to the health care provider and
reduce availability of bed space. The aim of this study
is to compare diclofenac and paracervical block with
diclofenac and pentazocine in achieving pain relief
and to also assess patient’s satisfaction.

Objective

To compare the efficacy of a combination of
paracervical block and diclofenac with pentazocine
and diclofenac in achieving pain relief during manual
vacuum aspiration for first trimester abortion among
women at Usmanu Danfodiyo University Teaching
Hospital.

Methodology

This was a randomized controlled trial that compared
the effectiveness of pain management during manual
vacuum aspiration for the treatment of miscarriage
between a combination of paracervical block and
diclofenac versus pentazocine and diclofenac. The
study was conducted on pregnant women that
presented to Gynaecological emergency unit of the
department with first trimester miscarriage and have
an indication and consented for MVA. These group
of patients include those with incomplete abortion,
missed abortion, blighted ovum, and molar gestation.
Those whose pregnancy is beyond first trimester, had
septic abortion, sickle cell disease, allergic to any of
the medications, chose other form of management
and those that did not consent for the research were
excluded. The patients were recruited in to the study
by convenience sampling. They are then randomized
in to two groups (A and B) using computer generated
random numbers. Those in group A (study group)
received standard dose of 75mg of intramuscular
diclofenac and paracervical block with 15mls of 1%
lignocaine while those in Group B (control) received
intramuscular pentazocine 30mg and diclofenac
75mg within 10 minutes before the evacuation.

The evacuation was performed by IPAS trained
doctors base on the standard IPAS procedure manual.
Structured interviewer’s adminstred proforma was
used at presentation to collect information on socio-
demographic characteristics, medical and obstetric
history of each participant. Gestational age was
determined on best available estimate; either by using
the patient’s last menstrual period or estimation of
gestational age from a first trimester ultrasound scan.
The pain scores at 5,30 and 120 minutes were taken
after the procedure using the numerical rating scale
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(NRS). Then the observed and reported side effects
were recoreded on the proforma. The sample size was
calculated using the mean pain score of previous
studies. The mean pain score where diclofenac and
paracervical block was 5.0 and pentazocine and
diclofenac was 4.2 and the estimated standard
deviation was 1.5 [7].

Sample size for group comparison

2
262 (z +7Z_ )
1—% 1-8
(1 —p2)2

Where n = sample size; 6= Estimated standard deviation= 1.5;
Zia/2= Z statistic for level of confidence of 95%= 1.96; Z13=Z
statistic for 80% power = 0.842; wi- Estimated mean pain score
(large) = 5.0; uz2 = Estimated mean pain scove (small) = 4.2; n =
55.25 7 56 (Minimum sample size for each group)

n=

An attrition rate of 5% was added. Hence 5% of 56
was 2.8. Total sample size rounded up to 60.
Therefore, 60 women presenting with first trimester
abortion were assigned randomly to group A
(Paracervical block and Pentazocine) and another 60
women to group B (Pentazocine and Diclofenac)
making a total of 120 women.

Intramuscular Diclofenac

The Diclofenac brand used was Diclofenac sodium 75
mg, marketed with the trade name Diclowin, with the
batch number 230748; a product of Tianjin Chupet
Pharm. Diclofenac was given IM into the upper outer
quadrant of the left gluteus muscle, using a 23G
hypodermic needle on a 5 ml syringe at a general dose
of 75 mg. A latency period of about 10 minutes was
allowed before the MVA was commenced to give
room for the onset of analgesic action of the drug.

Pentazocine

The pentazocine brand was Fortwin manufactured by
Sun pharmaceutical limited with a batch number
HHAOQO10. It was given intra muscularly at 30mg stat
on the alternate buttocks from the diclofenac in group
B participant only.

Paracervical block

Patient was placed in lithotomy position under good
light source. The cervix was exposed with a bivalve
Cusco’s speculum. Tissue or blood clot around the
cervical Os were removed. A 20mls syringe was used
to withdraw 15mls of 1 % lignocaine and mounted
on an 18gauge needle. About 2-3mls of lignocaine was
injected at 12 o’clock on the cervix where the sponge
holding forceps was placed. A slight traction on the
cervix was applied to allow for easy visualization of the
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cervico-vaginal junction.  About 3mls of 1%
lignocaine was injected at 2, 4, 6 and 8 O’clock on the
cervico- vaginal junction at a depth of about 2-3cm. At
each injection site a gentle withdrawal of the plunger
will be done to ensure the needle is not penetrating a
blood vessel before injecting the anaesthetic drug. In
both groups a period of about 10 minutes was allowed
for the drugs to take effect before commencing the
evacuation. Patients with missed abortion and a
closed cervical Os were given 400ug of misoprostol
per vaginum 4 hours prior to the evacuation to aid in
cervical dilation.

Manual vacuum aspiration

Patient was placed in Lithotomy position. Perineum
was cleaned with antiseptic solution and draped with
sterile towels. The bladder was emptied. A bimanual
pelvic examination is conducted. A Cusco’s speculum
was introduced into the vagina and anterior lip of the
cervix was held with Vulsellum to straighten the
endocervical canal. Manual vacuum aspiration was
performed with 60ml hand held Ipas MVA plus
aspirator connected to an appropriate size Ipas easy
grip canular. The procedure is done in the
gynaecological emergency minor theater. A gentle
evacuation was performed by slowly and gently
rotating cannula and aspirator 180 degrees in each
direction while using an in-and-out motion. This was
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continued until there was sign of emptying. Post
evacuation the patient was assisted off the evacuation
bed to a recovery room where her vital signs and pain
assessment was carried out. Tissues evacuated were
sent for histology. Vitals signs were monitored quarter
hourly until patient was stable enough to be
discharged. Patients were discharged on broad
spectrum antibiotics and analgesia. Injection Anti D
were given to unsensitized patients that were Rh D
negative. Post abortal care was offered. They were
counselled on signs of complications and where to
present when they are noticed. A two-week
appointment was given to present at the
gynaecological clinic with histology result.

Pain assessment

The numerical rating scale (NRS) for pain is a simple
unidimensional measurement of pain intensity in
individual. It consists of numeric values 0 - 10 in
which respondents choose from based on the
intensity of their pain. The values increase with
increase pain intensity, with O being no pain and 10
the worst possible pain ever. It is a reliable and a
reproducible tool for pain assessment [19]. There are
no special skills required for either administrating,
answering or interpreting it. Because of the
aforementioned advantages, this tool was used for this
study.

Mo pain Mild pain Moderate pain

Severe pain

Very severe pain Worst possible pain
l l l l l

6 ] 8 9 10

Patient assessment

The vital signs and pain assessment were conducted
in the recovery room by the attending nurse who was
blinded by the type of analgesia offered to the patient.
The numeric rating pain scale was used to assess pain
level and intensity. Individual patients were assessed
immediately post operation (L.e., within the first 5
minute), 30 minute later and 2 hours later. While
level of satisfaction was assessed and graded using the
Likert scale.

Ethical issues

The research approval was obtained by the ethical
research committee of UDUTH.

Data analysis
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The data obtained was analysed using the IBM
statistical package for the social sciences (SPSS)
version 20. Categorical variables were summarized in
frequencies and percentages. The mean pain scores
within 5 minutes, 30 minutes and 2 hours were
determined and compared among the 2 groups using
the independent student t test and also represented
on a line chart. While the median pain scores were
compared among the different analgesic groups using
the Mann Whitney U test. At a confidence interval of
95% and level of significance of 0.05. The comparison
of side effects and patient satisfaction including desire
for similar analgesia was made using chi square/fisher
exact. Other information was summarized in a tables
and figures.
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Results

The 120 set of participants were randomized into the
group A consisting of 60 participants (Paracervical
group) and group B consisting of 60 participants

Table 1: Socio-demography, indications for manual vacuum aspiration and biological characteristics of the

participants

ISSN:2993-0871

(Pentazocine

BioRes Scientia Publishers

The

deference among the 2 groups.

Sociodemographic
characteristics of respondents was summarized in
table 1 and there was no significant statistical

<20 4 (6.7) 1(1.7)
20-24 11(18.3) 11 (18.3)
25-129 16 (26.7) 16 (26.7)
30 - 34 10(16.7) 11 (18.3)
S35 19G1.7) 21 (35)
| Ehhiniey [ [
Hausa/ Fulani 44 (73.3) 43 (71.7) 4.726 0.193
Igbo 6 (10) 6 (10)
Yoruba 9 (15) 5(8.3)
Others 1(1.7) 6 (10)
| Religon | [ 0208 [ 0820 |
Islam 49 (81.7) 47 (78.3)
Christian 11 (18.3) 13 (21.7)
Others 0(0) 0(0)
| Education status of respondents | | [ 23489 [ 071 |
Primary 3 (5) 2(3.3)
Secondary 20 (33.3) 19 31.7)
Tertiary 29 (48.3) 30 (50)
No formal education 8 (13.3) 9 (15)

Primary 1(1.7) 0(0)
Secondary 20 (33.3) 19 31.7)
Tertiary 26 (43.3) 28 (46.6)
No formal education 13 (21.7) 13 (21.7)

House wife 35(58.3) 34 (56.6)
Student 1(1.7) 2(3.3)
Civil servant 14 (23.3) 14 (23.3)
Business 4 (6.6) 5(8.3)

Others 6 (10) 5(8.3)

Farmer 5(8.3) 6 (10)
Civil servant 35(58.3) 36 (60)
Business 14 (23.7) 16 (26.7)

Others 6(13.3) 2(3.3)

Known 5(8.3) 3(5)

Unknown 55091.7) 57 (95)
Yes 27 (45) 24 (40)

No 33 (55) 36 (60)

Yes 17 (28.3) 18 (30)

No 43 (71.7) 42 (70)
Primigravida 11 (18.3) 11 (18.3)

Multigravida 16 (26.7) 24 (40)
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Grandmultipara 33 (55.0) 24 (41.7)
Gestational age 3.870 0.276
<6 1(1.7) 1(1.7)
6-8 31(51.7) 25 (41.7)
9-11 15 (25) 25 (41.7)
12 13 (21.7) 9 (15)
Types of miscarriage
Incomplete 49 (81.7) 47 (8.4) 9.804 0.075
Missed 6 (10) 8(13.3)
Blighted 5(8.3) 5(8.3)

Table 2: Comparison of pain score between the 2 analgesics group.

Time Paracervical + Diclofenac | Pentazocine + Diclofenac | Mann Whitney P value
group Median (IQR) group Median (IQR) U test
Within 5 minutes 2(1-3) 6(5-8) 396.5 <0.001
30 minutes 0(0-0) 3(0-4) 775 <0.001
2 hours 0(0-0) 0(0-0) 1468 0.001

Mean Pain Score

Paracervical group Pentazocine group

Ln

[25)

]

n
¥
[
5]

(=]

oo E &
3

Within5min At 30 min at

Figure 1: Pattern of mean pain scores across the duration of time assessed among the 2 groups

Table 3: Comparison for request of additional analgesia, satisfaction and desire for similar analgesia between the 2

groups.
Variable Paracervical block + Pentazocine + x* / Fischer | Pvalue
Diclofenac group n (%) | Diclofenac group n (%) exact
Request for additional analgesia 32.862 <0.001
Yes 4 (6.7) 33 (55)
No 56 (93.3) 27 (45)
Satisfaction 27.67 <0.001
Good 48 (80) 22 (36.7)
Moderate 9 (15) 13 (21.7)
Poor 3(3) 25 (41.7)
Desire for similar analgesia 27.692 <0.001
Yes 54 (90) 27 (45)
No 6 (10) 33 (55)

Table 4: comparison of blood loss and time of discharge between the 2 groups.
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Variable Paracervical block + Pentazocine + x>/ Fischer | Pvalue
Diclofenac group n (%) | Diclofenac group n (%) exact
Blood loss 1.214 0.545
<50 30 (50) 33 (55)
50 - 100 29 (48.3) 27 (45)
101 - 150 0(0) 0(0)
> 150 1(1.7) 0(0)
Time of discharge 81.988 <0.001
Within 2 hours 59 (98.3) 10 (16.7)
2-4 1(1.7) 20 (33.3)
4-6 0(0) 30 (50)
Table 5: Side effects profile between the 2 analgesics group
Side effects Paracervical + Pentazocine + x*/Fisher | Pvalue
Diclofenac group n (%) | Diclofenac group exact
Drowsiness 26.44 <0.001
Yes 25(41.7) 52 (86.7)
No 35 (58.3) 8 (13.3)
Nausea and 32.967 <0.001
Vomiting
Yes 6 (10) 36 (60)
No 54 (90) 24 (40)
Dyspepsia 0.120 0.500
Yes 4(6.7) 5(8.3)
No 56 (93.3) 55(91.7)
Tinnitus 7.434 0.006
Yes 7(11.7) 0(0)
No 53(88.3) 60 (100)
Metallic taste 1.534 0.151
Yes 13 (21.7) 19 (31.7)
No 47 (78.3) 41 (68.3)
Numbness 8.574 0.003
Yes 8 (13.3) 0 (0)
No 52 (86.7) 60 (100)

Discussion

The study aimed at comparing the analgesic effective
of paracervical block
pentazocine and diclofenac during manual aspiration
for the surgical management of abortion. The age of
respondents was between 18 - 48 years, with a mean
age of 29.88 + 6.77 and the modal class was 35 years
and above. This is because the incidence of
miscarriage increases with age. In fact, age is an
independent risk factor for abortion [8]. Most of the
respondents are grandmultiparae having 5 or more
number of deliveries. This is not surprising as
multiparity is a risk factor for miscarriage [9]. This is
similar to studies in Kano, Abakaliki and Sokoto
[3,10,11]. The modal gestation age at presentation was
6-8 weeks. This was similar to a study in Kano but

and diclofenac versus
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lower than 10 - 12 found in Maiduguri and 8-12 in
Abakaliki [2,10,11]. This is because majority of
spontaneous abortion occurs in the first trimester
[22]. The most common form of miscarriage in this
study was incomplete abortion in both groups.

The mean pain score within the first 5 minute was
2.55 in the paracervical block group and 6.43 in the
pentazocine group. There was statistical significance
difference between the mean score of the paracervical
group and pentazocine group with a p value of <
0.001. This implies that the paracervical group had a
lower pain perception compared to the pentazocine
group. The median pain relief within the first 5
minutes, 30 minute and 2 hours in the paracervical
group were 2,0,0 and that of the pentazocine group
were 6,3,0 respectively. The differences in the median
pain scores were statistically significant in the first 5
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minute and 30 minutes between the 2 groups (p = <
0.001). However, after 2 hours the pain score was the
same (minimal to no pain) and this was found not to
be statistically different between the two groups. This
may be as a result of quick diminished MVA induced
cramps, which usually occur within 30 - 60 minutes
[12]. The pain perception was higher in the
paracervical group (5.4) and lower in the Opioids
group (Meperidine and Diclofenac) 5.0 in the study
done in Panama by Lopez.13. The higher pain
perception in the paracervical group in the study may
be as a result of differences in ethnicity, geographical
differences and biological makeup of the respondents.
In addition, the Opioids group pain perception is
lower because Meperidine is a stronger opioid than
pentazocine. This may have further reduced the
intensity of pain.

The request for an additional analgesia during the
procedure was less (6.7%) in the paracervical group
compared to the Pentazocine group (55%). Similarly,
there was better patient satisfaction in the paracervical
group than the pentazocine group. Most patient will
desire paracervical block more than pentazocine. It
will be logical to think this is because pain relief is
better with paracervical compared to pentazocine
group. These were all statistically significant with a p
value of less than 0.001. Renner et al reported similar
better patient satisfaction with paracervical group
compared with sham [14]. However, Nishant et al
reported a contrasting result, where patients that
received deep sedation had a better satisfaction
compared to those that received paracervical block
[15]. A Cochrane review did not show any difference
in terms of requirement for additional analgesia and
patient satisfaction when paracervical block was
compared with systemic analgesia and sedation [16].
Different methodology and study design coupled with
study population may have accounted for the
differences.

There was no statistical difference between the two
groups in terms of blood loss. However, patients in
the paracervical group were discharged earlier. About
98.3% of respondents were discharged within 2 hours
in the paracervical group and the remaining 1.7%
within 4 hours. While only about 16.7% of patients
were discharged within 2 hours in the pentazocine
group. Half of the respondent were discharged within
6 hours in the pentazocine group. The time of patient
discharge was found to be statistically different
between the 2 groups (p = < 0.001). This was as a
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result of dizziness, weakness and vomiting associated
with patient under the pentazocine group.

Side effect such as drowsiness, nausea and vomiting
were seen more with patient in the pentazocine group
than the paracervical group. These differences were
statistically significant with a p value of < 0.001.
While, side effects such as numbness and tinnitus
were seen more in the paracervical group and this was
equally statistically significant p = 0.003 and 0.006
respectively. This again may be explained by the
parenteral administration of pentazocine which may
ultimately give more systemic side effect than locally
administered paracervical block which has more
action at the site where it was given. Side effects such
as dyspepsia and metallic taste were not statistically
different between the 2 groups. None of the
respondents had cardiorespiratory depression,
confusion or convulsion. In general, the fewer side
effect found in this study is in keeping with the
finding by the WHO and RCOG which resulted in
the recommendation for its use for pain relief during
manual vacuum aspiration [17,18].

Conclusion

Paracervical block using 1% lidocaine and
intramuscular diclofenac during manual vacuum
aspiration when compared to intramuscular
pentazocine and diclofenac is a more effective method
for pain relief. The side effects profile such as
dizziness, nausea and vomiting were less in the
paracervical group compared to the pentazocine
group. As such, patients’ satisfaction and desire for
similar form of analgesia is better with the paracervical
block group. The use of paracervical block and
diclofenac for pain relief is therefore a safer and more
effective method of analgesia during manual vacuum
evacuation when administered properly.
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