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Abstract

In the UK, perioperative non-steroidal anti-inflammatory drugs are commonly administered via the rectal route even though suppositories
are unpopular with patients. This prospective, randomised, double-blind study compares the analgesic effectiveness of diclofenac 100 mg
given either orally or rectally to 42 ASA grades 1 and 2 patients scheduled to undergo day-case laparoscopic sterilization by the application
of Filshie clips. General anaesthesia was induced with fentamgl i~ and propofol and maintained with isoflurane and nitrous oxide in
oxygen. No difference was observed between the two groups in postoperative pain scores, morphine requirement, nausea and vomiting rates
and time to achievement of street fithess. One patient in the rectal group and none in the oral group required in-patient admission. We conclude
that oral and rectal diclofenac are of equal effectiveness in this approach to day-case laparoscopic sterilization.
© 2005 Elsevier B.V. All rights reserved.
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1. Introduction setting. This study was designed to compare the analgesic
and morphine-sparing properties of oral diclofenac premedi-
In the UK, laparoscopic sterilization is commonly per- cation with the administration of suppositories afterinduction
formed as an outpatient procedure. Postoperative pain mayof general anaesthesia—the current practice in our day case
be severe and difficult to manaffd. The efficacy of anal-  unit.
gesic methods such as applying local anaesthetic gel to the
Filshie clips[2], intravenous glycopyrrolatf8] and rectal
diclofenac[4] has been demonstrated.
In other published studies investigating its efficacy,

diclofenac has been administered intramuscul@tlyand After approval by the local ethics committee, written

intravenously[5] following the induction of anaesthesia. . . .
. . -.informed consent was obtained from 42 female outpatients
Neither has been shown to be superior to placebo. Supposi-

tories are unpopular with patieri], and their use without (ASA I or Il aged 25-45 years scheduled for laparoscopic

: . . ._sterilization. Exclusion criteria included allergy to non-
consent has been the subject of a serious professional mis-=

conduct ruling by the General Medical Council (GME). steroidal anti-inflammatory drugs (NSAIDs), asthma, renal

The oral route avoids this problem but there has been no pre_lmpalrment, history of peptlc uI(_:erat|on, bleeding dlsord_er,
. L . . . ; .~ and prior regular analgesia. Patients were allocated to either
vious examination of its effectiveness in the perioperative

group O (oral dosing) or group R (rectal dosing) by com-
—— _ ~_ puter generated random number tables. All patients and the
Presen_ted 'a_saoral_preser_]tatlon at the Group of Anaesthetists in Tra'”'”ginvestigators were blind to the treatment allocations. Group
Annual Scientific Meeting, Bristol, 2003 and as a poster at the WCA 2004 . . . e
Meeting, Paris O patients received oral diclofenac 100 mg modified release
* Corresponding author. (Diclovol® Retard, Arun Pharmaceuticals Ltd, UK) 75 min

E-mail address: AJCorner@doctors.org.uk (A. Corner). preoperatively and a placebo suppository immediately after

2. Method
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induction of anaesthesia. Group R patients received an oralTable1 _
placebo preoperatively and diclofenac 100 mg (Volf%rol Demogr_aphlcdatavaluesare median (range), mean (S.D.) or number where
Novartis Pharmaceuticals, UK) rectally immediately after 2PProPriate

induction of anaesthesia. Placebos were manufactured by the GroupO¢=21)  Group R§=21)
St Thomas’ Hospital Pharmacy and supplied with the corre- Age (year) 36 (3.4) 34 (5.5)
sponding active preparation in numbered sealed packs. ~ Weight (kg) 66 (10.3) 65(13.8)

All patients received a standardised anaesthetic. No other ASA grade
premedication was given. Anaesthesia was induced with 4, 20 21
fentanyl 2ug kgt and propofol 2-4 mg kgt followed by 2 () 1 0
cyclizine 50 mg. A laryngeal mask airway was inserted and  p -vion of surgery (min) 15(6-33) 11 (6-20)

the lungs were ventilated via a circle system. Anaesthesia was
maintained with nitrous oxide 70% and isoflurane 1-2% in
oxygen. When required, neuromuscular blockade was facil- (¢ =0.05,8=0.8). Data were analysed using Studentsst
itated with mivacurium 5-10mg. Atropine, glycopyrrolate for the patient's age and weight, thé-test for categorical
and neostigmine were avoided in all cases. data and the Mann-Whitne¥ test for ordinal data. Sta-
Surgery was carried out via a 5mm laparoscope using tistical tests were performed using Microséft Excel and
Filshie clips. To standardise the procedure as much as pos-Microsoft™ SPSS.
sible, 38 operations were performed by the same Consultant
Gynaecologist, 4 by Specialist Registrars under his direct
supervision. No definable anaesthetic or surgical compli- 3. Results
cations occurred. No additional surgical procedures were
required by any patient. Incision sites were infiltrated with ~ All 42 of the patients in this study gave informed con-
10 ml of bupivacaine 0.5%. sent, 21 in each group. Both groups were of similar age,
Postoperatively, patients were prescribed morphine intra- weight, ASA score and duration of surgeffaple 1. One
venously in 2mg aliquots for severe pain, dihydrocodeine patientrequired subsequentin-patientadmission as aresult of
60 mg for moderate pain, and paracetamol 1000 mg for mild inadequate pain management. Twenty-eight patients (66%)
pain, to be given as and when the nursing staff consideredreturned their 24 h questionnairéaples 2 and 3
it necessary. Ondansetron 4 mg was used for rescue anti- There were no statistically significant differences in post-
emesis. operative pain scores, morphine dose, nausea and vom-
Patients were asked to score their pain on a 100 mm visualiting, time to discharge, and in-patient admission rates
analogue scale (VAS, 0: no pain; 100: worst pain imaginable) (Tables 2 and B
on waking, 1h postoperatively, 2 h postoperatively and on
discharge. A further VAS at 24 h was returned via a question-
naire. 4. Discussion
A power calculation, based on the standard deviation from
a previous study?2], suggested that 20 patients per group In this study we were unable to demonstrate any difference
would be required to detect a 20 mm difference in pain scoresin analgesic effects between patients premedicated with oral

Table 2
Pain scores are median (range)
Time Group O £=21) Group R4=21) )4 95% confidence interval
Waking 25(1-97) 37(0-100) 0.92 —17to +19
1h postoperatively 28(3-74) 26 (0-100) 0.64 —16to +16
2 h postoperatively 10(0-73) 11(0-68) 0.94 —10to +6
Discharge 4(0-31) 5(0-56) 0.61 —5t0+3
Time Group O £=16) Group R£=12) )4 95% confidence interval
24 h postoperatively 4 (0-42) 5 (0-24) 0.76 —41t0 +6
Table 3
Postoperative outcome values are median (range) or number (proportion) where appropriate
Group O ¢=21) Group R4=21) p 95% confidence interval
Morphine dose (mg) 4(0-15) 0(0-26) 0.09 0-4
Time to discharge after surgery (min) 161(120-232) 142(120-219) 0.06 0-34
Nausea 9(43%) 7 (33%) 0.53
Vomiting 2(10%) 1(5%) 0.55

In-patient admission 0 1(5%) 0.31
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diclofenac and those given rectal diclofenac after induction is not certain. Residual effects of anaesthetic and other anal-
of anaesthesia. The in-patient admission rate was acceptablegesic drugs may mask differences in analgesic effect. The
Pain scores were similar and low for both groups at all stages.onset of action may occur late in the postoperative period,
The power calculation was based on the standard deviationby which time many of the patients will have required rescue
of the control group pain scores from Ezeh'’s st{@ly There opioid analgesia. However, the use of this class of drugs is
are few standard deviations reported in the literature. The widespread, often administered by the rectal r¢iite-18]
anaesthetic technique was similar to that used in our study, In the UK, suppositories are not popular. A recent sur-
although the dose of fentanyl was lower gidkg 2. This vey indicated that 54% of patients found the idea of drugs
accounts for the lower pain scores reported by our patients,administered by the rectal route unacceptable, all preferring
making it less likely that a statistically significant difference the alternative oral rout]. It is the practice of the Day Sur-
would occur. Notwithstanding, 20% of our patients reported gical Unit at our hospital to gain informed consent prior to the
pain scores greater than 50 mm and 65% required rescue opirectal administration of diclofenac to help patients manage
oid analgesia. their postoperative pain, in line with the guidelines published

The 66% response rate for the 24 h pain score was dis-by the Association of Anaesthetists of Great Britain and Ire-
appointing. This may be due to the high level of domestic land[19]. The use of oral tablets avoids this need. This study
commitments of the study group. In retrospect, telephoning has shown that after laparoscopic sterilization, when com-
the patients may have produced a greater response. Howbined with early rescue analgesia, oral diclofenac provides
ever, this problem arose after a substantial proportion of an effective alternative to rectal suppositories. It is now our
the patients had been recruited, and to rectify it would have practice to avoid this route of administration where possible.
required a change of study design.
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recovery staff were already trained in its’ use. The onset of [71 |\4/|:;tcgell J. A fundamental problem of consent. Br Med J 1995;310:
peak_analgesu_: effect is slower than Wlth,fent?nyl‘ '?Ut the [8] Novartis Pharmaceuticals UK Ltd. Voltafdl suppositories
duration of action allows for prolonged pain relief. It is not (diclofenac sodium). In: Summary of product characteristics.
possible to quantify the contribution of the NSAID to the Camberley, UK: Novartis; 2000.
overall analgesic effect. However, given the low pain scores [9] Arun Pharmaceuticals UK Ltd. Diclovol SRtablets (diclofenac

and admission rate. the doses of opioid given were not exces- sodium). In: Summary of product characteristics. Camberley, UK:
. ' Arun; 2000.
SIve. . . . . . . . [10] Comfort VK, Code WE, Rooney ME, Yip RW. Naproxen premed-
Previous studies investigating the analgesic efficacy and ~ jcation reduces postoperative tubal ligation pain. Can J Anaesth

effectiveness of NSAIDs after laparoscopic sterilization have 1992;39:349-52.

given conflicting results. Rectal diclofendd] and oral [11] Dunn TJ, Clark VA, Jones G. Preoperative oral naproxen for

naproxer{lO 11] have shown greater efficacy than placebo pain relief after day-case laparoscopic sterilization. Br J Anaesth
. : . : . . 1995;75:12-4.

Regimens of unproven efficacy include rectal indomethacin [12] Crocker S, Paech M. Preoperative rectal indomethacin for anal-

[12]: intramus_CU|ar ketorola¢13], intramus?ma.r[l] and gesia after laparoscopic sterilization. Anaesth Intensive Care
intravenous diclofenaf5]. The reason for this discrepancy 1992;20:337-40.



142 A. Corner et al. / J. of Ambulatory Surgery 12 (2006) 139-142

[13] Shapiro MH, Duffy BL. Intramuscular ketorolac for postoperative [16] Habib A, Sharpe P, Anderson S, et al. Buscdbdor the treat-
analgesia following laparoscopic sterilization. Anaesth Intensive Care ment of pain after laparoscopic sterilization. Anaesthesia 2001;56:
1994;22:22-4. 174-6.

[14] Wakeling HG, Creagh Barry P, Butler PJ. Postoperative analgesia in [17] Alexander JI. Pain after laparoscopy. Br J Anaesth 1997;79:369-78.
dental day case surgery. Anaesthesia 1996;51:784-6. [18] Hedayati B, Fear S. Hospital admission after day-case gynaecological

[15] Wilson CM, Lillywhite N, Matta B, et al. Intravenous busco- laparoscopy. Br J Anaesth 1999;83:776-9.
pan for analgesia following laparoscopic sterilization. Anaesthesia [19] The Association of Anaesthetists of Great Britain and Ireland. Infor-
1999;54:389-92. mation and Consent for Anaesthesia. London: AAGBI; 1999.



	Oral or rectal diclofenac for laparoscopic sterilization
	Introduction
	Method
	Results
	Discussion
	Acknowledgement
	References


