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ABSTRACT

Objective: To examine the effectiveness of oral tramadol in term of postoperative pain and compare it with
intravenous analgesics in patients underwent cesarean sections.

Study Design: Randomized controlled trial

Place and Duration of Study: Department of Gynaecology and Obstetrics, Services Institute of Medical
Sciences Lahore from 15t March 2019 to 315t August 2019.

Methods: Two hundred and twenty patients undergoing lower segment cesarean section were enrolled in this
study. All the patients were divided equally in to two groups. Group | contains 110 patients and received oral
tramadol and group Il with same number of patients received intravenous analgesics. Pain score was examined
and compare between two groups by using Visual Analogue Scale (VAS) at 2, 6, 12 and 24 hours
postoperatively. Adverse effects of drugs were examined and compare between both groups.

Results: The mean age of patients in group | and Il was 30.02+5.24 years and 30.65+5.05 years. No significant
difference was observed in term of pain score between both groups at 2 hours p-value >0.05 (group |
6.42+2.25, group 1l 6.36+1.98). At 6 hours mean pain score in group | patients was 4.85+1.68 and in group Il it
was 3.06+0.74, a significant difference was observed with p-value <0.001. At 12 and 24 hours no significant
difference was observed between both groups regarding mean pain score with p-value >0.05. Drowsiness was
the commonest adverse effect in both groups [(group | 16 (14.55%), group Il 14 (12.73%)]. No significant
difference was observed regarding adverse effects of drugs between both groups with p-value >0.05.
Conclusion: Oral tramadol is safe and effective for the management of postoperative pain and should be used

as an alternate of intravenous analgesics.
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INTRODUCTION

Inadequately treated postoperative pain can contribute
significantly to morbidity of surgical patients, resulting in the
delay of patients’ recovery and ability to return to daily
functional activities.® Early recovery is especially important
for a patient who is expected to take care of her newborn
shortly after an operative procedure. Evidence from studies
done in high income settings has demonstrated that
inadequately treated pain after cesarean section is
associated with an increased incidence of chronic pain?
and post-traumatic stress syndrome.3

In  low-income countries, postoperative pain
management can be particularly challenging for several
reasons including the expectation of postoperative pain by
patients (thereby making no effort to request for pain relief)
and the high patient-to-nurse ratio that limits assessment of
pain and administration of adequate pain relief medication.*
Early mobilization is a key factor to prevent the risk of
thrombo-embolic disease. Pain has a multifactorial origin,
hence it may be difficult to achieve effective pain control
with a single drug.® Various agents, routes, modes exist for
the treatment of postoperative pain. Historically opioids are
most commonly administered analgesia. Pain, pruritus,
nausea/vomiting, sedation and respiratory depression are
concerning issues that complicate postoperative opioid
usage.®’”

Tramadol is an atypical, centrally acting analgesic,
acts as a weak opioid agonist, and also as a serotonin and

noradrenaline reuptake inhibitor and is an effective
postoperative analgesic.®® Non-steroidal anti-inflammatory
drugs (NSAIDs) have beneficial effect on postoperative
analgesia; addition of NSAIDs has been shown to
potentiate opioid effect, decrease opioid consumption and
also, is devoid of adverse effects of opioids.1®1! Piroxicam,
NSAID, has long half-life, extensive protein binding which
allows for its once a day dosing.'? The present study was
conducted aimed to examine the efficacy of oral tramadol
and compare with intravenous analgesics for pain
management after cesarean sections.

MATERIALS AND METHODS

This randomized controlled trial was conducted at
Department of Gynaecology and Obstetrics, Services
Institute of Medical Sciences Lahore from 15t March 2019 to
31t August 2019. A total of 220 women whom were
undergoing lower segment cesarean section were enrolled.
Patient’s detailed demographics including age, weight and
clinical examination were recorded. Women who refused to
participate in the study, hypersensitivity to study
medications, any systemic contraindications to the use of
study medications, history of peptic ulcer disease or gastro
intestinal bleeding, opioid use for the past month, history of
selective serotonin reuptake inhibitors use, cases of
eclampsia/pre-eclampsia,  significant  pulmonary  or
cardiovascular disease, and those with any intraoperative
complications were excluded. All the patients were divided

PJMHS Vol. 14, NO. 3, JUL — SEP 2020 832


mailto:drsalmabahriatown@gmail.com

Compare the Analgesic Effectiveness of Oral Tramadol Versus Intravenous Analgesic for Pain Management

equally in to two groups. Group | contains 110 patients and
received oral tramadol and group Il with same number of
patients received intravenous analgesics. Tramadol 50mg
and dimenhydrinate 20mg dose was given to group |
patients immediately after cesarean section, then 50mg of
tramadol capsule was given at 2, 6, 12 and 24 hours. In
group Il intravenous nalbuphine 4mg with dimenhydrinate
20mg was given to all the patients. Diclofenac 75mg were
given as the rescue analgesia. Pain score was examined
and compare between two groups by using Visual
Analogue Scale (VAS) at 2, 6, 12 and 24 hours
postoperatively. Adverse effects of doses were examined
and compared between two groups.

The data was entered and analyzed by SPSS 24. Chi-
square and student’s ‘t’ test was done to compare the pain
score between two groups. P-value <0.05 was taken as
significant.

RESULTS

The mean age of patients in group | and Il was 30.02+5.24
years and 30.65+5.05 years. Mean weight in group |
patients was 68.28+6.45 kg and in group Il it was
69.55+6.04 kg. In group | mean systolic BP was 115+2.8
mmHg and in group Il it was 117.2+3.8 mmHg. Mean
diastolic BP in group | was 73.2+1.89 mmHg and in group I
it was 72.09+3.48 mmHg. No significant difference was
observed between both groups regarding age, weight and
BP with p-value >0.05 (Table 1). When postoperative pain
was analyzed by VAS, no significant difference was
observed in term of pain score between both groups at 2
hours p-value >0.05 (group | 6.42+2.25, group |l
6.36+1.98). At 6 hours mean pain score in group | patients
was 4.85+1.68 and in group Il it was 3.06x0.74, a
significant difference was observed with p-value <0.001. At
12 and 24 hours no significant difference was observed
between both groups regarding mean pain score with p-
value >0.05 (Table 2).

Table 1: Demographics of all the patients

Variable Group | Group Il P-value

Age (years) 30.0245.24 | 30.65+5.05 0.62

Weight (Kg) 68.2846.45 | 69.55+6.04 0.08

Systolic BP (mmHg) | 115+2.8 117.243.8 0.06

Diastolic BP (mmHg) | 73.2+1.89 72.09+3.48 0.07
Table 2: Comparison of pain score between both groups

Pain score Group | Group Il P-value

At 2 hours 6.42+2.25 6.36+1.98 0.6

At 6 Hours 4.85+1.68 3.06+0.74 0.04

At 12 Hours 2.05+0.8 2.01+0.2 0.3

At 24 Hours 1.28+0.02 0.90+0.42 0.06
Table 3: Comparison of adverse effects between both groups

Adverse Outcomes Group | Group Il P-value

Drowsiness 16 (14.55) | 14 (12.73)

Nausea 12 (10.91) | 10(9.09) >0.5

Abdominal pain 3(2.73) 1(0.91)

According to the adverse effects of doses, we found

that drowsiness was the commonest adverse effect in both
groups [(group | 16 (14.55%), group Il 14 (12.73%)],
followed by nausea (group | 12, group Il 10) and abdominal

pain (group | 3, group Il 1). No significant difference was
observed between both groups (p=>0.05)

DISCUSSION

Pain after surgical interventions is the most common
complication found all over the world. Many of treatment
modalities have been used for prevention of postoperative
pain.l® After cesarean section the most common
complication is pain and this can lead to high morbidity.
Postoperative pain is described to severe, moderate and
mild pain and many of analgesic treatments have been
applied to reduce the postoperative pain. Intravenous
analgesics with NSAIDs are considered as a treatment of
choice for the prevention of postoperative pain.'*'5 In
present study we compare the analgesic efficacy of oral
tramadol with intravenous analgesics in patients
undergoing cesarean sections. During the study period 220
patients whom were received lower-segment cesarean
section and met the inclusion criteria were analyzed.
Patients were randomly divided in to two groups, each
groups consist of 110 patients. Group | received Oral
Tramadol and group Il received intravenous nalbuphine. No
significant difference was observed between both groups
regarding age, weight and blood pressure with p-value
>0.05. A study conducted by Banapura et al'® regarding
efficacy of tramadol and tramadol plus piroxicam for pain
management after cesarean section, in which they reported
that the mean age of tramadol only group was 25.41+3.94
years and in other group it was 24.41+3.4 years. No
significant difference was observed regarding BP and
weight of patients between both groups.

In the present study, postoperative pain analyzed by
VAS, no significant difference was observed in term of pain
score between both groups at 2 hours p-value >0.05 (group
| 6.42+2.25, group Il 6.36+1.98). At 6 hours mean pain
score in group | patients was 4.85+1.68 and in group Il it
was 3.06+0.74, a significant difference was observed with
p-value <0.001. At 12 and 24 hours no significant
difference was observed between both groups regarding
mean pain score with p-value >0.05. A study conducted by
Habib et al'’ regarding efficacy of oral tramadol and
intravenous analgesics for pain management after
cesarean section and they reported no significant
difference between both groups at 4 and 12 hours
(p=>0.05), while a significant difference was noted at 8
hours in which patients who received intravenous
analgesics had less pain at 8 hours as compared to oral
tramadol group (p=<0.05).

Duan et al'® reported that efficacy of intravenous
tramadol versus intravenous hydromorphone for prevention
of postoperative pain, in the tramadol and hydromorphone
groups exhibited equivalent incision pain NRS at different
time points (P>0.05). Visceral pain in the tramadol group
was higher than that in the hydromorphone group at
postoperative 4 hours (2.9 [1.2] vs 2.3 [1.4], P=0.011) and
8 hours (2.4 [1.1] vs 1.8 [1.1], P=0.028).

Studies on oral tramadol are limited in postoperative
caesarean patients. Wilder-Smith et al'® conducted a study
on intramuscular tramadol and diclofenac when given in
combination has betterpain relief and time to first analgesic
demand was reduced.
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In the current study, we found that drowsiness was

the commonest adverse effect in both groups [(group | 16
(14.55%), group Il 14 (12.73%)], followed by nausea (group
| 12, group Il 10) and abdominal pain (group | 3, group Il 1).
No significant difference was observed between both
groups (p=>0.05). These results were comparable to
several previous studies regarding analgesic efficacy of
different medication doses.?0-22

CONCLUSION

Postoperative pain is one of the worst conditions and can
lead to higher morbidity in patients after cesarean sections.

Early and better management may helps to

reduce

complications rate. We concluded from this study that oral
tramadol is safe and effective for the management of
postoperative pain and should be used as an alternate of
intravenous analgesics.

REFERENCES

1.

10.

Barash P, Cullen Bruce F, Stoelting Robert K, Cahalan
Michael K, Stock Christine M. Clinical anesthesia.
Philadelphia: Lippincott Williams & Wilkins; 2009.

De Brito Cangado TO, Omais M, Ashmawi HA, Torres MLA.
Chronic pain after cesarean section. Influence of
anesthetic/surgical technique and postoperative analgesia.
Brazilian J Anesthesiol 2012;62(6):762—74.

Maggioni C, Margola D, Filippi F. PTSD, risk factors, and
expectations among women having a baby: a two-wave
longitudinal study. J PsychosomObstetGynecol
2006;27(2):81-90.

Bagi IA, Ahmed ME. Postoperative pain and analgesic
prescription in Khartoum: evaluation of current practice. East
Afr Med J 1993;70(8):502-5.

Vanderah TW. Pathophysiology of pain. Med Clin North Am
2007;91(1):1-12.

Wilder-Smith CH, Hill L, Dyer RA, Torr G, Coetzee E.
Postoperative sensitization and pain after Cesarean delivery
and the effects of single IM doses of tramadol and diclofenac
alone and in combination. AnesthAnalg2003;97:526-33.
Ismail S, Shahzad K, Shafig F. Observational study to
assess the effectiveness of postoperative pain management
of patients undergoing elective cesarean section. J
Anaesthesiol Clin Pharmacol 2012; 28(1):36-40.

Rawal N. Current issues in postoperative pain management.
Eur J Anaesthesiol 2016;33(3):160-71.

Demirel I, Ozer AB, Atilgan R, Kavak BS, Unlu S, Bayar MK,
et al. Comparison of patient-controlled analgesia versus
continuous infusion of tramadol in post-cesarean section
pain management.JObstetGynaecol Res 2014;40(2):392-8.
Werawatganon T, CharuluxanunS. Patient controlled
intravenous opioid analgesia versus continuous epidural

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

analgesia for pain after intra-abdominal surgery. Cochrane
Database Syst Rev 2005; 25(1): CD004088

Patil S, Somashekara SC, Veerabhadra Goud GK,
Bhanurekha S, Jayanthi Reddy L, Deepalaxmi S. Tramadol
analgesia in labour. Int J Pharm Biomed Res 2012; 3: 49-51
Robertsll LJ, Morrow JD. Analgesicc-antipyretic and
antiinflammatory agents and drugs employed in the
treatment of gout. In: Hardman JG, Limbard LE, Goodman
GA, eds. The pharmacological basis of therapeutics. 10" ed.
New York: Mc Grow Hill; 2001:713-714.

Kumari K, Swaroop N, Sharma P, Seth S, Kanti V, Kumar D.
Intravenous infusion of tramadol - a safe labour analgesia.
Int J ReprodContracepObstetGynecol 2015; 4: 1044-7.
Solanki RN, Gosai ND, Joshi GM, Patel BM, Modi HV, Jain
R. A Comparative study of intravenous nalbuphine HCI and
tramadol HCI for post-operative pain relief following
orthopaedic surgeries. Asian Pac J Health Sci
2015;2(1):155-60.

Khalili G, Salimianfard M, Zarehzadeh A. Comparison
between paracetamol, piroxicam, their combination, and
placebo in postoperative pain management of upper limb
orthopedic surgery (a randomized double blind clinical trial).
Adv Biomed Res 2016; 5:114.

Banapura A, Mamatha KR, Prabha P. Tramadol and its
combination with piroxicam in post-cesarean pain
management: a comparative study. Int J Basic Clin
Pharmacol2017;6:404-9.

Habib F, Sohail |, Sadiq H. Analgesic efficacy of oral
tramadol in post-operative caesarian section patients. J Soc
ObstetGynaecol Pak 2019; 9(3): 170-75.

Duan G, Bao X, Yang G, Peng J, Wu Z, Zhao P, et al.
Patient-controlled intravenous tramadol versus patient-
controlled intravenous hydromorphone for analgesia after
secondary cesarean delivery: a randomized controlled trial to
compare analgesic, anti-anxiety and anti-depression effects.
J Pain Res 2018;12:49-59.

Wilder-Smith CH, Hill L, Dyer RA, Torr G, Coetzee E.
Postoperative sensitization and pain after cesarean delivery
and the effects of single IM doses of tramadol and diclofenac
alone and in combination. AnesthAnalg2003; 97: 526-33.
Caspani O, Reitz MC, Ceci A, Kremer A, Treede RD.
Tramadol reduces anxiety-related and depression-
associated behaviors presumably induced by pain in the
chronic constriction injury model of neuropathic pain in rats.
PharmacolBiochemBehav2014;124:290-6.
WoldehaimanotTE, Eshetie TC, Kerie MW. Postoperative
pain management among SurgicallyTreated patients in an
Ethiopian hospital. PLoS One 2014; 9(7):e102835.

Chi X, Li M, Mei W, Liao M. Comparison of patient-controlled
intravenous analgesia with sufentanil versus tramadol in
post-cesarean section pain management and lactation after
general anesthesia - a prospective, randomized, double-
blind, controlled study. J Pain Res 2017; 10:1521-7.

PJMHS Vol. 14, NO. 3, JUL — SEP 2020 834



