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ABSTRACT

BACKGROUND: Greater satisfaction with medication is associated with
better adherence; however, specific to opioid-induced constipation (0IC),
data on the relationship between medication satisfaction and efficacy are
lacking.

OBJECTIVE: To understand satisfaction with therapy among patients with
chronic noncancer pain and OIC.

METHODS: A prospective longitudinal study was conducted in the United
States, Canada, Germany, and the United Kingdom using web-based patient
surveys. Patients on daily opioid therapy for =74 weeks for the treatment of
chronic noncancer pain with 0IC were recruited from physician offices and
completed a web-based survey at baseline and weeks 2, 4, 6, 8, 12, 16, 20,
and 24. When completing each survey, patients selected the remedies used
in the previous 2 weeks to relieve constipation; options included natural/
behavioral therapies, over-the-counter (OTC) therapies, and prescription
laxatives. Patients selected the amount of relief and satisfaction with each
selected therapy. Descriptive statistics were calculated; Spearman’s cor-
relations were calculated for symptom relief and satisfaction.

RESULTS: Mean age of the 489 patients who met the criteria for OIC and
completed the baseline survey was 52.6 +11.6 years; 62% were female;
85% were white. Increasing levels of relief from constipation were associ-
ated with increasing levels of satisfaction for all agents; correlations were
>0.55 and statistically significant (P<0.001). Among the patients who had
used OTC therapies in the 2 weeks prior to baseline, 54% to 73% reported
that they were somewhat or very satisfied with the therapy. Yet, of these
satisfied patients, 28% to 63% experienced no or only slight relief from the
therapy. Twenty percent to 79% of the patients who had used prescription
laxatives in the 2 weeks prior to baseline reported being at least somewhat
satisfied with the therapy.

CONCLUSIONS: These results indicate that there is a high rate of inad-
equate response to laxatives for patients with OIC that persisted for the

6 months of this study. While increased relief from constipation was
associated with increased satisfaction for all therapies, there remains a
substantial number of patients who report satisfaction despite having only
inadequate relief from OIC that merits further investigation.
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What is already known about this subject

Opioid-induced constipation (OIC) is a common condition, with
a prevalence of 40% to 64% in patients with noncancer pain,
which can impair patients’ abilities to carry out activities of daily
living and is associated with lower overall health and well-being.

Available laxative therapies for OIC leave the patient with sig-
nificant residual symptoms. Understanding patient satisfaction
and perceived relief with the products could be informative to
OIC management, as the symptom burden of OIC is significant,
bothersome, and persistent.

What this study adds

These analyses were conducted to generate real-world empirical
evidence to better understand the ways in which patients with
chronic noncancer pain and OIC try to address their constipation
symptoms and the effectiveness of and satisfaction with these
constipation treatments.

High proportions of the patients in this study received no relief
at all or only slight relief with each of the therapies, but yet were
still satisfied and willing to continue with the therapy.

In light of available therapies, when patients and their prescribers
did have a discussion about OIC, the most common recommen-
dation by the prescribers was to take an opioid holiday.

pioid-induced constipation (OIC) is the result of mu

opioid receptor activation in the gastrointestinal tract

among individuals treated with opioid analgesics.! OIC
is a common condition, with a prevalence of 40% to 64% in
patients with noncancer pain.>® OIC-related symptoms impair
patients’ abilities to carry out activities of daily living, result
in work time missed and diminished work productivity, and
are associated with lower overall health and well-being*¢-8
The management of OIC encompasses both nonpharmacologic
and pharmacologic approaches,' with laxatives being the usual
treatment for OIC symptoms.’

Available laxative therapies address one component of
physiologic mechanisms underlying constipation, while the
mechanism of OIC is driven by a combination of mechanisms
including decreased gut motility, decreased gut secretions, and
improper function of the anal sphincter. Targeting the under-
lying cause of the OIC, those functions driven by mu receptor
function in the gut, may provide greater relief. Available laxa-
tive therapies for OIC leave the patient with significant residual
symptoms.'® Understanding patient satisfaction and perceived
relief with products could be informative to OIC management.
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Assessing satisfaction with medication evolved from the
emerging interest in patient satisfaction with medical care in
the early to mid-1990s," a reflection of the rise of the patient
as an active consumer rather than merely as a passive recipi-
ent.!? Greater satisfaction with medication is associated with
better adherence and improved persistence,”® which has been
demonstrated in multiple disease areas, including rheumatoid
arthritis,"* osteoporosis,'” and erectile dysfunction.'® However,
research specific to OIC and the relationship of medication sat-
isfaction and efficacy or satisfaction and persistence are lacking.

Therefore, the objective of this analysis was to understand
satisfaction and perceived relief or benefit of laxatives (over-
the-counter [OTC] and prescription) and behavioral/natural
therapies over time among adults with OIC.

Methods
Study Design
Details regarding the study design, patient recruitment, and
data collection have been previously described but are summa-
rized here.” This prospective longitudinal study was conducted
in the United States, Canada, Germany, and United Kingdom
to assess the burden of OIC in patients with noncancer pain
using a combination of patient surveys, medical record data
abstraction, and physician surveys. Since the purpose of this
analysis was to describe patient satisfaction and perceived relief
or benefit of OIC, only the overall patient survey and physician
survey data is presented and discussed; no country-specific
data are presented.

The study received institutional review board approval prior
to initiation, and patients provided informed consent to partic-
ipate. The patient-reported component of the study included an
internet-based survey at baseline and 8 follow-up surveys over
24 weeks (weeks 2, 4, 6, 8, 12, 16, 20, and 24). Physicians com-
pleted a survey at baseline and at week 24 about the experience
of individual patients who completed the baseline survey.

Study Sample and Data Collection

The study sample was composed of patients recruited from
primary care clinics, pain management clinics, and clinical
research sites affiliated with primary care networks. Patients
were required to have documentation of daily opioid therapy
lasting for >4 weeks for the treatment of chronic noncancer
pain in their clinical charts and also to report OIC during their
screening interview. Staff at the clinical site reviewed their site’s
medical charts or database to identify a preliminary cohort
of potentially eligible patients. Staff then described the study
and the informed consent process to each identified patient.
Interested patients were provided with a welcome email/
letter with instructions for logging in to the survey website.
Participants were compensated for their time in the form of an
electronic gift card in the country’s currency, with values rang-
ing from the equivalent of U.S. $15 to $25.

The patient survey included questions from
standardized questionnaires and questions developed for this
study. The key data collected for these analyses are described
here. During each survey time point, patients completed
items about their opioid pain medication usage. In particular,
they indicated changes in opioid use to address their bowel
symptoms: “In the past 7 days, did you change how you used
your opioid pain medications so that you could have a bowel
movement (BM)?” If the patient indicated a change in opioid
use in some way, he/she then indicated (yes/no) whether he/
she was satistied with how the change relieved constipation.

During each survey time point, patients selected the laxa-
tive remedies they had used to relieve their constipation in the
previous 2 weeks. Options included natural therapies (probiot-
ics, increased fluids, increased exercise, natural diet change),

OTC therapies (fiber supplements, stool softeners, laxatives),

and prescription laxatives. Follow-up questions to each therapy

included the amount of relief and satisfaction with the treatment:

» Toassess the amount of relief, patients were asked, “How well
did <product> relieve your constipation?” and responded via
4 response options: “No relief,” “Slight relief,” “Moderate
relief,” and “Complete relief.”

» Toassess satisfaction with the treatment, patients were asked,
“How satisfied were you with <product> for your constipa-
tion?” Possible responses were “Very satisfied,” “Somewhat
satisfied,” “Somewhat dissatistfied,” and “Very dissatis-
fied.” Satisfied patients were asked to specify the reason(s)
that they were satisfied with the constipation treatment.
Responses included “Relief of constipation,” “Convenient
to take or use,” “No or few side effects,” “Inexpensive,” and
“Other.” Dissatisfied patients were asked to specify the
reason(s) they were dissatisfied with the treatment, selecting
from the following responses: “Did not relieve constipation,”
“Stools too loose,” “Feeling of needing to have a BM comes
on too quickly, almost had accidents,” “Could not tolerate
side effects of treatment,” “Inconvenient to take or use (for
example, have to take it too often),” “Unpleasant to take or
use (for example, bad taste),” “Expensive,” and “Other.”

» o«

To further assess overall satisfaction, patients completed
the global assessment of treatment benefit, satisfaction, and
willingness to continue (BSW) instrument.”” The perception
of treatment benefit question asks patients if they perceived a
benefit from treatment. If yes, the patient was then asked if the
perceived benefit was of little or much benefit. The satisfaction
question asked patients if they were satistied with treatment.
If yes, the patient was then asked if he/she was a little satisfied
or very satisfied. If no, the patient was asked if he/she was a
little dissatistied or very dissatistied. The willingness to continue
question asked patients if they were willing to continue with
treatment. If yes, the patient was then asked if he/she was a
little bit willing or very willing. If no, the patient was asked if
he/she was a little unwilling or very unwilling.
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The physician survey consisted of ques-
tions designed to capture the perceived burden of illness of
OIC, symptoms, treatment patterns for OIC, laxative use,
and patients’ overall OIC treatment satisfaction. Physicians
completed items on treatment recommendations for OIC and
opioid pain medication. The baseline physician survey also
included a yes/no item if the physician thought that the patient
was experiencing constipation.

Statistical Analysis

All analyses were performed using SAS version 9.4 (SAS
Institute, Cary, NC) following a statistical analysis plan
approved prior to receipt of the locked and clean dataset.
The data were analyzed as observed, without imputation for
missing responses. Descriptive statistics were used to evaluate
outcomes at baseline and at each of the follow-up study visits.
For continuous variables, the mean and standard deviation
(SD) were described; for categorical variables, the number and
percent distribution by category were described. Spearman’s
correlations were calculated for symptom relief and satisfac-
tion. The correlations are inversely related due to response
patterns in item wording.

Results
Of 500 recruited patients, 489 (97.8%) met the criteria for OIC
and completed the baseline survey.

Demographic and Clinical Characteristics

The mean age of patients was 52.6+11.6 years (median=>54.0;
Table 1). The majority (62%) of patients were female and 85%
were white. Almost two thirds (62%) rated their overall health
as fair or poor. Overall, back pain (77%) and joint pain (52%)
were the most common types of chronic pain experienced by
patients. Patients had a mean (+SD) of 9.8+8.9 years with
chronic pain (median =7.0) and had used opioid medication for
a mean (£SD) of 6.4+6.3 years (median=4.2). Almost half of
patients (49%) reported that constipation moderately or com-
pletely interfered with the ability of their opioid medication to
control their pain.

Patient-Reported Relief and Satisfaction

with Constipation Therapies over Time

The highest proportions of patients used natural/behavioral
therapies over the 6-month follow-up period (27%-72%). The
most common OTC strategy was stimulant laxatives (n=146,
30%) and the least common was rectal options (n=36, 7%). For
prescription products, osmotic laxatives had the most users
(=48, 10%), and Relistor (n=2, <1%) had the fewest users.
(Relistor was not approved in the United Kingdom, Canada,
or Germany for patients with noncancer pain and was only
approved in the United States in September 2014, after this study
was completed.)

Patient-Reported Baseline Demographics
and Clinical Characteristics

Overall
(N=489)
Sex, female, n (%) 304 (62.2)
Age (mean = SD years) 52.6+11.6
Race, n (%)
White/Caucasian 415 (84.9)
Black 24 (4.9)
Asian 22 (4.5)
Hispanic/Latino/Latin American 9 (1.8)
Other or prefer not to state 18 (3.7
Missing 1 0.2
Health rating, n (%)
Excellent 7 1.4)
Very good 33 (6.7)
Good 145 (29.7)
Fair 207 (42.3)
Poor 94 (19.2)
Missing 3 (0.6
Type of chronic pain,2 n (%)
Back pain 375 (76.7)
Joint pain 252 (51.5)
Pain syndrome 162 (33.1)
Neuralgia 115 (23.5)
Osteoarthritis 95 (19.4)
Headache or migraine 78 (16.0)
Fibromyalgia 71 (14.5)
Rheumatoid arthritis 41 84
Other 76 (15.5)
Duration of chronic pain (mean +SD years) 0.8+8.9
Duration of opioid medication use (mean+ SD years) 6.4+6.3
How much does constipation interfere with the n=458
ability of your opioid medication to control pain? n (%)
No interference; pain adequately managed 89 (194
Little interference; pain mostly managed 145 (31.7)
Moderate interference; pain moderately managed 202 (44D
Complete interference with adequate pain 22 (48
management; pain not at all managed

AaThis category is not mutually exclusive; participants were able to select more than
1 type of chronic pain.
SD=standard deviation.

The correlations between relief of constipation (as assessed
by the question “How well did <treatment> relieve your con-
stipation?”) and satisfaction with treatment (as assessed by the
question “How satisfied were you with <treatment> for your
constipation?”) at baseline are shown in Table 2. Increasing
levels of relief from constipation were associated with increasing
levels of satisfaction for all treatments; correlations were mod-
erate to high (>-0.55) and statistically significant (P<0.001).
The correlations for the natural/behavioral therapies ranged
from -0.72 to -0.74 and the correlations for OTC products
ranged from -0.55 to -0.80, with fiber supplements demon-
strating the weakest correlation between relief and satisfaction,
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Correlations of Relief and Satisfaction
by Natural/Behavioral Therapy and
Laxative Agent at Baseline®

Relief Experience

Satisfaction with Treatmentb with Laxativec
Probiotics (n=202) -0.734
Natural diet change (n=299) -0.72d
Increased fluids (n=350) -0.744d
Increased exercise (n=130) -0.74d
OTC fiber supplements (n=88) -0.554
OTC stool softeners (n=132) -0.59d
OTC osmotic laxatives (n=284) -0.704
OTC stimulant laxatives (n=145) -0.624
OTC saline laxatives (n=47) -0.80d
OTC rectal options (n=35) -0.68d

Rx osmotic laxatives (n=47) -0.67d

Rx lactulose (n=39) -0.744d

Rx Amitiza (n=9) -0.954d

Rx Relistor (n=2) -1.00

aSpearman’s correlations are inversely related due to response patterns, as shown
in item wording.

b“How satisfied were you with <treatment> for your constipation? Very satisfied,
somewhat satisfied, somewhat dissatisfied, very dissatisfied.”

“How well did <treatment> relieve your constipation? No relief, slight relief,
moderate relief, complete relief.”

dP<0.001.

OTC=over-the-counter; Rx = prescription.

and saline laxatives demonstrating the strongest correlation.
The correlations for prescription options ranged from -0.67 to
-1.00. At week 24, increasing levels of relief continued to be
associated with increasing levels of satisfaction for all agents
(data not shown).

Although the overall association between symptom relief
and satisfaction was strong for all therapies, a closer look at
the relationship reveals differences and discrepancies in the
connection between relief and satisfaction in the various laxa-
tive therapies. Almost three quarters (n=65; 72%) of the 90
patients who took OTC osmotic laxatives in the 2 weeks prior
to baseline reported that they were somewhat or very satisfied
with the therapy, leaving 25 (28%) patients somewhat or very
dissatisfied with how well OTC osmotic laxatives relieved their
constipation. However, almost half (47%) of these patients
experienced at best only slight relief from the therapy.

Similarly, among the 146 patients who had used OTC stimu-
lant laxatives in the 2 weeks prior to baseline, 73% (n=106)
reported being at least somewhat satisfied with the therapy,
leaving 27% dissatisfied; yet still 37% received no or only
slight relief. More than half (58%) of patients who used OTC
fiber supplements reported being satisfied with the treatment,
yet only 38% of those patients received moderate or complete
relief. Two thirds (68%) of patients who used OTC stool soft-
eners were satisfied with the treatment; only slightly more
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than half (52%) of these patients received moderate or com-
plete relief from the OTC stool softeners. Similar results were
observed with OTC saline laxatives and OTC rectal options.

Among the 39 patients who had used prescription lactulose
in the 2 weeks prior to baseline, three quarters (n=30; 77%)
reported being at least somewhat satisfied with the therapy and
half (44%) of these patients indicated that they received at best
only slight relief from lactulose. Thirty-nine (81%) of the 48
patients who used prescription osmotic laxatives (polyethylene
glycol, 3,350) reported being at least somewhat satisfied and
73% reported moderate or complete relief. These results were
relatively consistent across the 24-week follow-up.

The most common cause of dissatisfaction with laxative
therapy was lack of efficacy (“Did not relieve constipation”;
Table 3). More than half of the patients who used OTC laxa-
tives and were dissatisfied with the treatment reported that the
lack of relief was a cause for this dissatisfaction (range: 58% for
stimulant laxatives to 84% for osmotic laxatives). Although the
sample sizes were smaller for prescription laxatives, the trend
was the same.

The BSW satisfaction responses were divided between
patients who took only OTC medications and those who took
only prescription medications at each survey time point (Table 4).
At baseline, 72% of the 268 OTC users and 70% of the 46
prescription laxative users responded that they had received
benefit from their constipation treatment. A total of 41% of the
OTC users responded that they were satisfied with their consti-
pation treatment, while 61% of the prescription laxative users
were satisfied. Almost all of the patients (96% of OTC users and
100% of prescription laxative users) indicated that they would
be willing to continue this constipation treatment. At week 24,
77% of the OTC users had received benefit from their constipa-
tion treatment. Slightly more than half (55%) of the OTC users
were satisfied with the treatment, yet 93% were willing to con-
tinue the OTC therapy. A total of 84% of the prescription users
received benefit, 78% were satisfied, and all indicated that they
would be willing to continue the prescription therapy

Despite using natural/behavioral therapies and/or laxatives
for their OIC, patients still found it necessary to also adjust
their pain medication in order to have a BM. At baseline (and
similarly throughout follow-up), 8% of patients indicated that
they changed how they used their opioid pain medicines in the
past 7 days so that they could have a BM. Almost half (43%)
decreased the dose or frequency (“Reduced how much of my
pain medication I use”) and 49% temporarily stopped their opi-
oid medication. Despite these changes in the opioid medication
regimen, 65% were not satisfied with how such change relieved
their constipation. With the change in opioid use, 78% indi-
cated that their pain was at least a little worse (49% reported
“much worse” pain) after the medication adjustment.
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Reasons for Dissatisfaction with Laxatives at Baseline by Laxative Classification

OTC Prescription

Fiber Stool Osmotic | Stimulant Saline Rectal Osmotic
Reason Dissatisfied, | Supplements| Softeners | Laxatives | Laxatives | Laxatives | Options | Laxatives | Lactulose | Amitiza | Relistor
n (%) n=37 n=43 n=25 n=40 n=23 n=10 n=9 n=9 n=7 n=1
Did not relieve 26 (70.3) 31 (72.1) | 21 (84.0) | 23 (57.5) |15 (65.2) | 6 (60.0) | 3 (333) | 6 (66.7) | 5 (71.4) | 1 (100.0)
constipation
Stools too loose 5 (13.5) 6 (14.0) 4 (16.0) 4 (1000 | 3 (1300 | 0 (VO | 2 222) | 1 A1) | 0 (0O |0 (0.0
Feeling of needing to 4 (10.8) 4 03 1 40 5125 | 3 (1300 | 0 (0.0 1 (111) | 3 333) | 0 (0.0) | 0 (0.0
have a BM comes on
too quickly
Could not tolerate side 4 (10.8) 5 (11.6) 3 (12.0 7 (175 2 @87 1 (10.0) 2 (22.2) 1 (11D | 3 429 | 1 (100.0)
effects of treatment
Inconvenient to use 5 (13.5) 3 (7.0 3 (12.0) 3 (75 2 (87 2 (20.0) 2 (22.2) 2222 0 (00| 0 (0.0
Unpleasant to take 6 (16.2) 3 (70 4 (16.0) 4 (10.0) | 7 304 | 3 30.0) | 2 222) | 6 (66.7) | 1 (143) | 0 (0.0
or use
Expensive 4 (10.8) 5 (11.6) 2 (8.0 6 (15.00 | 3 (13.0 1 (100) | 2 222) | 1 (11.1) | 2 (28.6) | 0 (0.0
Other 2 (54 6 (14.0) 1 (4.0 7 (17.5) 2 (8.7) 2 (20.0) 1 (11.1) 1 (11.D) | 1 (143) | 0 (0.0

BM =bowel movement; OTC = over-the-counter.

Physician-Reported Treatment Recommendations

and Knowledge of Patient’s Constipation

Physicians reported that only 14% of their patients were com-
pletely satisfied with laxative use. Similarly, less than 10% of
physicians felt that all available treatments were “completely
adequate” in relieving OIC. Instead, physicians commonly
recommended decreasing the daily opioid dose (21%) or
frequency of opioid use (18%) or taking an opioid holiday
(17%). The proportion of agreement between participant and
physician reports of presence of constipation at baseline was
65%, meaning that 35% of the physicians did not know that
their patients were experiencing constipation. Further, the
proportion of agreement between participant and physician
reports of laxative use at baseline was 57%; 17% of physicians
indicated that their patients were not taking laxatives, when in
fact they were; and 26% of physicians indicated that they did
not know their patients’ laxative status.

Discussion

These analyses were conducted to generate real-world empirical
evidence to better understand the ways in which patients with
chronic noncancer pain and OIC try to address their constipa-
tion symptoms and the effectiveness of and satisfaction with
these constipation treatments. Overall, correlations between
relief of constipation and satisfaction with treatment were mod-
erate to high, indicating that in general, increasing levels of
relief from constipation were associated with increasing levels
of satisfaction. However, high proportions of patients in this
study received no relief at all or only slight relief with each of the
therapies, yet were still satisfied and willing to continue with the
therapy. In light of available therapies, when patients and their
prescribers did have a discussion about OIC, the most common
recommendation by prescribers was to take an opioid holiday.

These results are consistent with the theory of reasoned
action (TRA)."®**° The TRA was developed to understand the
relationship between attitudes and behaviors. Shikiar and
Rentz (2004)"* proposed applying the TRA to understand satis-
faction with medication, with satisfaction considered to be the
attitude toward the medication. As Fishbein and Ajzen (1975)
proposed, a patient’s attitude is determined by the patient’s
beliefs about the outcomes of performing the behavior, in
conjunction with his/her evaluation of the outcomes.?® When
this theory is applied to medication, a positive attitude toward
medication is achieved when a patient believes that positive
results (e.g., high efficacy such as a decrease in symptoms, no
adverse effects, little to no impact on his/her ability to carry
on with daily life) will result from taking the medication as
prescribed. Conversely, if a patient believes that the medica-
tion will produce more negative outcomes (e.g., low efficacy,
strong or multiple adverse effects, negative impact on activities
of daily living, negative impact on health-related quality of life
[HRQOLY), that patient will have a less positive attitude toward
the medication. These attitudes are formed prior to any actual
usage of the medication.

It is possible that patients with OIC have positive attitudes
toward natural/behavioral therapies because of the ease of
implementation (drink more water, eat some yogurt, eat more
fiber), low chance of adverse effects, and low barriers to ongo-
ing use. Their expectations for the therapy are positive; there-
fore, they are willing to continue with the therapy, regardless
of the level of symptom relief and satisfaction with treatment
achieved. Conversely, patients with OIC likely have higher
expectations of prescription laxatives due to the barriers of
obtaining the medication (doctor’s office visit, pharmacy visit,
copay) and the potential side effects (abdominal cramping,
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WLaLCIREl Benefit, Satisfaction, and Willingness to Continue Treatment: Over-the-Counter

Versus Prescription Laxative Users

Baseline Week 24b
OTC Therapies Prescription Laxatives OTC Therapies Prescription Laxatives
Baseline? n=268 n=46 n=171 n=37
Have you had any benefit from your constipation treatment? n (%)
No 76 (284) 14 (304) 39 (22.8) 6 (16.2)
Yes 192 (71.6) 32 (69.6) 132 (77.2) 31 (83.8)
If yes, how much benefit? n (%)
Little benefit 113 (58.9) 8 (25.0) 82 (62.1) 11 (35.5)
Much benefit 79 (41.1) 24 (75.0) 49 (37.1) 20 (64.5)
Missing 0 0.0) 0 0.0) 1 0.8 0 0.0)
Taking all things into account, are you satisfied n=169 n=43 n=171 n=37
with your constipation treatment? n (%)¢
No 100 (59.2) 17 (39.5) 77 (45.0) 8 (21.6)
If no, how dissatisfied? n (%)
A little dissatisfied 51 (51.0) 11 64.7) 50 (64.9) 6 (75.0)
Very dissatisfied 49 (49.0) 6 (35.3) 27 (35.1) 1 (12.5)
Missing 0 0.0 0 0.0 0 0.0 1 12.5)
Yes 69 (40.8) 26 (60.5) 94 (55.0) 29 (78.4)
If yes, how satisfied? n (%)
A little satisfied 35 (50.7) 9 (34.6) 54 574 11 (379
Very satisfied 34 (49.3) 17 6549 40 (42.6) 18 (62.1)
Would you be willing to continue constipation treatment with this medication? n (%)
No 12 45 | 0 00 | 12 70 | 0 0.0)
If no, how unwilling? n (%)
A little unwilling 10 (83.3) 0 0.0) 11 ©1.7) 0 0.0)
Very unwilling 2 (16.7) 0 0.0) 1 8.3) 0 0.0)
Yes 256 95.5) 46 (100.0) 159 93.0) 37 (100.0)
If yes, how willing? n (%)
A little bit willing 76 (29.7) 4 8.7 67 (42.1) 3 8.1
Very willing 179 (69.9) 42 (91.3) 92 (579 34 (91.9)
Missing 1 0.4 0 0.0) 0 0.0) 0 0.0)

aThe n presented in each column presents the total number of patients completing the questionnaire. The exact denominator for frequency and means may vary slightly in

cases where item-level data are missing.

bThe results at week 12 are similar to the results at week 24.

Due to a problem with the programming of the survey, this question was not presented
OTC =over-the-counter.

to 29 participants. The data are missing.

diarrhea) from the medications. Further research is needed
to examine patients’ attitudes, expectations, satisfaction, and
willingness to continue the various OIC therapies in light of
each therapy’s effectiveness.

Setting patients’ expectations for therapy is important since
their expectations are a significant mediator of their satisfac-
tion with therapy. Although many factors influence patients’
expectations about a medication, clinicians have the oppor-
tunity to educate patients and speak with them about their
therapy to help set realistic expectations. Satisfaction with
therapy is a multifaceted concept, influenced by factors such as
attitudes toward the medication; expectations for the medica-
tion; experience while on the medication; information, sup-
port, and encouragement from the patient’s clinician; and even
the patient’s personality. OIC is a burdensome condition, caus-
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ing significant symptoms and negatively affecting a patient’s
HRQOL. Because of this, a patient may be willing to tolerate
lower efficacy than desired because any improvement is better
than nothing. However, low efficacy should not be accepted,
since complete relief of OIC symptoms may help facilitate bet-
ter pain management.

It is vitally important for clinicians to initiate discus-
sions about OIC during patients’ clinical visits and probe on
patients’ experiences. Although correlations between relief
of constipation and satisfaction with treatment were strong,
clinicians should inquire about effectiveness rather than
satisfaction when assessing treatment options, as patients
reported being satisfied with treatment despite minimal effec-
tiveness. A patient’s reply about his/her constipation therapy
could be different, depending on if the clinician asks about
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effectiveness, satisfaction with symptom relief, willingness to
continue with the treatment, or expectations for therapy. The
symptom burden of OIC is significant, bothersome, and per-
sistent.!'®?! Despite using laxatives, patients do not reach their
desired number of BMs per week, and OIC-related symptoms
are severe, such as straining/squeezing to pass a BM; too hard,
incomplete, and painful BMs; and flatulence, bloating, and
abdominal discomfort. Each of these issues contributes to the
patient’s experience and needs to be included in the clinician-
patient discussion to optimize OIC management. In addition,
as the most common recommendation for OIC recorded in this
study was to take an opioid holiday, better clinician education
is needed about treatment options for OIC.

Limitations

The authors acknowledge the limitations of this study. First,
data for these analyses were obtained via a web survey, which
is subject to response bias and access bias. It is possible that
patients in this study were more tech-savvy than the overall
OIC patient population and may have had more exposure to
online direct-to-consumer advertising and access to informa-
tion regarding treating OIC on the internet, which could influ-
ence their expectations for the therapy and therefore influence
their ratings of satisfaction with the therapy. Second, the sur-
vey did not include questions on the patients’ attitudes toward
any of the medications. The items on satisfaction with the con-
stipation therapies were interpreted by each patient individu-
ally, without reference to previous expectations for the therapy.
Lastly, only 60% of the sample completed 7 of the 8 follow-up
visits. While there were no differences in the demographics
of completers versus non-completers, this attrition could bias
these results. Despite these limitations, the authors feel that
this study provides an increased understanding of the satisfac-
tion and perceived relief or benefit of constipation therapies
among adults with OIC.

Conclusions

While increased relief from OIC was associated with increased
satisfaction for all therapies, there remains a substantial
number of patients who report satisfaction despite having
inadequate relief from OIC that merits further investigation.
Importantly, satisfaction is a multidimensional construct,
influenced by a patient’s expectation for the therapy, experi-
ence with the therapy, and effectiveness. Addressing OIC may
help to improve pain management and pain control and overall
satisfaction, and this can be aided by specific and informed
discussions between the provider and the patient. Patients
have opinions and experiences to share with their providers to
obtain advice and strive toward the highest-quality outcomes.
Clinicians can be better informed to advise and provide guid-
ance to patients about evolving treatment options for OIC.
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