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ABSTRACT

BACKGROUND: Opioid-induced constipation (0IC), a common side effect of
opioid treatment for chronic pain, affects patient health-related quality of
life (HRQL) and may prompt some patients to lower the dose or alter adher-
ence to their opioid medication, compromising pain relief. Although health
care providers (HCPs) are aware of the potential for 0IC, patients may not
inform their HCPs of their 0IC symptoms, and HCPs may not initiate con-
versation regarding OIC if their patients’ pain is controlled. Patients often
try to address 0IC symptoms on their own by using natural approaches or
over-the-counter options. When 0IC is discussed in an office visit, HCPs
typically recommend conventional laxatives to relieve symptoms, but the
efficacy of this approach is unproven and often suboptimal. In many areas
of medicine, HCP perceptions of the impact of adverse effects of treatment
on a patient’s HRQL do not align with the patient’s experience.

OBJECTIVES: To (a) describe HCP-reported understanding of his or her
patients’ experiences with OIC and (b) evaluate the level of agreement or
discordance in perception between patients and their HCPs of 0IC’s impact
on clinical outcomes.

METHODS: This was a prospective, longitudinal, observational cohort
study conducted in the United States, Canada, Germany, and the United
Kingdom (NCT01928953) in patients aged 18 to 85 years who had been
receiving daily opioid therapy for =4 weeks for chronic noncancer pain with
presence of 0IC in the past 2 weeks. Data were collected from retrospec-
tive chart reviews, HCP questionnaires, and web-based patient surveys.
Eligible patients enrolled online and completed the Patient Assessment of
Constipation-Symptoms, the Work Productivity and Activity Impairment
Questionnaire-Specific Health Problem, the EuroQOL 5 Dimensions, and
the Global Assessment of Treatment Benefit, Satisfaction, and Willingness
to Continue standardized questionnaires. The patient-reported component
included 1 baseline survey and 8 follow-up surveys over 24 weeks. HCPs
completed a web-based survey at baseline and at week 24 to assess their
perceptions of 0IC burden, treatment patterns, laxative use, and overall
treatment satisfaction. The correspondence of patient- and HCP-reported
data was evaluated for all similar outcomes from these 2 databases.

RESULTS: Patients (N=489) reported a mean (SD) number of bowel move-
ments (BMs) per week and spontaneous BMs per week of 3.7 (2.9) and
1.4 (2.3), respectively, at baseline. Most (87%) reported chronic pain of
=2 years duration; 65% had used opioids for =2 years; and the mean

pain score at baseline was 6.3, consistent with a moderate-to-severe pain
population. Most (97%) patients at baseline reported any gastrointestinal-
related symptom of at least moderate intensity, with 82% reporting the
same intensity of any symptom at week 24. 0f the 405 patients who had
seen their HCPs in the past month, 63% reported that they had spoken to
their HCPs about constipation, and 62% reported that their HCPs had asked
them if they had constipation in the past month. The proportion of agree-
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ment between HCPs and their patients on the presence of constipation at
baseline was 61%. Similar average pain ratings between HCPs and patients
(5.9 vs. 6.0) at week 24 suggested clear communication regarding the level
of pain experienced by the patient; however, 0IC symptoms, laxative use
and effectiveness, and impact of 0IC on pain management and HRQL were
not fully appreciated by HCPs.

CONCLUSIONS: The importance and severity of OIC are perceived differently
by patients and their HCPs, a discordance that complicates pain manage-
ment and demonstrates a need for greater communication. These disparate
perceptions indicate a need for clinical education and coordination of care
by HCPs to improve understanding and proactively manage OIC in patients
with chronic noncancer pain.
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What is already known about this subject

In the United States, patient surveys and medical record reviews
suggest that 17%-67% of patients experience opioid-induced con-
stipation (OIC) as an adverse event of their opioid pain medication.
In the majority of these patients, the symptoms of OIC affect
activities of daily living and health-related quality of life (HRQL)
and prompt patients to decrease the dose or temporarily stop
using their opioid medication to relieve their constipation.

Discordance between the perceptions of health care providers
(HCPs) and patients is found in many areas of medicine and may

compromise patient care and disease management.

What this study adds

This study investigated the perceptions of patients and HCPs
about the burden of OIC with regard to symptoms, adequacy of
pain management, use and effectiveness of laxative therapy, and
activities of daily living in patients receiving opioids for chronic
noncancer pain with the presence of OIC.

Similar average pain ratings between HCPs and patients (5.9 vs.
6.0) at week 24 suggested clear communication regarding the
level of pain experienced by the patient.

However, OIC symptoms, laxative use and effectiveness, and the
negative effects of OIC on pain management and HRQL were not

fully appreciated by HCPs.
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ffective communication between patients and their

health care providers (HCPs) is recognized as essential

for optimal patient outcomes, but it is often difficult to
achieve in today’s time-constrained health care environment.'?
Discordance between the perceptions of HCPs and patients is
found in many areas of medicine and may compromise patient
care and disease management. For example, in surveys car-
ried out to determine the impact of gastroesophageal reflux
disease (GERD) on health-related quality of life (HRQL), a
disconnect was noted between patients and HCPs regard-
ing treatment of GERD, with HCPs underestimating the use
of over-the-counter therapies by their patients with GERD.*
Similarly, results obtained on HRQL questionnaires completed
by HCPs and their patients with melanoma who were receiving
adjuvant PEGylated interferon-a2b therapy showed that HCPs
significantly underestimated the HRQL impairments that their
patients were experiencing.’

Opioids are commonly used to treat chronic noncancer
pain.® Data from U.S. patient surveys and medical record
reviews suggest that 17%-67% of patients experience consti-
pation as an adverse effect of their opioid pain medication.”
The absence of general agreement on the magnitude of the
problem is an indication that patients may have different per-
ceptions of when opioid-induced constipation (OIC) becomes
an issue for them. This lack of agreement further underscores
the importance of better understanding patient-physician com-
munication. Patients with OIC may experience abdominal
discomfort, nausea, gas, decreased appetite, reflux, bloating,
straining, incomplete evacuation, and hard bowel movements
(BMs).'%!! In the majority (=80%) of patients, these symptoms
affect activities of daily living and HRQL,'* with individuals
receiving opioids who developed OIC reporting significantly
worse HRQL than those who did not develop OIC."

Nonpharmacologic interventions, such as increasing fluid
and dietary intake of fiber, are common first-line approaches
for treating OIC but are rarely sufficient to manage the con-
dition."! Laxatives are often used to treat OIC, but they have
limited efficacy.!*!” Laxatives exist in a variety of formulations,
including surfactants that soften the stool, osmotic agents that
retain water in the gastrointestinal (GI) tract, and stimulants
that promote motor activity and the secretion of fluids in the
GI tract.’>!® Bulk-forming laxatives may not be effective for
the treatment of OIC because the receptors stimulated by the
increased bulk are blocked by opioids.’”> Safety and low cost
render over-the-counter laxatives and natural remedies appro-
priate first choices for pharmacotherapy; however, they have no
ability to block opioid actions at GI opioid receptors."

The symptoms of OIC may prompt patients to decrease
the dose or stop using their opioid medication to relieve their
constipation.'*'* In the international, Internet-based Patient
Reports of Opioid-Related Bothersome Effects (PROBE 1) sur-
vey, 33% of patients reported that they had skipped, decreased,

or ceased use of opioids to facilitate having a BM.!? Thus, the
inability to achieve a balance between pain relief and develop-
ment of constipation impairs HRQL and compromises effective
pain management.”” A better understanding of OIC or more
active HCP participation in monitoring and managing OIC may
help with this balance.

The objectives of this study were (a) to describe HCP-
reported understanding of his or her patients’ experiences
with OIC, including the symptoms experienced, adequacy of
treatment, and adequacy of pain management among patients
receiving chronic opioid therapy for chronic noncancer pain;
and (b) to evaluate the level of agreement or discordance in
perception between patients and their HCPs of OIC’s impact
on clinical outcomes.

Methods
Study Design
This was a prospective, longitudinal, observational cohort
study conducted in the United States, Canada, Germany, and
the United Kingdom (NCT01928953). A detailed description of
the methods of this study has been published.!” Briefly, patients
with usual-care visits to primary care, pain, or other specialty
clinics (neurology, orthopedics, rheumatology) were recruited.
Data were collected from web-based patient surveys, retrospec-
tive chart reviews, and HCP questionnaires. Both patients and
their respective HCPs completed surveys, and the responses
on the HCP survey were based on HCP knowledge of his or
her patients who completed the patient survey. The protocol
and informed consent forms were reviewed and approved by
institutional review boards and ethics committees to meet
country- and site-specific requirements.

Patients

Patients aged 18 to 85 years who had been receiving daily opi-
oid therapy for >4 weeks to treat chronic noncancer pain with
presence of OIC in the 2 weeks before screening were eligible
for enrollment. Patients were receiving a minimum total daily
dose of 30 mg oral morphine or equianalgesic amounts of 1 or
more other opioid therapies and were expected to continue on
opioid therapy for >6 months. Presence of OIC was based on
patient-reported symptoms. Patients were required to report
laxative use if the number of BMs in the past 2 weeks was >3
per week, whereas those with <3 BMs per week in the past
2 weeks were eligible regardless of reported laxative use. Patients
who did not report laxative use were required to report at least
1 symptom of OIC (e.g., straining during BM, hard/lumpy
stools, or sensation of incomplete emptying) in the past 2 weeks.
Patients who were unable or who refused to provide informed
consent, who were unable to use or were without access to a
computer with Internet connectivity to complete the web-based
survey, or who had a history of chronic constipation were
excluded.
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w Study Design
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k Screening, welcome email, welcome letter, and detailed study information sheet.
Online registration, confirmation of information consent, enrollment.
A\ Data abstraction from patient medical record with data entry into EDC by site staff, EQ-5D data entry.

Patient questionnaire completed online.

Physician survey.

EDC=celectronic data capture; EQ-5D=EuroQOL 5 Dimensions; t=time; wks = weeks.

Assessments

Eligible patients enrolled online and completed web-based sur-
veys to provide data regarding sociodemographic and clinical
characteristics, treatment patterns, BMs, constipation history,
laxative use, and patient-reported outcome measures, includ-
ing the Patient Assessment of Constipation-Symptoms (PAC-
SYM),'® with 5 additional symptom items to assess nausea,
vomiting, flatulence, GERD, and headache/migraine. Other
standardized questionnaires in the patient survey included the
Work Productivity and Activity Impairment Questionnaire-
Specific Health Problem,' the EuroQOL 5 Dimensions,?® and
the Global Assessment of Treatment Benefit, Satisfaction, and
Willingness to Continue.?! The prospective, patient-reported
component contained 1 baseline survey and 8 follow-up sur-
veys over 24 weeks. Patients were nominally remunerated for
their time to complete each survey. Retrospective chart reviews
assessed patient medical history, pharmacotherapy (including
opioid and laxative prescriptions), and health care resource
utilization at 2 points in time—at baseline, which included the
12 months leading up to the baseline visit, and at the end of
the 6-month prospective study period (week 24 visit), cover-
ing a total period of 18 months (Figure 1). HCPs completed an

Internet-based questionnaire to assess their perception of OIC
burden, symptoms, and treatment patterns for OIC, laxative
use, and overall OIC treatment satisfaction of their patients
at baseline and at week 24 for each patient who completed a
baseline web-based survey.

Data Analysis

All analyses were performed with SAS software package 9.4
(SAS Institute, Cary, NC). Owing to the extensive nature of
the objectives and number of analyses, descriptive statistics
were applied. Summary measures such as means and standard
deviations (SDs) for continuous variables and counts, frequen-
cies, and percentages for categorical variables were reported; no
statistical significance tests were applied. The correspondence
of patient- and HCP-reported data was evaluated for all similar
outcomes from these 2 databases, including OIC symptoms
and treatment use. All data were analyzed without imputation
for missing responses.

Results
Survey Metrics
Of the 617 patients initially recruited, 500 (81%) were enrolled
and completed the patient baseline survey. Of those, 489 (98%)
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Demographic and Clinical Characteristics of the Overall Patient Population

Patients (N =489) Patients (N =489)
Male, % (n) 37.8 (185) Employment status, % (n)
Age, years, mean [SD] 52.6 [11.6] Employed, full-time 19.0 93)
Race, % (n) Employed, part-time 8.0 39
White 84.9 (415) Studying full- or part-time 1.2 ©)
Black 4.9 4 Both employed and studying 0.6 3
Asian 45 2) Unable to work because of disability or handicap 342 167)
Hispanic/Latino/Latin American 1.8 ©) Unemployed 4.5 2)
Other 29 14 Not currently working (e.g., full-time homemaker) 3.7 (18)
Prefer not to state 0.8 ) Retired 21.1 (103)
Missing 0.2 1 Other 1.4 @
Marital status, % (n) Prefer not to answer 6.1 30)
Single, never married 14.7 (72) Missing 0.2 @
Married 52.4 (256) Body mass index, kg/m2, mean [SD] 20.7 [7.3]
Living together, not married 5.3 (26) Health rating, % (n)
Common-law partnership 2.2 9 Excellent 14 @
Divorced 12.9 63) Very good 6.7 (33)
Separated 1.4 ) Good 29.7 (145)
Widowed 45 22) Fair 42.3 (207)
Prefer not to answer 53 (26) Poor 19.2 9
Missing 1.2 ©) Missing 0.6 3)
Type of chronic pain, % (n)2 Duration of chronic pain, years, mean [SD] 9.8 [8.9]
Back pain 76.7 (375) <2 years, % (n) 133 (65)
Joint pain 51.5 252) >2 years, % (n) 86.7 (424)
Fibromyalgia 14.5 7D Duration of opioid medication, years, mean [SD] 6.4 [6.3]
Headache or migraine 16.0 (78) <2 years, % (n) 239 (117)
Osteoarthritis 194 95) >2 years, % (n) 65.4 (320)
Rheumatoid arthritis 8.4 41 Unknown, % (n)P 10.6 (52)
Neuralgia 235 (115) Pain severity rating
Pain syndrome 33.1 (162) Average pain in last 24 hours, mean [SD] 6.3 [1.8]
Other 15.5 (76) Average pain in last 7 days, mean [SD] 6.3 [1.7]

aPatients could report more than 1 type of chronic pain.

bIncludes participants who reported “I don’t know” for duration of opioid medication; patients reported duration of pain of >2 years (n=49) and <2 years (n=3). The mean

(SD) number of years of chronic pain duration for this group was 12.6 (10.1).
SD=standard deviation.

met criteria confirming the presence of OIC. Chart reviews
were completed for 486 of 489 (99%) eligible patients at base-
line and for 477 (98%) patients at week 24. HCP baseline and
week 24 surveys were completed for 464 (95%) and 457 (94%)
patients, respectively.

Demographic and clinical
characteristics of the overall patient population are shown in
Table 1. Most patients were female (62%) and white (85%),
with a mean age of 53 years. More than half of the patients
(62%) rated their overall health as fair or poor. Twenty-seven
percent of patients were working full- or part-time, and 34%
were unable to work because of disability. The most frequently
reported pain conditions were back pain (77%) and joint pain
(52%). The mean (SD) duration of chronic pain and the mean
(SD) duration of chronic opioid use was 9.8 (8.9) years and 6.4

(6.3) years, respectively. Most (87%) patients reported chronic
pain of >2 years in duration, and 65% had used opioids for >2
years. The mean pain score at baseline was 6.3, both for pain
in the last 24 hours and for pain in the last 7 days, consistent
with a moderate-to-severe pain population.

The mean (SD) number of BMs per week was 3.7 (2.9), and
the mean (SD) number of spontaneous BMs per week was
14 (2.3) (Table 2). On the basis of PAC-SYM and additional
symptom assessments, 97% of patients at baseline reported
any symptom of at least moderate intensity that remained high
throughout follow-up, with 82% reporting the same inten-
sity of any symptom at week 24. Laxative use was sufficient
(defined as use of > 1 laxative >4 times over the past 2 weeks)
in 48%, insufficient in 25%, and absent in 27% of patients. Of
the 405 patients who had seen their HCPs in the past month,
63% reported that they had spoken to their HCPs about
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Patient-Reported Constipation History
and Opioid Use Management at

HCP-Reported Awareness of Patients’
Bowel Symptoms and OIC at Baseline

Baseline Overall
Overall (N=464)
(N=489) Knows patient is experiencing OIC, % (n) 65.1 (302)
Over the past 2 weeks, how many BMs N=488 Patient discussed OIC symptoms/concerns, % (n)
were spontaneous? Yes 76.9 (357)
Mean [SD] 14 [2.3] No 22.8 (106)
Ideally, how often would you like to have BMs? % (n) Missing 0.2 @)
More than once a day 12.7 (62) Patient’s pain level N=404
Once a day 69.9 (342) Mean [SD] 6.3 [1.8]
Every other day 104 (€2) Patient complained about having too few 58.4 Q7D
2-3 times per week 5.9 29 BMs per week, % (n)
Once per week 1.0 5) Typical number of BMs this patient has per N=193
If you saw your HCP in the last month, N=405 week
did you speak about constipation? Mean [SD] 2.5 (1.4]
Yes, % (n) 63.2 (256) Don’t know, % (n) 16.8 (78)
If you saw your HCP in the last month, did N=405 Number of BMs per week this patient considers N=90
your HCP ask if you were having constipation to be too few
in the last month? Mean [SD] 3.5 [2.1]
Yes, % (n) 61.8 @251 Don’t know, % (n) 39.0 (181)
If you did not speak to your HCP about N=149 How does OIC affect this patient’s quality of life? % (n)
constipation, why not? % (n) Life can be carried on as usual 39.7 (184
Constipation not a problem 4.0 © Quality of life is restricted 34.1 (158)
Embarrassed 9.4 a+ Lifestyle is highly affected 6.5 (30)
Ran out of time 4.7 @) Don’t know 192 (89)
Concerned about need to change/reduce pain 134 (20) Missing 0.6 3
medication -
Discussed with doctor in the past 584 87) “Number of HCP responding to the survey.
: BM=bowel movement; HCP=health care provider; OIC=opioid-induced constipation;
Other 10.1 as) SD=standard deviation.

Since starting opioid medication, have you been experiencing
constipation or worsening of current constipation? % (n)

Yes 93.7 (458)
Missing 0.2 (@))
How long after did you begin experiencing N=458
constipation? % (n)
1 day after beginning 44 (20)
Within first week 347 (159)
2-4 weeks 26.0 (119)
5-8 weeks 6.1 28)
>8 weeks 5.2 4
Don’t remember 236 (108)
In past 7 days, did you change how you used your opioid
medication(s) so that you could have BMs? % yes (n)2
If yes, how change,” n (%) 7.6 37
No longer take my pain medication 2.7 @))
Reduced how much of my pain medication I use 43.2 16)
Temporarily interrupted the use of pain 48.6 (18
medication
Switched to a different pain medication 10.8 “)
Other 2.7 (@)

a8% of responders.
bParticipants were able to report more than 1 response.
BM =bowel movement; HCP = health care provider; SD =standard deviation.

constipation, and 62% reported that their HCPs had asked
them if they had constipation in the past month. Results
did not vary appreciably across countries (data not shown),

although fewer patients in the United Kingdom discussed their
OIC with their HCPs (46%) as opposed to patients in other
countries (United States, 64%; Canada, 52%; Germany, 76%).
Of the 149 participants who did not speak to their HCPs about
constipation in the past month, more than half (58%) had not
done so because they had spoken to their HCPs about constipa-
tion in the past, whereas 13% had not done so because of con-
cerns that their pain medication would be changed or the dose
would be reduced. In addition, 8% of patients reported that
they adjusted their opioid pain medication to have a BM, with
the majority experiencing a worsening of pain as a result. Of
these patients, 49% temporarily interrupted and 43% reduced
the use of their pain medication.

Overall, 77% of HCPs
reported that they discussed OIC symptoms and concerns
with patients; however, only 65% were actually aware that the
patients met criteria for OIC and only 58% of HCPs reported
that patients complained of having too few BMs per week
(Table 3). A subset of HCPs responded to additional follow-up
questions about the specific number of BMs patients experi-
enced per week and what number of BMs per week a patient
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Agreement of Patient- and HCP-Reported OIC Symptoms at Baseline: Overall

BMs too hard?

Straining/squeezing to try to
pass?

Incomplete BMs?
Painful BMs?
Abdominal bloating?
BMs too small
Abdominal discomfort?

Flatulence

Feeling that had to pass but
couldn’t?

Headache or migraine

Rectal burning/bleeding or
tearing during or after BM?

Nausea

OIC Symptoms Reported as =Moderate by Patient

GERD

Vomiting

n=190

40.7

n=173 370

T
15

T T T T T 1
20 25 30 35 40 45

OIC Symptoms HCP Has Observed or Discussed with Patient, n (%)

aFrom PAC-SYM.

BM =bowel movement; GERD = gastroesophageal reflux disease; HCP =health care provider; OIC = opioid-induced constipation; PAC-SYM = Patient Assessment of

Constipation-Symptoms.

considered too few. Of those responding, HCPs reported that
their patients experienced 2.5 BMs per week on average, which
is 1 BM per week fewer, on average, than what patients actu-
ally reported. Additionally, 17% of HCPs were unaware of the
number of BMs a patient experienced per week, and 39% were
unaware of how many BMs were considered too few, consistent
with the reported lack of awareness by HCPs that patients met
criteria for OIC. Of those who did provide a response, HCPs
reported that 3.5 BMs per week on average were considered too
few for patients, which is still under the desired 1 BM or more
per day that 83% of patients reported would be ideal. Almost
half (48%) of HCPs responded that treatments to relieve OIC
were moderately to completely adequate. Forty percent of HCPs
reported that they believed that OIC did not have an effect on
patient quality of life with regard to activities of daily living.

Concordance Between Patient- and HCP-Reported OIC and
Pain Symptoms at Baseline. The proportion of agreement
between HCPs and patients on the presence of constipation at
baseline was 61%. The most commonly reported symptoms rated

www.amcp.org  Vol. 22, No. 3

as moderate to severe in intensity by patients were straining/
squeezing to pass a BM (83%), BMs too hard (75%), flatulence
(69%), incomplete BM (69%), bloating in abdomen (69%),
painful BM (67%), and abdominal discomfort (64%); however,
the proportion of HCPs who had observed or discussed each
OIC symptom reported by the patient as being of moderate or
greater severity ranged from 1% to 41% (Figure 2).

In contrast with OIC symptomology, HCPs were well
aware of patients’ pain severity, with both patients and HCPs
reporting an average pain rating of 6.3. Nevertheless,
HCPs overestimated how well patients managed their pain and
OIC concurrently. Although 49% of patients reported that OIC
interfered moderately or completely with the ability of their
opioid medication to adequately control their pain, a majority
(73%) of HCPs reported that their patients’ pain was mostly
or adequately managed (Figure 3). This pattern continued at
week 24, with 46 participants (45%) reporting moderate to
complete interference of OIC with their pain management,
and 73% of HCPs reporting their patients’ pain was mostly or
adequately managed. The proportion of agreement between
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Pain Management?

Discordance Between Patient and HCP Reports of OIC Interference with Adequate

A.Patient Report: How Much Does Constipation Interfere with
Ability to Control Pain

100
90
80
70+
60 —

50

Patients (%)

40
30
20

10

0 4.8 3.9

Baseline Week 24
(n=415) (n=103)

M Moderate interference
M No interference

Complete interference
M Little interference

B.HCP Report: How Much Does OIC Interfere with This Patient’s
Adequate Pain Management

100+
90
80
70
60

50

HCPs (%)

40+
30
20

10+

0

Week 24
(n=103)

Baseline
(n=415)

Not at all managed
M Mostly managed

M Moderately managed
M Adequately managed

aSurvey item was only completed for week 24 if HCP reported an OIC discussion on symptoms or concerns within the past 6 months.

HCP= health care provider; OIC = opioid-induced constipation.

HCPs and patients on the current use of laxatives was 55%,
and the proportion of agreement on the level of benefit and
satisfaction from laxatives varied between patients and HCPs.
Among the 305 patients who reported little to no benefit of
laxative treatment at baseline, 53% of their HCPs reported
moderate-to-complete satisfaction with laxative treatment at
baseline. A similar pattern was present at week 24, with 60%
of HCPs overestimating treatment benefit. For satisfaction,
99 patients (51%) reported they were a little to very dissatis-
fied with laxative treatment at baseline, with 54% of HCPs
overestimating the baseline level of satisfaction of their patients
as moderate-to-complete satisfaction. A similar pattern was
observed at week 24, when 62% of HCPs overestimated their
patients’ satisfaction.

Results at Week 24 Follow-up. Overall, 72% (n=330) of HCPs
reported that they had a follow-up visit or other consultation
with their patients since the baseline visit. The patient-reported
mean pain score was similar to that estimated by HCPs
(5.9 vs. 6.0) at week 24 for pain in the last 24 hours and for pain
in the last 7 days. Of the 330 HCPs who had a follow-up visit,
38% (m=125) reported having discussed OIC symptoms and
concerns with patients. Of these, HCPs responded that 75%

of patients had taken laxatives to manage their OIC since the
baseline survey and that about half (52%) had achieved mod-
erate-to-complete satisfaction with laxative treatment. Almost
half (46%) of the HCPs responded that treatments to relieve
OIC were moderately to completely adequate. About half (54%)
of HCPs expressed that OIC had little to no interference with
the patients’ reports of HRQL. Of those visits in which the
patients discussed OIC symptoms/concerns (n=125), the most
common treatment recommendations were to decrease the fre-
quency of pain medication (39% of HCPs, n=49) or to take an
opioid holiday (47% of HCPs, n=59).

Bl Discussion

In this study, HCP-reported understanding of the patient
experience with OIC and pain management when receiv-
ing chronic opioid therapy for chronic noncancer pain was
assessed. Analyses of consistency between patient and HCP
responses on web-based surveys were interpreted as evidence
of limited or incomplete HCP awareness of the patient disease
burden of OIC. Identical average pain ratings by HCPs and
patients at baseline and similar average pain ratings by HCPs
and patients at week 24 indicated that there appears to be clear
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communication between HCPs and patients regarding the level
of pain experienced by the patients; however, OIC symptoms
(at baseline), laxative use, satisfaction and benefit, and the
impact of OIC on the impairment of pain management are not
fully appreciated by HCPs. A potential factor playing into this
disparity is a lack of communication about OIC between HCPs
and patients that may contribute to a lack of awareness of the
impact of OIC by HCPs and ultimately patient dissatisfaction.
However, identification of reasons for this disconnect would be
a topic for further health promotion research.

Although most HCPs reported that they discussed OIC
symptoms and pain severity with their patients, many were
unaware of their patients’ OIC symptom severity, level of laxa-
tive use, and limited benefits with laxative use, which increased
somewhat during the 6 months of the study. Despite inclusion
in a study of OIC, there appears to be very little advancement
in the conversation between patients and HCPs and very little
improvement in HCP insight into the disease burden of their
patients. Thus, patients’ ability to concurrently manage
their pain and OIC is commonly underestimated by HCPs.

The reasons for a lack of discussion of OIC symptoms may
be related to both HCPs and patients. The HCPs may run out
of time or believe the patients should initiate the conversation,
and/or the patients may not mention OIC symptoms for fear of
losing the opioid medication. There may be a lack of apprecia-
tion of the relationship between OIC and opioid use, a belief
that OIC is a condition that should be self-managed and not
shared with a physician, or embarrassment.

Patients in this survey experienced chronic pain for an aver-
age of 9 years and used opioids for an average of 6 years. The
gap in communication may have widened after being in this
state for so long. A more proactive approach to prophylaxis,
in which patients with chronic pain are targeted to have a
conversation with their HCPs about constipation at the initia-
tion of opioid therapy, may be a way to close this gap. It is also
possible that the availability of better prescription therapies for
OIC may also bring patients closer to their HCPs.

A previously published analysis of baseline data from this
study showed that OIC had a negative impact on patient activi-
ties of daily living, work productivity, overall HRQL, and, for
some patients, ability to manage pain.”” Other studies have
also shown that OIC causes patients to compromise their pain
management to avoid constipation.”? In the current analysis,
OIC interfered with patients’ pain management more than
HCPs realized.

Discordance in patient-physician communication is not
restricted to patients with chronic pain and OIC. For example,
patient overreporting of symptom severity and underrating
of HRQL compared with physician assessments has been
observed in surveys of patients with cardiovascular dis-
ease, psoriatic arthritis, rheumatic diseases, and systemic

sclerosis.?*?* In a longitudinal study in cancer patients, those
with severe constipation scores were more likely than patients
with mild or moderate constipation scores to initiate a discus-
sion of their symptoms with a physician at first consultation.*
Studies in other indications point to a failure of physicians to
initiate a conversation about disease symptoms and quality of
life, race/ethnicity-related discordance between patients and
physicians, and the presence of comorbid conditions** (e.g.,
physical inactivity, depression, fatigue, GI symptoms) as pos-
sible predictors of discordance between patient-physician per-
ceptions.”***8 However, further research is needed to better
understand the reasons for the discordance between patient-
physician perceptions in patients with OIC.

We hypothesized that differences may exist between patient
and HCP perceptions of the burden of OIC on the symptom
experience, the adequacy of pain management, the use and
effectiveness of laxative therapy, and the day-to-day activities
of patients receiving opioids for chronic noncancer pain.*

To improve patient care, the HCP treatment team may bridge
this gap by including an assessment of OIC as part of routine
appointments with patients receiving chronic opioid medica-
tion. Increasingly, patients are requested to complete brief
questionnaires about their pain severity and other symptoms
as part of the check-in process for routine-care visits. Inclusion
of a single question to assess the presence of OIC may prompt
physicians to follow up with patients about this issue. Clear
treatment guidelines should be developed to establish best
practices in the treatment of OIC when identified. A stepwise
approach, with over-the-counter osmotic agents, surfactants,
and/or stimulants as first-line therapy and prescription treat-
ment options for those who do not respond to these therapies,
should be considered. Clinical education and coordination of
care by additional HCPs, including nursing staff, may add to
the critical need to appreciate and proactively address the bur-
den of disease. Development of a consensus definition of OIC
and perhaps a validated assessment tool (i.e., patient-reported
outcome) in OIC and empirically based treatment guidelines
are areas of further research that could close the gap. Chronic
pain management and treatment side effects, including OIC,
present complex challenges for patients and their providers.

Limitations

This study was subject to limitations, given that it involved
patient self-reports and may have been influenced by cultural
factors, differences in clinical practice, and, in some cases,
small sample size.

Conclusions
The importance and severity of OIC are perceived differ-
ently by patients and their HCPs, a discordance that compli-
cates pain management and demonstrates a need for greater

www.amcp.org  Vol. 22, No. 3 March 2016 JMCP Journal of Managed Care & Specialty Pharmacy 243



The Burden of Opioid-Induced Constipation: Discordance Between Patient and Health Care Provider Reports

communication. These disparate perceptions indicate a need
for clinical education and coordination of care by HCPs
to improve understanding and proactively manage OIC in
patients with chronic noncancer pain.
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