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ABSTRACT

Background: Achieving effective pain control during the postoperative period
continues to be a clinically significant issue in facilitating the recovery
process. The aim of this prospective randomized double blind placebo
controlled study was to evaluate the analgesic efficacy of oral paracetamol and
diclofenac sodium sustained-release when administered alone or in
combination before elective Otolaryngologic surgery in adults.

Materials and Methods: This study include 80 adult patients aged 15-65yrs,
they were randomized into four groups as follows n= 20 in Group I, placebo
[Vit. C 500mg per oral (PO)]; n=20 in Group II, [Paracetamol 1000mg PO];
n=20 in Group I1I [Diclofenac sodium sustained release 100mg PO] and n=20
in Group 1V, [paracetamol 1000mg and diclofenac sodium sustained-release
100mg PO]. The drug was administered 45min before elective
otolaryngologic surgery. All patients received standard anaesthetic technique.
During the postoperative period, pain was assessed using visual analogue scale
(VAS), requirement of rescue analgesia and side effects.

Results: There was significant reduction of postoperative pain in group II,
group 111 and group IV compared to group | and there was no statistically
significant difference found between group I, group Il and group IV in
reducing postoperative pain. There was comparable reduction of postoperative
pain between group Il and group 111 with no statistical significance.

The time of first rescue analgesia administration was significantly shorter in
group | (p =0.004) compared to the other groups, and the total dose of rescue
analgesia was statistically significant between the study groups with (p =
0.013), the total dose being maximum in group I.

The need for rescue analgesia was reduced to 50% in group IV compared to
15%, 25% and 30% in group |, group Il and group 1 respectively, but no
statistical significance found with p=0.1. With respect to side effects, nausea,
vomiting and sedation, there was no significant difference between the groups.
Conclusion: We conclude that oral premedication with paracetamol 1000mg
and diclofenac sodium sustained-release 100mg and their combination
provides effective analgesia in the postoperative period after otolaryngologic
surgery. The combination provides better opioid sparing effect than either
drug given alone. Hence, paracetamol and diclofenac sodium sustained-release
(NSAIDs) can be used safely as an alternative to opioids in reducing
postoperative pain after otolaryngologic surgery.

Keywords: Analgesia; Visual Analogue Scale; Rescue Analgesia; Opioid;
Non-opioid;
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INTRODUCTION

Achieving effective pain control during the
postoperative period continues to be a clinically
significant issue in facilitating the recovery process.
For this, effective analgesia is an essential part of
postoperative management. The current
armamentarium of analgesic drugs and techniques
for the management of postoperative pain continues
to grow at a rapid rate. However, effective treatment
for acute postsurgical pain still poses unique
challenges for practitioners.? The expanding
patient population requires a perioperative analgesic
regimen that is highly effective, has minimal side
effects, is intrinsically safe, and can be easily
managed in the community.® Therefore major goal
in the management of postoperative pain is to
minimize the dose of medication and lessen the side
effects while providing adequate analgesia. This
goal is best accomplished with multimodal and pre-
emptive analgesia.?
Adequacy of postoperative pain control is one of the
most important factors in determining when a
patient can be safely discharged from a surgical
facility and has a major influence on the patient’s
ability to resume their normal activities of daily
living. Hence, effective postoperative pain relief
leads to earlier mobilization, shortened hospital stay,
reduced hospital cost and increased patient
satisfaction.[
Perioperative analgesia has traditionally been
provided by opioid analgesics; however, extensive
use of opioids is associated with an array of peri-
operative side effects, such as respiratory
depression, drowsiness, sedation, postoperative
nausea vomiting (PONV), pruritis, urinary retention,
ileus, and constipation which can delay hospital
discharge.[* Intraoperative use of large bolus doses
or continuous infusions of potent opioid analgesics
such as remifentanil may actually increase
postoperative pain as a result of their rapid
elimination or the development of acute tolerance. [
In addition partial opioid agonists (e.g., tramadol)
are also associated with increased side effects(e.g.,
nausea, vomiting, ileus) and patient dissatisfaction
compared with both opioid and non-opioid
analgesics."1  Therefore, anaesthesiologists and
surgeons are increasingly turning to non-opioid
analgesic techniques as adjuvants for managing pain
during the perioperative period to minimize the
adverse effects of opioid analgesics.l?l Hence, the
search is on for regimes of non-opioid analgesia
with less adverse effects and patients satisfaction in
patients undergoing otolaryngologic surgery. This
study is an effort in that direction.
Aims and Objectives
e To study the pre-emptive analgesic efficacy of
oral paracetamol, diclofenac sodium and a
combination of these drugs in adult patients
undergoing otolaryngologic surgery.

e To study the opioid sparing effect of oral
paracetamol and diclofenac sodium and a
combination of these drugs in the perioperative
period.

MATERIAL AND METHODS

Study design: This is a randomized double-blind

placebo-controlled  study.  After  obtaining

institutional ethical committee approval, written

informed consent, this study was conducted on

patients posted for elective otolaryngologic surgery

under general anaesthesia at St. John’s Medical

College and Hospital, Bangalore, during the period

October 2010 to October 2011.

Eighty patients randomly allocated to four groups.

Each group had 20 patients; these patients were in

the age group of 15 - 65 years, of either sex and

belonged to ASA | and Il. The drugs used were Tab.

Paracetamol and Diclofenac sodium sustained

release, for the analgesic and opioid sparing effect.

Group I: Placebo VitC 500mg peroral(PO).

Group II: Paracetamol 1000mg PO.

Group IlI: Diclofenac sodium sustained-release

100mg PO.

Group 1V: Paracetamol 1000mg and Diclofenac

sodium sustained-release100mg PO.

Inclusion criteria

+ Patients willing to give consent.

» Agel5 - 65 years.

 Either sex.

« ASA | and ASA Il patients.

Exclusion Criteria

+ Patients not willing to participate in the study.

« ASAIIl & IV patients.

» Pregnant/breast feeding women.

» Patients allergic to any medication used in the
study.

Method of collection of data

Patients posted for elective otolaryngologic surgery

under general anaesthesia after an appropriate pre

anaesthetic evaluation, were randomly assigned by

sealed envelope method into four groups. The study

drug for premedication was coded, put in the

envelope and sealed, by the person not involved in

the study the envelopes were shuffled, patients were

asked to pick up a sealed envelope. The drug

contained in the envelope was given to the patient

by the nurse in the ward. After the investigation the

envelope were decoded.

The study drug was administered orally with a sip of

water 45 minutes before surgery. A standard

balanced anaesthetic technique was followed (using

induction with propofol, intermittent doses of

fentanyl and atracurium with 1% isoflurane and

endotracheal intubation) and patients were evaluated

for pain from the time of recovery up to 24 hours of

postoperative period and 1V Tramadol 50mg was

administered as rescue analgesic when VAS was 4

and above or the patient requested for pain relief.

The following variables were recorded:
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e VAS score: Immediate post extubation (time 0),
after 30min, at 1%, 2", 3, 6t 12t 16M and 24t
hours.

e Time to 1% dose of Rescue Analgesia and the
required dose of rescue analgesic.

o Side effects like nausea, vomiting and sedation.

Statistical Methods: The data collected was

analyzed using a descriptive statistical analysis.

Results on continuous measurements are presented

as Median, Quartiles, Mean and SD (Min- Max) are

used to represent the average values of the
parameters and results on categorical measurements
are presented in Number (%).

Analysis of variance (ANOVA) has been used to

find the significance of study parameters between

three or more groups of patients. Chi-square test has
been used to find the significance of study
parameters on categorical scale between two or

more groups. The Fisher’s exact test looks at a

contingency table which displays how different

treatments have produced different outcomes.

Kruskal — Wallis test has been used to find the

significance of VAS score in four groups of patients.

Mann — Whitney U is a non-parametric statistical

hypothesis test for assessing whether one of two

samples of independent observations tends to have
larger values than the other. Significance is assessed
at 5% level.

Statistical software: The statistical software namely

SAS 9.2, SPSS 15.0, Stata 10.1, MedCalc 9.0.1,

Sysdtat 12.0 and R environment ver.2.11.1 were

used for the analysis of the data Microsoft word and

Excel have been used to generate graphs, tables etc.

RESULTS

There was no significant difference in age between
the four groups (p=0.1), similarly, there was no
significant difference in gender distribution (p=0.9) ,
height and weight analysed among the study groups
(p =0.409, p =0.840 respectively).

Study analysis revealed there was a statistically
significant association of comorbid conditions and
with pain (p =0.015). Evaluation of pain in the 24
hrs postoperative period as shown in the [Table 2],
the comparison of VAS score among the four

groups in different time periods at 0 min, 30 min,
18t 2nd 31, gt 12t 16™, 24" hrs with p value of
0.880, 0.069, 0.003**, 0.042*, 0.202, 0.034*
0.001**, 0.043*, 0.035*.

Analysis on VAS score for pain revealed that there
was marked reduction in pain in Group IV, with
least VAS score in comparison with Group I. There
were similar findings of reduction in pain in Groups
Il and 111 patients when compared to Group |. Both
these findings were statistically significant. When
Group IV was compared with Group Il and 111, VAS
score at different time period O min, 30 min, 1%, 2",
3, 6" 12 16M, 24" hrs was not statistically
significant with p value 0.729, 0.412, 0.676, 0.708,
0.964,0.155,0.242,0.169,0.969.

In the current analysis, the VAS score in patients
under Group Il was comparable with that in group
111 with no statistical difference in relation to pain
relief at different time period.

In the present study, analysis [Table 1] we observed
that among those who received rescue analgesia
(RA), the time to first RA administration in minutes
from extubationis significantly shorter in group |
(p=0.004) compared to other groups.

The total dose of rescue analgesia (RA) given was
significantly higher in Group | when compared to
the other groups (p =0.013). The requirement of
rescue analgesia was reduced by 50% in Group 1V,
when compared to 15%, 25% & 30% in groups I, |1

and Ill respectively [Table 3]. However, these
results fell short of achieving statistical significance
(p=0.12).

With regards to side effects such as nausea and
vomiting and sedation [Table 4,5] there was no
significant difference between the groups.

888883888

mGroup |
OGroup Il

Percentages’

BGroup
L]

e o

Awake 3 alert Drowsy Asleep but arousable Asleep but not

arousable

Figurel: Graph showing Sedation score.

Table 1: First rescue analgesia requirement and dosage in different groups.

Group | Group Il Group I Group IV p value
Rescue Analgesia in min from extubation 30(7.5,60) 150(112.5,360) 120(30,180) 105(10,195) | 0.004
Rescue Analgesia Total dose 100(100,175) 50(50,100) 100(50,100) 50(50,112.5) | 0.013
Table 2: Comparison of VAS score at different time periods Median (Q1, Q3)
VAS score Group | Group 11 Group 111 Group IV p value
Baseline 0.00 0.20 0.00 0.00 0.108
0 minute 0(0,4.5) 0(0,2) 0(0,1) 0(0,2) 0.880
30 minutes 3(0,4) 1(0,2.75) 0(0,2) 0(0,2) 0.069
1 hour 3(2.25,4) 1(0,2) 0.5(0,3) 0(0,2) 0.003**
2 hours 3(0.5,3.75) 1.5(0,2.75) 0.5(0,1.75) 0(0,2.75) 0.042*
3 hours 3(0.5,4) 1.5(0,2) 1.5(0,3) 0(0,1.75) 0.202
6 hours 2(1.25,3) 1(0,2.75) 0(0,3) 0(0,1.75) 0.034*
12 hours 2(1.25,3) 1.5(0,2.0) 0.5(0,2) 0(0,1.0) 0.001**
16 hours 2(0,3) 1(0,2.0) 1(0,2) 0(0,1.75) 0.043*
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[ 24 hours [ 2(0,3) | 0(0,1.75) [ 0(0,2) [ 0(01.75) [ 0.035*

Table 3: Rescue analgesia requirement in different groups.

Rescue Analgesia | Group | Group 11 Group 11 Group IV p-value
NO% NO% NO % NO%

Received 17 (85%) 14 (70%) 15 (75%) 10(50%)

Nil 3(15%) 6 (30%) 5(25%) 10(50%) 0.1

Total 20(100) 20(100) 20(100) 20(100)

Table 4: Number of patients with nausea.

Nausea Group | Group I1 Group 1 Group IV p-value
No.% No.% No.% No0.%

Yes 5(25%) 1(5%) 2(10%) 1(5%)

No 15(75%) 19(95%) 18(90%) 19(95%) 0.255

Total 20(100) 20(100) 20(100) 20(100)

Table 5: Number of patients with Vomiting

Vomiting Group | Group 11 Group I Group IV p-value
No.% No0.% No.% No0.%

Yes 1(5%) 0(0%) 2(10%) 2(10%)

No 19(95%) 20(100%) 18(90%) 18(90%) 0.747

Total 20(100) 20(100) 20(100) 20(100)

DISCUSSION sex and race showed that pain tolerance decreases

Interest in finding alternatives to opioid analgesics
for the treatment and prevention of postoperative
pain has led to an increasing use of non-steroidal
anti-inflammatory drugs (NSAIDs) and
paracetamol, of these paracetamol is perhaps the
safest and most cost-effective non-opioid analgesic
when administered in appropriate analgesic dosages.
Oral NSAIDs have long been used for treating non-
surgical pain syndromes because of their well-
known anti-inflammatory, antipyretic, and analgesic
properties.ltl Therefore, we studied the analgesic
efficacy and opioid sparing effect of oral
paracetamol and diclofenac sodium and a
combination of these drugs, based on VAS score in
the first 24hrs of postoperative period in eighty adult
patients of ASA | & IlI, who underwent various
elective otolaryngologic surgeries under general
anaesthesia.

There are various studies in literature on analgesic
efficacy and opioid sparing effects of NSAIDs and
paracetamol in the postoperative period of various
surgical procedures such as dental, otolaryngologic,
obstetric, gynaecological, orthopaedic, laparoscopic
cholecystectomy, urology, thyroid and cardiac
surgery by different routes of administration, during
preoperative or postoperative period.[*%14

Age distribution: In our study, there was no
significant difference in age noted between the four
groups (p value 0.1), although the majority of
patients were between 21 to 30years.

Sex distribution: The study group included 53
(66.3%) males and 27(33.8%) females giving a ratio
of 3:2. The sex distribution being comparable in all
four groups, there was no significant difference
between gender distributions among the study
groups with a p value of 0.9. According to
Woodrow et al, analysis of pain with respect to age,

with age, men tolerate more pain than women,
Caucasians tolerates more pain than Orientals, while
Afro-Caribbeans occupy an intermediate position.
Our study did not include observation on variation
in pain with respect to age, sex and race. Bellville et
al, in their study on influence of age on pain relief
from analgesics noted that the older age group
reported more pain relief in the postoperative
period.[]

In our study analysis as shown in height and weight
were equally distributed among all the groups and
was not statistically significant respectively. As
Stone et al, noted that obese people were
considerably more prone to having daily pain.[*4
This might be in relation to chronic pain. Similar to
our study, Issioui et al, reported, there were no
significant difference in pain perception among the
four treatment groups with respect to age, weight
and sex.[*¥!

Comorbid condition & ASA grading: Our study
analysis shown in the association of comorbid
conditions  (Diabetes  Mellitus, Hypertension,
Asthma, Multiple sclerosis & CVA) and ASA
grading with nociceptive pain was statistically
significant with a ‘p’ value, and we found that
patients with comorbid conditions of ASA grade Il
were significantly more in Group 1 and Group Il
compared to Group Il and Group IV. This appears
to be due to chance, as our patients were randomly
allocated in to the four groups by means of sealed
envelopes. There are studies in literature showing
clinical evidence of association of comorbid
conditions  with  chronic  pain  such as
musculoskeletal pain and neuropathic pain (e g.
diabetes mellitus musculoskeletal disorder, HIV,
cancers, mental health disorder).[516]

Surgical procedure: Shows various
otolaryngologic procedures that patients underwent
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in the present study. Although otolaryngologic
surgery might not be associated with a frequent
incidence of severe postoperative pain, we found
that 85% of the patients in the Group | required
rescue analgesia as they experienced mild to
moderate pain in the early postoperative period.
Study by Issioui et al, found that 50% of the patients
in the Placebo group experienced moderate-to-
severe pain in the early postoperative period.[%
Duration of surgical procedure: In our study,
mean duration of surgery was shorter in Groups Il
and 111 as compared to Groups I and 1V but was not
statistically significant (p=0.275).

The dose and route of administration of drugs: In
our study, paracetamol 1000mg was used based on
the studies done previously. Seideman et al, studied
the  pharmacokinetics of paracetamol, and
demonstrated the relatively lower bioavailability of
suppositories compared to oral tablet. The tablets
were absorbed faster and had higher peak plasma
concentration than suppositories.[!’l Studies have
shown that oral paracetamol 650-1000 mg, has a
significant analgesic effect after dental and oral
surgery, and in women who had undergone
episiotomy procedures.[18-20]

The perioperative safety of Diclofenac is
controversial because of its effect on platelet
aggregation, which might increase blood loss, this
has been the matter of concern with NSAIDs
associated with increased post-operative
bleeding.[?+-?2

However, several studies have demonstrated the
safety of the perioperative use of NSAIDs both after
tonsillectomyand adenoidectomy.!?2% Likewise, in
our study we did not find perioperative bleeding to
be increased with the use of diclofenac sodium.
None of the patients needed re-operation for
hemostasis.

VAS score: VAS score among the four groups at
different time periods revealed that maximum
reduction of pain was statistically significant in
Group IV with least VAS score when compared to
other groups. Group | had maximum pain score.
When Group IV was compared with Group Il and
111, VAS score was least in Group 1V, although not
statistically significant. Combinations of NSAIDs
with paracetamol should be more effective than
either of the drugs in isolation, as they possess
different sites of analgesic action. We need larger
future studies to achieve statistically significant
difference between the groups.

Analogous to our findings, study done by Issioui et
al, showed that a combination of acetaminophen and
celecoxib was significantly more effective than
placebo in reducing postoperative pain after
otolaryngologic surgery.l’®1 However Naesh et al.,
found no overall difference in pain scores between
the combination group (paracetamol 1.5 g and
rofecoxib 50 mg)and a control group (paracetamol
1.5 g and placebo) for adult tonsillectomy.[?6]
Similar to our finding, Montgomery et al,
randomised control study showed there was no

significant difference in VAS score between the
study groups (paracetamol 1500mg, diclofenac
sodium100mg and combined drugs) after major
gynaecological surgery. In this study, the author did
not include placebo control and Viitanen et al,
Noted there was no improved analgesia with
combined drugs (paracetamol and ibuprofen) when
compared to individual drug alone after
adenoidectomy in the immediate postoperative
period.[?7:28l

However, Merry et al, showed that combined drugs
(acetaminophen 500 mg and ibuprofen 150 mg)
provide superior pain relief after oral surgery to
paracetamol or ibuprofen alone.®! Similar results
were demonstrated by Hiller et al, Following
orthopaedic surgery combined use of acetaminophen
and ketoprofen provided better analgesia than either
drug alone in the 24-hour postoperative period.°!

A qualitative systemic review study done by CIiff et
al, showed that the combination of paracetamol and
NSAIDs was more effective than paracetamol or
NSAIDs alone in 85% and 64% of relevant studies,
respectively. This study concluded that a
combination of paracetamol and NSAIDs may offer
superior analgesia compared with either drug
alone.3U

Our current study analysis showed that pain relief
was significantly effective in patients under Group
Il & 111 compared to Group I. Similar to our study
finding Watcha et al, concluded that patient
satisfaction with pain management was improved in
all three treatment groups rofecoxib (50 mg) or
celecoxib (200mg) paracetamol (2000mg) compared
with placebo.®? However Issioui et al,  Showed
oral celecoxib 200mg or paracetamol 2000mg alone
was not significantly more effective than placebo.l?®!
Whereas Coby et al, demonstrated average pain over
24hrs was lower after diclofenac compared with
paracetamol  p<0.01 & placebo  p<0.08
respectively.3

Furthermore our study showed no statistical
difference in relation to pain reduction between
Group Il & Ill. The analgesic efficacy of
paracetamol and diclofenac sodium sustained
release seemed to be at par with each other. Similar
to our findings, Dahl et al, demonstrated that no
differences were found between the groups received
NSAID (ibuprofen 800 mg) and paracetamol 1000
mg with respect to reducing postoperative pain and
opioid consumption.*4 In contrast to our finding
Cooper et al, study reported that NSAIDs (Ibuprofen
400mg) was a more effective analgesic (p<0.05 to
p<0.001) than acetaminophen 1000mg after dental
surgery.[®1 Watcha et al, demonstrated that patient
satisfaction with pain management was higher with
celecoxib and  rofecoxib  compared  with
acetaminophen,®! and studies after dental surgery
showed that NSAIDs were superior to paracetamol
with respect to pain scores.[:%!

Rescue Analgesia (RA): In the present study
analysis we observed that among those who
received RA, the time of first RA administration (in
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minutes from extubation) was significantly shorter
in Group I(p =0.004) compared to the other groups,
and the total dose of rescue analgesia was
statistically significant between the study groups
with(p=0.013), the total dose being maximum in
Group I. Study by Watch et al, noted that the dose of
RA used was significantly decreased in the COX-2
inhibitor groups compared with either the placebo or
the paracetamol treatment groups.

Our study the proportion of patients requiring of
rescue analgesia was minimum in Group 1V (50%),
when compared to 85%, 70% & 75% respectively,
in patients belonging to Groups I, Il and I11. Opioid
sparing effect was highest in Group IV at 50% when
compared to 15%, 30% & 25% respectively, in
patients belonging to Groups I, 1l and Ill. However,
no statistically significant difference was found
between the study groups (p=0.1), although the
clinical analgesia requirement was far less in
combination group (Group 1V) when compared to
other groups. Further, evaluation with larger study
groups may be required to show statistically
significant difference among the study groups.

Study by Viitanen et al, showed that total opioid
requirements were significantly less in the groups
receiving acetaminophen (19%, p=0.03), ibuprofen
(27%, p=0.001), or their combination (28%,
p=0.002) when compared with the group receiving
placebo.?8 Study by Coby et al, revealed that opioid
sparing effect of paracetamol was 36% and of
diclofenac was 40%.13% Another study by Fayaz et
al, found that diclofenac alone or combined with
paracetamol had significant opioid-sparing effect
after CABG, compared with placebo, whereas
Montgomery et al, showed that opioid requirement
was significantly low in the group who received the
combined drugs (paracetamol + diclofenac sodium)
p<0.01 when compared with group received
paracetamol alone, and found no significant
difference with group given diclofenac alone.[?]

In accordance with our findings, a study by Schmidt
et al, concluded that there was no significant
difference with respect to opioid consumption
between groups received diclofenac 50mg and
paracetamol 1000 mg after tonsillectomy.?! Similar
results were reported by Dahl et al, wherein no
differences were found between the groups received
NSAID (ibuprofen 800 mg) and paracetamol 1000
mg with respect to opioid consumption.

Side effects: Analysis of our study with respect to
side effects, nausea, vomiting [Table 4 &5] showed
that no statistically significant difference among the
4 groups (p=0.255), (p=0.747). Similar to our
findings, Montgomery et al, noted that there were no
differences in the incidence of nausea, vomiting and
sedation between the groups,?1 and Watcha et al,
reported no significant differences in the incidence
of nausea, vomiting, or the requirement for
antiemetic rescue medication among the four
groups.®d  However, Fayaz et al, reported
significantly lower episodes of nausea and vomiting
in the combined drugs (diclofenac and paracetamol)

and diclofenac groups than in the placebo group.F8
With respect to sedation as shown in [Figure 1]
there was no statistically significant difference
among the groups whereas Viitanen et al, reported
that children given paracetamol were more sedated
than those given ibuprofen (p<0.05).12!

Therefore, analgesic efficacies of paracetamol and
diclofenac sodium (NSAIDs) may depend on the
type of surgery, patient characteristics, dosage and
route of administration of drugs.['®! The results of
various studies support the clinical practice of using
diclofenac sodium (NSAIDs) or paracetamol and
their combination for acute postoperative pain. A
qualitative review done by Hyllested et al, on a
comparative effect of paracetamol, NSAIDs or their
combination in postoperative pain management
concluded that paracetamol is a viable alternative to
the NSAIDs especially because of the low incidence
of adverse effects, and should be the preferred
choice in high risk patients, it may be appropriate to
combine paracetamol with NSAIDs.[%

We conclude that oral premedication with
paracetamol, diclofenac sodium sustained release
and combination of paracetamol and diclofenac
sodium sustained release provide effective analgesia
in the postoperative period after otolaryngologic
surgery. A combination of paracetamol and
diclofenac sodium sustained release offers higher
opioid sparing effect than either drug by itself.
Therefore, current evidence suggests that combined
drugs may offer superior analgesia in the
postoperative period after otolaryngologic surgery
compared to individual drugs. The analgesic
efficacy of paracetamol was at par with diclofenac
sodium sustained release in providing postoperative
analgesia. Hence, paracetamol can be used as an
alternative drug in place of diclofenac sodium, when
its use is contraindicated for acute postoperative
pain.

Drawbacks of the Study

The sample size is small, study of a larger
population would give more conclusive results and
help in achieving statistical significance in specific
areas of the study.

The study sample has included a wide range of
surgical procedure. A more focused study sample
would yield more specific results.

CONCLUSION

There was significant pre-emptive analgesic efficacy
of paracetamol, diclofenac sodium sustained release
and their combination compared to placebo after
otolaryngologic surgery. The analgesic efficacy of
paracetamol and diclofenac sodium sustained-
release was at par with each other. Hence,
paracetamol can be used as an alternative drug in
place of diclofenac sodium, when its use is
contraindicated for acute postoperative pain.
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