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Objectives: The aim of this study was to prospectively assess pain and associated analgesic consumption after otological
surgery comparing two prescription patterns.

Study Design: A prospective nonrandomized consecutive cohort study.
Methods: 125 adult patients undergoing ambulatory otologic surgery-cochlear implantation and endaural middle ear sur-

gery, were assigned (according to surgeon’s preference) and prospectively studied in two arms: 1) acetaminophen 500 mg
+ ibuprofen 400 mg; 2) acetaminophen 500 mg + codeine 30 mg. Pain levels, medication dose, disposal patterns of opioids,
and suspected side effects were evaluated.

Results: All patients reported mild to moderate pain. There was a statistically significant reduction of pain from day to day,
which was on average 0.26 lower than the day before. Sufficient pain control could be achieved with both drug regimens with no
significant difference in pain levels. Only 50% of patients who were prescribed opioids used them. Additionally, the median tablet
intake was 3 tablets while 10 to 20 tablets were prescribed. The majority of patients (97%) did not dispose of these drugs safely.

Conclusion: Adequate analgesia was achieved in both arms of this study. Pain control following otologic surgery with a
combination of acetaminophen and nonsteroidal anti-inflammatory drugs is recommended unless contraindications or chronic
opioid use are present. If opioids such as codeine (30 mg) are prescribed, the amount should be reduced as low as possible,
such as five tablets, based on our studied population.

Key Words: Pain, nonopioids, opioids, pain control, otologic surgery.
Level of Evidence: 3

Laryngoscope, 132:204–211, 2022

INTRODUCTION
The opioid crisis has been a major scourge with both

healthcare and social challenges over the past 25 years.
Several previous studies have shown that opioids are
often prescribed in excess for acute postoperative pain.1–4

Boyd et al and Qian et al. showed that approximately 1/3
to 2/3 of prescribed opioids are used after otologic surgery.4,5

Over prescription leads to a facilitated availability for
improper use without medical control.1–3,6 This fact is unde-
rlined by the “2010 National Survey on Drug Use and
Health” stating that 71% of prescription drugs used non-
medically are obtained from friends and relatives- 55% for
free, 11% with payment, and about 5% stolen.7,8 A number
of obstacles remain to effectively change prescribing habits
and patient acceptance; there is a lack of evidence on

postoperative pain control with nonopioid medications to
allay the fear of undertreating pain. Prescribing patterns
vary substantially between different countries, raising the
suspicion that pain after otologic surgery can be controlled
without opioids.9 Setting clinical practice guidelines for
postoperative pain management will require a larger pool of
data from our specialty.

The aim of this study was to prospectively assess
pain and associated analgesic consumption after otologic
surgery comparing two arms: acetaminophen/ibuprofen
and acetaminophen/codeine. Disposal patterns of pre-
scribed opioids and suspected side effects were evaluated.

MATERIAL AND METHODS
The study was conducted in compliance with the Sun-

nybrook Institutional Research Ethics Board (REB# 3335).
Informed written consent was given by each patient before
participating.

125 adult patients were included in this prospective
study. These patients underwent either cochlear implan-
tation (CI) or endaural surgery at a single institution by
one of three surgeons (J.C., T.L., and V.L.). Five patients
were lost to follow-up. One patient did not feel comfort-
able to continue with the study and dropped out. Details
on all 119 included patients are summarized in Table I.
All patients were consecutively enrolled over a 6-month
period between October 2020 and March 2021, details are
shown in the flow diagram. Inclusion criteria were

From the Department of Otolaryngology—Head and Neck Surgery,
Sunnybrook Health Sciences Centre (V.D., J.T.L., J.M.C., A.F.H., T.N.L., V.Y.L.),
University of Toronto, Toronto, Ontario, Canada; Department of Research
Design and Biostatistics, Sunnybrook Research Institute (A.K.), University
of Toronto, Toronto, Ontario, Canada.

Editor’s Note: This Manuscript was accepted for publication on
August 20, 2021.

The authors have no funding, financial relationships, or conflicts of
interest to disclose.

Meeting: Part of the results of this study were presented at CI2021.
Send correspondence to Vincent Y. Lin, MD, FRCSC, Department of

Otolaryngology—Head and Neck Surgery, Sunnybrook Health Sciences
Centre, University of Toronto, 2075 Bayview Ave, Toronto, Ontario M4N
3M5, Canada. E-mail: vincent.lin@sunnybrook.ca

DOI: 10.1002/lary.29845

Laryngoscope 132: January 2022 Dahm et al.: Pain and Medication After Ear Surgery

204

The Laryngoscope
© 2021 The American Laryngological,
Rhinological and Otological Society, Inc.

https://orcid.org/0000-0003-1295-1850
https://orcid.org/0000-0001-9345-4500
https://orcid.org/0000-0003-0505-158X
mailto:vincent.lin@sunnybrook.ca
http://crossmark.crossref.org/dialog/?doi=10.1002%2Flary.29845&domain=pdf&date_stamp=2021-09-08


patients older than 18 years, undergoing endaural surgery
(stapedotomy or tympanoplasty with tragal cartilage har-
vest only) or CI, and willingness to participate in the study.
Exclusion criteria were patients using opioids daily, or those
lacking English proficiency to answer questionnaires.

At enrollment, patients were asked if they were ever
treated for substance abuse. Additionally, they were
asked to rate their pain on a numeric rating scale (NRS)
between 0 and 10. These scales are validated tools used
to assess postoperative pain scores.10 The NRS we pro-
vided to patients included the following explanation:
0 = pain free, 1 = very mild, 2 = discomforting, 3 = tolera-
ble, 4 = distressing, 5 = very distressing, 6 = intense,
7 = very intense, 8 = utterly horrible, 9 = excruciating/
unbearable, 10 = unimaginable/unspeakable. Further,
the NRS included a graphical summary of four main
levels of pain: 0—no pain, pain intensity between 1 to
3 was summarized as mild pain, 4 to 6 as moderate pain,
and 7 to 10 as severe pain. Patients with a pain level
above 0 indicating chronic or acute pain before surgery
were also included in the study.

Pain Medication
Patients were not randomized to treatment groups.

The two main treatment regimens represent the surgeon’s
preferences: 1) acetaminophen 500 mg (q4h—quaque
quarta hora—every 4 hours) + ibuprofen 400 mg (q4h); 2)
acetaminophen 500 mg (q4h) + codeine 30 mg (q6h).
Patients were told to take pain medication as needed.
About 30 mg of codeine was chosen as it is the equivalent
dose of Tylenol #3, a commonly prescribed combination of
acetaminophen and codeine. Patients were instructed to
use acetaminophen as first-line oral therapy, while reserv-
ing ibuprofen or codeine for breakthrough pain. In the sec-
ond arm, about half of the patients were prescribed
10 tablets of codeine and the other half 20 tablets of
codeine as per surgeon’s preference.

In the second arm, in those patients who underwent
a CI, 5 ml of bupivacaine 0.25% was injected along the
postauricular incision at the end of surgery by one of
the two surgeons in that group. This application of local
anesthetic at the end of surgery represents the surgeon’s
preference. Patients’ profiles are depicted in Table I.

Flow Diagram

[Color figure can be viewed in the online issue, which is available at www.laryngoscope.com.]
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Diary and Questionnaires
Patients were instructed to make daily entries in

their survey documents for a minimum of 7 days or as
long as they had pain. In their diary, they recorded maxi-
mum daily pain level (as measured on a NRS from 0 to
10), and the number of tablets taken of each analgesic
medication. At follow-up (Day 10–15), patients were
asked to fill out a final questionnaire. Patients were que-
ried about nonincisional pain, and the need to take addi-
tional pain medication. In Arm 2, patients reported how
many codeine tablets remained.

Chronic Disorders and Relevant Daily
Medication

Musculoskeletal pain, arthritis, and migraine were
summarized in history of pain. Both diagnoses (history of
pain and depression) were chosen (ticked off on a ques-
tionnaire) by included patients and did not necessarily
mean that daily treatment for these diagnoses was
received. Consequently, medications such as regular pain
medication and antidepressants are shown in separate
rows in Table I. Pain medication summarizes regular
acetaminophen, cox-2 inhibitor, cox-inhibitors, other
weak opioids, pregabalin, or acetylsalicylic acid (ASA).

Surgery
Technical variations among the three surgeons were

minimal. Cochlear implantation was carried out in a
standard fashion with a postauricular incision, mastoid-
ectomy, posterior tympanotomy, and round window

electrode insertion. The receiver stimulator and the mag-
net were placed under a musculoperiosteal flap. The skin
incision was closed with sutures and staples.

Middle ear surgeries were performed via an endaural
approach through a small incisural incision; self-retaining
retractors were used for exposure. Surgical procedures
were limited to stapedotomies or tympanoplasties.
For tympanoplasties, tragal cartilage and perichondrium
were harvested for reconstruction. Limited drilling was

Fig. 1. Median pain levels over the first week of surgery on a numeric
rating scale 0 to 10. Error bars denote interquartile range.

TABLE I.
Patient Demographics According to Oral Analgesics Prescription.

Acetaminophen/Ibuprofen Acetaminophen/Codeine Total

Number of patients 42 77 119

Endaural CI 18 31 32 45 50 69

Female Male 21 21 38 39 59 60

Left Right 19 23 37 40 56 63

Median Age in years 56.5 yr (IQR 46.8–67.3) 56.0 yr (IQR 44.0–70.5) 56.0 yr (IQR 45.0–69.0)

Median BMI kg/m2 26.7 kg/m2 (IQR 22.8–29.9) 26.4 kg/m2 (IQR 23.1–29.1) 26.6 kg/m2 (IQR 23.0–29.4)

Percentage (number) of patients with chronic disorders or relevant daily medication

Hx of pain 21% (n = 9) 23% (n = 18) 23% (n = 27)

Pain medication 14% (n = 6) 9% (n = 7) 11% (n = 13)

Pregabalin 2% (n = 1) 4% (n = 3) 3% (n = 4)

ASA 10% (n = 4) 14% (n = 11) 13% (n = 15)

Depression 12% (n = 5) 7% (n = 5) 8% (n = 10)

Pain level > 0 7% (n = 3) 5% (n = 4) 6% (n = 7)

History of substance abuse 0% (n = 0) 0% (n = 0) 0% (n = 0)

Tobacco (current smokers) 7% (n = 3) 8% (n = 6) 8% (n = 9)

Alcohol (at least 1�/week) 43% (n = 18) 48% (n = 37) 46% (n = 55)

Illicit drugs 2% (n = 1) 5% (n = 4) 4% (n = 5)

Hx (history) of pain includes all patients stating that they had a pain disorder such as arthritis, musculoskeletal pain, or migraines. Pain medication includes
patients who take regular pain medication due to one of the mentioned diagnoses. Pain level > 0 implies the presence of pain preoperatively as reflected by a
subjective numerical rating above 0.

ASA = acetylsalicylic acid.
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performed for access to the middle ear. Endaural and
tragal incisions were closed with absorbable sutures.

Statistical Analysis
Results are detailed as medians with interquartile

range (IQR) or mean with standard deviation (SD), where

appropriate. A linear mixed model was used to evaluate
the slope of pain scores of the first 7 days after surgery
(day 0—day of surgery up to postoperative day 7). To calcu-
late the difference of pain scores between the two surger-
ies, an average pain score over the first 7 days was used
and a two-sided t-test was carried out. T-test was used to
calculate difference of pain score on day of surgery, and on
day 1 after surgery comparing those that received local
anesthesia and those that did not. A two-sided t-test was
also used to compare patients who drink alcohol to those
that do not, body mass index (BMI) > 30 kg/m2

and ≤ 30 kg/m2, as well as difference in pain between
females and males.

Fig. 2. Pain levels Arm 1 versus Arm 2. Median pain levels of all patients (A), cochlear implantation (B), or endaural surgery (C) over the first
week of surgery on a numeric rating scale 0 to 10. Error bars denote interquartile range.

Fig. 3. Percentage of patients taking specific drugs/drug combinations
for pain control. Patients were added to the Acetaminophen= Ibuprofen
group if they, for example, took daily acetaminophen and one single ibu-
profen tablet aswell as if bothmedicationswere taken regularly.

Fig. 4. Percentage of patients taking opioids and nonopioid
pain medications of all patients and according to prescription
group.
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RESULTS
119 patients were included, of which 50 underwent

endaural surgery and 69 underwent CI. Forty-two
patients were prescribed acetaminophen and ibuprofen
while 77 were prescribed acetaminophen and codeine for
postoperative pain control. Median pain duration for all
patients was 7 days (IQR 3–9 days).

Median pain levels of all patients over the first week
after surgery are shown in Figure 1.

There was a statistically significant reduction of pain
from day to day, which was on average 0.26 lower than the
day before (P < .0001). There was no statistically significant
difference between patients undergoing CI and endaural
surgery (P = .23). Further there was no statistically signifi-
cant difference of pain levels comparing Arm 1 to Arm 2
(P = .21) as seen in Figure 2. Arm 1 and Arm 2 were conse-
quently subdivided in patients undergoing endaural surgery
and cochlear implantation. Similarly, there was no differ-
ence in pain levels when averaging pain over the first week
after surgery (endaural surgery, P = .22; cochlear implanta-
tion, P = .62). Thirty percentage of all patients used only
acetaminophen for postoperative analgesia. Twenty-eight
percentage took both acetaminophen and codeine. Seven-
teen percentage used acetaminophen and ibuprofen and
12% did not take or need any pain medication following sur-
gery. Details are depicted in Figure 3. In total, 77 patients
(65%) were prescribed opioids (codeine) but only 39 (51%) of
these patients used it. Of those who were prescribed non-
opioids exclusively, 5% ended up requiring opioids (details
are presented down below). Figure 4 shows percentage of
all patients and of each group who consumed opioids as
postoperative pain therapy.

Pain Levels of Different Patient Groups
There was no difference between pain levels of

patients who had a history of a pain disorder (n = 27)
such as migraines, arthritis, or any other musculoskele-
tal pain and those who did not have a pain disorder
(n = 92). The same is true for patients who had no

baseline pain (n = 112) compared to those who did
report to have pain before surgery (n = 7). Lastly, there
was no difference between patients on pain medication
or other relevant medications (n = 32) such as ASA or
pregabalin and patients who did not take any relevant
other medication (n = 87). These results are depicted in
Figure 5. There was no statistically significant differ-
ence between the pain scores of patients who drank alco-
hol and those that did not drink alcohol (P = .55), as
well as between patients with a BMI above 30 kg/m2

Fig. 5. Comparison of pain levels over the first week of surgery on a numeric rating scale 0 to 10. Error bars denote interquartile range.
(A) Median pain levels of patients with and without history of pain disorders (migraine, arthritis, musculoskeletal pain); (B) Median pain levels of
patients with and without baseline pain. (C) Median pain levels of patients who were on regular relevant medications (acetaminophen, ibupro-
fen, pregabalin, ASA)

Fig. 6. Difference of pain levels of patients undergoing cochlear implan-
tation with and without long-lasting local anesthetics. Median pain level
on the day of surgery and on postoperative day 1 and 2 divided into
patients who did receive local bupivicaine at the end surgery and
patients who did not. The horizontal line indicates the median, and the
x indicates the mean. The boundaries of the box represent the lower
and upper quartiles. The whiskers are drawn from the edge of the box
to the largest and smallest values that are outside the box but within
1.5 standard deviations. Circles depict outliers.
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and those with a BMI ≤30 kg/m2 (P = .31). There was no
statistically significant difference of pain levels between
men and women (P = .59).

Local Anesthesia
Sixty-nine patients underwent CI, of which

30 received long-acting local anesthetic (bupivacaine) at
the end of surgery. Thirty-nine patients did not receive
local anesthesia. Difference in pain levels of these two
groups on the day of surgery (P = .76) and postoperative
day one (P = .78) are depicted in Figure 6. Additionally,
there was no difference of drug usage in the first 24 hours
following surgery. Mean drug usage (tablets) is as follows:
acetaminophen 1.7 (with): 1.6 (without); Codeine 0.6(with):
0.7 (without). Two of the 30 patients had a temporary
facial paresis at the end of surgery due to the bupivacaine
injection, which fully resolved by the next day.

Medication Use and Excess Opioids
Ninety-five patients took a median of 11 tablets of

acetaminophen (IQR 5–18 tablets). Twenty-seven
patients took a median of 7.5 tablets of ibuprofen (IQR
4.25–16 tablets) and 37 patients took a median of
3 codeine tablets (IQR 3–7 tablets). Forty patients were
prescribed 10 tablets of codeine, while 36 were prescribed
20 tablets. Mean consumed tablets were 2.43 (� 3.37 SD,
range 0–10) in the 10-tablet prescription group, while
mean consumed tablets was 2.44 (� 4.23 SD, range 0–16)
in the 20-tablet prescription group.

In total, nine patients added pain medication or
substituted the prescribed analgesics with other analge-
sics. Three patients added oxycodone, of which two had
oxycodone at home from a prior prescription. Four

patients took ibuprofen although they had been pre-
scribed acetaminophen and codeine. One patient decided
to use tramadol and celecoxib, which was the patient’s
usual pain medication for chronic musculoskeletal pain.
Another patient took naproxen instead of the prescribed
medication. One single patient went to the emergency
department, mainly due to dizziness after stapedotomy
and was prescribed oxycodone.

In total, 67 patients were left with 855 tablets of
excess codeine, translating to nearly 13 tablets per
patient. Almost all patients (96%) kept the medication at
home. Three patients utilized their pharmacies to dispose
of remaining codeine while one patient discarded excess
codeine in the garbage.

Other Symptoms and Complaints
Patients were asked if they had any other com-

plaints since the surgery that prompted them to take
pain medication. In total, 29 patients complained about
headaches, of which 70% had undergone CI and 30%
endaural surgery. No other sites of pain were reported.

Nineteen patients reported some bleeding from the
wound, 26% of which were in the ibuprofen group, despite
only half actually taking ibuprofen. Twenty-six patients
complained of constipation, 24 of drowsiness, and 24 of
nausea; primarily in the codeine group (65%, 83% and
71%, respectively). These results are depicted in Figure 7.
None of the patients reported epigastric discomfort. Fur-
ther, there was no incident of renal failure during the
study period.

DISCUSSION
In this study, we compared pain levels after CI (via

postauricular approach) to endaural surgery and pain
levels with nonopioid and opioid medications. All included
patients had low to moderate pain levels with the maxi-
mum pain on the day of surgery and a continuous reduc-
tion from day to day over the first week. Further, sufficient
pain control was achieved with both prescribed pain regi-
mens (acetaminophen + ibuprofen and acetaminophen +
codeine). None of the patients had to see their family physi-
cian or visit an emergency department to supplement their
pain medication. In a previous study on hospital revisit and
complication rates after otologic surgery, only 5% of 16,709
patients needed an unexpected revisit, of which less than
10% were linked to pain.11 No severe side effects were
encountered during the herein presented study period. Con-
stipation, drowsiness, and nausea were associated with
codeine use. Only half of the codeine prescriptions were
filled while the remaining prescriptions resulted in an
excess of 855 tablets. This consumption rate was similar to
other investigations.1 Median codeine tablet use was 3 with
an IQR of 3 to 7 tablets, despite being prescribed 10 or
20 tablets, which is similar to previous studies.2 However,
patients who were prescribed more codeine did not take
more codeine tablets. Excess codeine was not disposed of
safely by the large majority of patients.

Results of the study show that sufficient pain control can
be achievedwith nonopioid analgesics (i.e. acetaminophen and

Fig. 7. Reported side effects. Percentage of patients in Arm 1—
Ibuprofen and Arm 2—Codeine.
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ibuprofen). A previous review concluded that combination
analgesia after otologic surgery is preferred, as this regimen is
noninferior in alleviating postoperative pain when compared
to acetaminophen and tramadol.12,13

For patients undergoing otologic surgery, in particular,
endaural surgery or CI, the use of postoperative opioid pre-
scriptions should be limited. In our study, there was no signifi-
cant difference between pain levels following endaural surgery
compared to cochlear implantation. (i.e. postauricular inci-
sion). Qian et al. showed that patients undergoing a pos-
tauricular incision were prescribed, but also used significantly
more opioids for a longer time than patients undergoing trans-
canal procedures.5 Opioids may be necessary in patients with
contraindications to nonsteroidal anti-inflammatory drugs
(NSAIDs) or those taking daily opioid medications due to
chronic pain. Mavrommatis et al. conducted a retrospective
study and concluded that the main difference between
patients needing opioids and those not needing them was
chronic pain conditions.14 The two main reasons for surgeons
not wanting to prescribeNSAIDs is the fear of kidney damage
and postoperative bleeding.15 A Cochrane review analyzing
23 trials concluded that in patients with normal preoperative
renal function, NSAIDs should not be withheld because of
concerns about postoperative renal impairment.16 Multiple
studies have shown that NSAIDs are not associated with
increased postoperative bleeding.17–19 An additional reason
for not prescribing NSAIDs might be fear of gastrointestinal
side effects, such as heart burn or ulcers. Ibuprofen has been
shown to have a lower risk of gastrointestinal (GI) side effects
compared to diclofenac for example.20 Further, studies have
shown that many GI concerns can be avoided with the addi-
tion of proton pump inhibitors.21

Commonly seen as a less harmful analgesic option given
its categorization as “weak” opioid according to the WHO
grading system, codeine may have unpredictable outcomes on
patients.22 Some patients are CYP2D6 poor metabolizers and
someare rapid or ultrarapidmetabolizers.23Although thefirst
group does not benefit from this medication, the latter have a
substantially increased risk of toxicities, especially in young
users.23

Codeine is mainly prescribed in premixed combina-
tions with ibuprofen or acetaminophen; patients are often
unaware that such a premixed combination contains an
opioid which may be the basis of misuse, overuse, and
toxicities.24 Studies have shown that codeine is associated
with dependence and overdose-related mortality.24 Mis-
use of premixed combinations can further lead to an over-
dose of the nonopioid drug and lead to severe toxicities.24

The onus is clearly on the prescribing physicians to limit
the use of codeine for postoperative pain, while avoiding
premixed combinations to improve awareness.

Limitations of the presented study include the non-
randomized preference allocation and the small sample
size. The lack of inclusion of intra- and perioperative
analgesic and steroid therapy prior to discharge could
have had a material effect on pain management in the
first 24 hours postoperatively. A further important limita-
tion is the inclusion of two different surgical procedures.
This adds a confounding factor into the study results as
well as the inclusion of the use of long-lasting local anes-
thetics at the end of 43% of the cochlear implantations.

Recall bias and the subjectivity of pain grading via a
numerical scale are inherent limitations in a qualitative
study. Additionally, patients were not queried on any
supplements, which might have been used for pain ther-
apy such as cannabidiol or herbal supplements. Lastly,
although NRSs have been validated as measurement tool
for postoperative pain,10 there is an inherent bias. Stud-
ies have shown that patients tend to be influenced by
pain peaks and last experienced pain.25 Further there is
a neglect for the duration of pain.25 Consequently, to eval-
uate accurate pain experiences patients would probably
have to report pain scores on an hourly or even more fre-
quent basis.

CONCLUSION
Postoperative pain following routine otologic surgery

can be effectively managed with combination of acetamin-
ophen and NSAID for most surgical candidates. When
opioids, such as codeine are prescribed, the amount
should be limited.
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