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Abstract
Background Constipation is a commonly reported gastrointestinal complaint. Research on this widespread condition focuses 
mainly on clinical trials for chronic constipation with less emphasis on patient experience and nonchronic situations. Suf-
ferers report that constipation interferes with daily activities and quality of life. It is likely that this is common among all 
sufferers of constipation, regardless of how often the condition is experienced.
Objective This work explored attitudes and perceptions of people who experience occasional constipation and self-treat 
with over the counter products, particularly  Microlax® microenemas.
Methods In this retrospective study, real-world data were collected from 1635 respondents from France and Russia who 
experienced occasional constipation. Participants completed a questionnaire about their experiences with occasional (not 
chronic) constipation and perceptions of over the counter treatments of oral laxatives, suppositories, and Microlax micro-
enemas. Questions focused on comfort, quality of life, ease of use, and reliability of these treatments. Participants had used 
the microenema for treatment of occasional constipation within 3 months of study participation. Occasional constipation 
was based on the Rome IV diagnostic criteria for adults and babies.
Data were analyzed across the total population of all groups, then by subgroup. Success criteria were defined as of at least 
70% agreement with the statements scoring ≥ 7 on the scale of 0–10. The proportion of respondents agreeing with the 
individual statements was calculated using the denominator for the total sample within each group.
Results This study shows that experiencing even occasional bouts of constipation negatively affect quality of life and well-
being. Participants (women aged 25–54 years, older men, and women aged 60–80 years) reported that it severely limited daily 
life and activities and caused negative emotions and embarrassment. Pregnant women and mothers with babies showed great 
concern that constipation indicated a serious and painful condition and was bad for their babies. Participants agreed that using 
Microlax microenema provided greater ease of use, comfort, reliability, and safety than oral laxatives and rectal suppositories.
Conclusions Sufferers of occasional constipation report that these bouts interfere with their daily lives and reduce quality of 
life, similar to what is reported for those with chronic constipation based on existing literature. The microenema, Microlax, 
showed benefits in the relief of occasional constipation compared with oral laxatives and rectal suppositories. Trepidation 
about using the microenema, experienced before using it, was greatly reduced after the first and subsequent uses. Microlax 
microenema enabled users to regain the feeling of control and provided positive impacts on quality of life and well-being.

Nearly all people will experience occasional bouts of 
constipation during their lives, with a higher prevalence 
among women and older adults [2, 3]. The first line of 
defense is generally making diet and lifestyle changes, 
such as increasing exercise and fiber and water intake. 
In some cultures, home remedies may recommend spe-
cific foods [4] or postures [5] to aid in bowel evacuation. 
Additionally, patients self-treat with or are advised by 
their healthcare provider to use over the counter (OTC) 
options such as laxatives, taken orally, and suppositories 
and microenemas, delivered rectally. A microenema is 
a smaller version of a typical enema delivered by the 

 * Stefanie Rasche 
 rasche.stef@gmail.com

1 Kenvue, Johnson und Johnson GmbH, Neuss, Germany
2 McNeil AB, Part of Kenvue, Helsingborg, Sweden
3 Compelcon AB, Helsingborg, Sweden

1 Introduction

Constipation is one of the most commonly reported gas-
trointestinal complaints worldwide, with chronic consti-
pation affecting up to 27% of the global population [1]. 

http://crossmark.crossref.org/dialog/?doi=10.1007/s40801-024-00444-z&domain=pdf
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Key Points 

Treating occasional constipation with a rectally delivered 
microenema provides appreciable benefits for the user, 
such as reliability of relief, ease of use, and comfort, 
which may be superior to those found with the use of 
oral laxatives or rectal suppositories.

Occasional constipation is experienced by nearly all 
people. The results of this study show that people 
with occasional constipation experience concerns and 
negative quality of life impact. This is in line with 
published scientific literature on patients with chronic 
constipation.

These results equip healthcare practitioners and 
consumers with information about quality of life issues 
in the nonchronic constipation population and Microlax 
microenema as a favorable option to manage occasional 
constipation.

user via a squeeze tube filled with a liquid formulation. 
Prescription medications are also available, primarily for 
chronic situations.

Much of the research on this widespread condition 
focuses on controlled clinical trials on constipation that is 
chronic or caused by secondary factors. There is less empha-
sis on the patient experience and those with nonchronic 
episodes. However, it is clear that constipation can be an 
uncomfortable and embarrassing topic. Sufferers of consti-
pation report that it can interfere with daily activities, qual-
ity of life (QoL), and emotional well-being [6] and create 
feelings of shame and isolation [7]. It is likely that these 
experiences, particularly around QoL issues, are common 
among all sufferers of constipation, regardless of how often 
the condition is experienced.

To understand the attitudes and experiences of those with 
occasional constipation who treated themselves at home, this 
research gathered real world data (RWD) about their views 
and actions following a recent incident of constipation. Real 
world research gathers information from people’s actual 
experiences with products and healthcare interventions 
through the use of observational data and user opinion.

There is increasing recognition that real world evidence 
(RWE) can add value to assessments of users’ experiences. 
Various regulatory bodies, such the Food and Drug 
Administration (FDA), the European Medicines Agency 
(EMA), and the Medicines and Healthcare Products 
Regulatory Agency (MHRA), have developed guidelines for 
the use of RWE to demonstrate product efficacy or safety 

[8–10]. While the focus has been mostly on prescription 
pharmaceutical products, there are clear examples of using 
RWE to show benefits from using consumer healthcare 
products and devices [11–13]. In the United Kingdom, the 
Proprietary Association for Great Britain (PAGB) recently 
developed guidance for the design and application of real 
world research specifically to consumer healthcare products 
[14]. Following these guidelines, this research aims to 
study the real world experiences and attitudes in those with 
occasional constipation and their use of a specific treatment 
to provide relief.

2  Objective

The purpose of this work was to explore the attitudes 
and perceptions of people who experience occasional 
constipation and self-treat with over the counter healthcare 
products, particularly  Microlax® microenemas.

2.1  Methods

A total of 1635 respondents participated in this retrospective 
study in which they completed online questionnaires related 
to comfort, quality of life, ease of use, and reliability after 
having purchased and used a microenema1 for treatment of 
constipation within the previous 3 months of enrollment 
into the study. Respondents were recruited from France 
and Russia through social media channels, relevant web-
sites and consumer research panels. Occasional constipa-
tion was based on the Rome IV diagnostic criteria for adults 
and babies [15]. To be eligible, adult subjects self-reported 
having occasional constipation, meaning they experienced 
at least two of the following symptoms no more than one 
to three times per month for no more than the last three 
months: straining when passing a stool; passing a stool that 
is lumpy or hard; feeling that bowels are not fully emptied; 
sensation of the rectal blockage; need to use manual actions 
to remove stools; less than three bowel movements per week. 
Additional inclusion criteria were the use of oral laxatives, 
suppositories or Microlax micro-enemas as their preferred 
OTC treatment for constipation; had used the micro-enema 
more than once and had purchased and used it within three 
months of study participation. In the Russia cohort, partici-
pants were users of at least both an oral laxative and Micro-
lax. In the France cohort, due to recruiting difficulties, par-
ticipants were users of Microlax microenema and either oral 
laxatives or suppositories. All participants demonstrated the 
ability to complete the online questionnaire and to provide 
informed consent.

1 Microlax® rectal solution microenema, Kenvue
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Exclusion criteria were the conditions of chronic consti-
pation, defined as infrequent bowel movement or difficulty 
passing stools lasting for several weeks or longer, inflam-
matory bowel disease, Crohn’s disease, bowel cancer, or 
pregnancy or breastfeeding (except for pregnant cohort in 
Russia). The study also used standard criteria that excluded 
any participants who engaged in a similar study in the previ-
ous 1 month or who had employment in the past 6 months 
in the pharmaceutical or consumer health industries, market 
research, advertising, or media employment.

For the pediatric group (Russia only), the parent/care 
giver must have reported observing occasional constipation 
in their child, with at least two of the following symptoms in 
their child: two or fewer bowel movements per week, history 
of incomplete emptying of bowels, history of painful or hard 
bowel movements, history of large stools.

The study was conducted in accordance with ICH Good 
Clinical Practice (GCP), all applicable subject privacy 
requirements [including European General Data Protection 
Regulation (GDPR)] and the guiding principles of the 
current version of the Declaration of Helsinki. In addition, 
approval to conduct the study was pursued with independent 
ethics committees in the respective countries; however, it 
was deemed to be unnecessary for this type of research. 
Respondents received a minimal incentive payment for 
their time in completing the questionnaire. The incentive 
complied with the industry-accepted guideline from 
the European Society for Opinion and Market Research 
(ESOMAR) [16].

Table 1 depicts study demographics.
Respondents were presented with a series of statements 

about perceptions and experiences of constipation and its 
impact on quality of life; experiences and perceptions of 
oral laxatives and suppositories; and comfort, quality of life, 
ease of use, and reliability/regularity about the microenema. 
Respondents provided input on each statement using a scale 
of 0–10, where 0 indicated complete disagreement and 10 
indicated complete agreement with the statement. The online 
questionnaire took approximately 10–15 min to complete. 
Data were collected from September to November 2021 
(Russia) and March through December 2022 (France).

2.2  Safety

This was a retrospective study without product use. Subjects 
were informed that any reported adverse events would be 
recorded. No adverse events or safety issues were identified 
during the study.

2.3  Data Analysis

Data were analyzed across the total population of all 
subgroups, then by subgroup. Success criteria were defined 
as agreement with the statements of at least 70% of the 
sample scoring ≥ 7 on the scale of 0–10. The proportions of 
respondents agreeing with the individual statements were 
calculated using the denominator for the total sample within 
each analysis group. Frequency distributions with 95% 
confidence intervals (CIs) were calculated of the percentages 
of respondents agreeing with the statements using a normal 
approximation. Missing data were not imputed. Additionally, 
the interquartile range (IQR) was calculated (IQR is the 
difference between the upper and lower medians of the data 
for representation of the central tendency and spread of the 
data).

3  Results

3.1  Experiences, Severity, and Treatment 
of Constipation

For the Russia cohort, 82.2% of respondents experienced 
an episode of constipation within the previous 2 weeks 
and 99.4% experienced an episode of constipation within 
8 weeks. The median duration of the most recent episodes 
of constipation was 4 days (IQR 6 days). Median severity 
of the most recent constipation episode was 6 on a scale 
of 0 (not severe) to 10 (extremely severe) for females aged 
25–54 years and pregnant females (IQR 2) and mothers 
with babies (IQR 3) and 7 for males and females aged 
60–80 years (IQR 3). Overall, 99.5% of the respondents 
treated themselves for their most recent episode of 
constipation. The most frequently used treatment was the 
microenema (98.5%), followed by an oral laxative (38.7%) 
and a natural alternative such as eating more fiber or 
drinking more water (17.1%). Suppositories and enemas 
were least used (3.9% and 2.4%, respectively).

For the France cohort, 68.3% of respondents experi-
enced an episode of constipation within the previous 2 
weeks and 95.9% experienced an episode of constipation 
within 8 weeks. The median duration of the most recent 
episodes of constipation was 4 days (IQR 5.5 days). 
Median severity of the most recent constipation episode 
was 6 (IQR 2) for both groups (females aged 25–54 years 

Table 1  Study demographics

Group N (%)—Russia N (%)—France

Females, 25–54 years 265 (23.7) 280 (54.2)
Pregnant females, ≥ 25 years 261 (23.3) Not applicable
Mothers with babies < 3 years old 260 (23.3) Not applicable
Males and females, 60–80 years 332 (29.7) 237 (45.8)
Total 1118 (100) 517 (100)
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and males and females aged 60–80 years). Overall, 99.4% 
of the respondents treated themselves for their most recent 
episode of constipation. The most frequently used treat-
ment was the microenema (63.6%), followed by oral laxa-
tives (56.3%) and a natural alternative, such as eating more 
fiber or drinking more water (36.6%). Suppositories and 
enemas were least used (17.6% and 3.9%, respectively).

3.2  Constipation and Quality of Life (QoL)

Respondents rated how constipation affected a variety of 
QoL attributes on a scale of 0 (not severe at all) to 10 
(extremely severe). Constipation affected quality of life in 
all groups in both Russia and France cohorts. It severely 
limited daily life and activities and caused negative 
emotions and embarrassment. Mothers with babies showed 
great concern that constipation indicated a serious and 
painful condition and was bad for their babies (see Table 2 
for overall results).

3.3  Perception of Treatments for Constipation

Respondents were asked their agreement of statements 
regarding oral laxatives, suppositories, and microenemas for 
these parameters: ease of use, works within 15 min, comfort-
able experience during use, cause for concern, reliability, 
and relieving the worry of constipation. In addition, in the 
Russia cohort, mothers of babies rated the happiness of their 
baby after use, and pregnant females rated their agreement 
that local action was better for their unborn baby.

In the Russia study, respondents rated their experiences 
with each treatment independently. Due to the smaller 
sample in the France cohort, respondents were grouped into 
those who used oral laxatives and the microenema, and those 

who used suppositories and the microenema, all within the 
3 months of enrolling in the study.

For the overall Russia cohort, almost all respondents 
agreed that the microenema was easy to use (93.5%), worked 
within 15 min (90.7%), provided a comfortable experience 
(91.3%), did not cause concern (90.9%), and was reliable 
and relieved the worry of constipation (91.5% and 86.8%, 
respectively).

While the majority of users of oral laxatives and 
suppositories agreed that these treatments were easy to 
use (76.5% and 60.6%, respectively), only half or fewer 
respondents agreed with most of the other statements. 
About half viewed oral laxatives and suppositories as a 
comfortable experience (50.6% and 53.3%, respectively), 
and using these treatments did not cause concern (48.0% and 
46.8%, respectively). Suppositories were viewed as reliable 
by 59.7% of respondents, oral laxatives by only 40.3%. The 
majority of respondents did not agree that oral laxatives 
worked within 15 min (66.3%) or relieved the worry of 
constipation (60.6%). For suppository users, 55.7% did not 
agree that suppositories worked within 15 min nor did they 
relieve the worry of constipation for 56.9% of users.

In the group of mothers with babies < 3 years old, 93.5% 
agreed that their baby appeared happier after the parent 
administered the microenema. About half agreed that their 
baby appeared happier after administration of a suppository 
(50.5%) or an oral laxative (48.5%).

In the group of the pregnant female respondents, 94.3% 
agreed treatment with the microenema was better for their 
unborn baby. Agreement was 60.6% for suppositories and 
30.7% for oral laxatives (see overall results from Russia in 
Table 3).

The subgroup of oral laxative and microenema users in 
the France cohort had a higher percentage of respondents 
agreeing that the microenema worked in 5–20 min, was 
comfortable to use, reliable, and provided less cause for 
concern and worry about constipation than oral laxatives. 
Only ease of use was not different, with the majority 
agreeing that both the microenema (84.5%) and oral 
laxatives (87.7%) were easy to use. Both oral laxatives and 
the microenema exceeded the 70% agreement threshold for 
ease of use, but only the microenema met the criteria for fast 
effect time and comfort.

The subgroup of suppository and microenema users had 
a higher percentage of agreement for all attributes tested. As 
with the other subgroup, the majority agreed that both the 
microenema (85.2%) and suppositories (76.5%) were easy 
to use. The microenema exceeded the 70% threshold for 
time to work, comfort, reliability, and relief of worry about 
constipation, while suppositories did not meet the threshold 
for these attributes.

See subgroup results from France in Table 4.

Table 2  Constipation and quality of life (higher score indicates 
greater impact on QoL)

NA not applicable
a Asked of all respondents except mothers of babies
b Asked of only respondents who were mothers with babies

Group Median score 
(IQR) Russia

Median score 
(IQR) France

Cause of negative  emotionsa 7.8 (3.0) 6.0 (3.3)
Impact on daily  lifea 7.0 (2.5) 6.3 (2.2)
Cause of  embarrassmenta 6.7 (4.3) 6.7 (3.3)
Interferes with daily  activitiesa 6.0 (3.0) 6.0 (3.0)
Indicates something is seriously 

wrong with the  babyb
10 (2.0) NA

Causes baby to experience  painb 10 (1.0) NA
Bad for  babyb 10 (1.0) NA
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3.4  Perception and Experiences of the Use 
of Microlax Microenema

One aim of this research is to understand perceptions and 
attitudes about the use of the microenema; therefore, the 
questionnaire included statements about quality of life, 
comfort, use, and reliability with the microenema.

In the Russia cohort, 63.9% of respondents used the 
microenema as the first treatment for their most recent con-
stipation episode, while in the France cohort, the majority 

(51.4%) used it as the second treatment option after natural 
remedies.

The study explored respondents’ concern or anxiety about 
using the microenema. Before using it for the first time, 
overall concern for both cohorts had a median score of 5.0 
out of 10; however, this concern dropped significantly after 
respondents used it. In the overall Russia cohort, concern 
about the ease of use dropped by 50% after the first use. In 
the France cohort, concern dropped by 20% after the first 
use and by 47.2% when considering future uses. Concern 
over using the microenema is presented by group in Table 5.

Quality of life issues such as feeling in control, not 
interfering with the day’s activities, ability to socialize, 
and feeling relaxed after using the microenema were highly 
agreed by all respondents. The Russia cohort exceeded the 
70% threshold for all statements, while the France cohort 
reached the threshold for getting on with their day but were 
not quite as high for the other QoL attributes.

The comfort of using the microenema was highly agreed 
in both cohorts (92.2% in Russia and 73.7% in France). 
The local action provided by the microenema was seen as a 
benefit. In the Russia cohort overall, 94.3% of respondents 
agreed that it “works just where it is needed.” In addition 
(data not shown), 95.0% of pregnant females agreed that 
since it “works just where it is needed, it is better for my 
unborn baby,” while 93.1% of mothers with babies under 3 
years old agreed microenemas were better for their baby than 
something that works through their system. Of the group of 
respondents between 60 and 80 years old, 89.5% agreed that 
using the micro-enema “avoids the need to take another pill.” 
In the France study, although not quite reaching the 70% 
agreement threshold, 69.6% of the respondents agree that it 
works just where it is needed, and 69.2% of the 60–80-year-
old respondents agree that it allows them to avoid taking 
another pill.

Both cohorts agreed (and exceeded the 70% threshold) 
that the microenema was easy to use and reliable (see overall 
results in Table 6).

4  Discussion

All participants met the criteria for being (or their child 
being) sufferers of occasional constipation. Almost all par-
ticipants had administered a treatment to themselves or their 
child (for mothers of children < 3 years old) for their most 
recent episode of constipation. For the few who did not (six 
in the Russia cohort, three in the France cohort), all had 
used a self-treatment for an earlier episode as defined in the 
protocol (within 12 weeks of study enrollment).

When asked about quality of life issues caused by their 
constipation, both the Russia and France cohorts reported 

Table 3  Agreement with statements regarding oral laxatives, supposi-
tories, and microenemas (Russia)

a Additional statement asked of mothers with babies
b Additional statement asked of pregnant females

Statement Agree with statement—score ≥ 7
Russia

Easy to use N Number of responses ≥ 7 (%)
 Oral laxatives 1118 855 (76.5)
 Suppositories 325 197 (60.6)
 Microenema 1118 1045 (93.5)

Works in 15 mins N Number of responses ≥ 7 (%)
 Oral laxatives 858 289 (33.7)

Suppositories 255 113 (44.3)
 Microenema 858 778 (90.7)

Provides comfortable 
experience

N Number of responses ≥ 7 (%)

 Oral laxatives 858 434 (50.6)
 Suppositories 255 136 (53.3)
 Microenema 858 783 (91.3)

Does not cause concern N Number of responses ≥ 7 (%)
 Oral laxatives 1118 537 (48.0)
 Suppositories 325 152 (46.8)
 Microenema 1118 1016 (90.9)

Reliable N Number of responses ≥ 7 (%)
 Oral laxatives 858 346 (40.3%)
 Suppositories 255 512 (59.7%)
 Microenema 858 785 (91.5%)

Relieves worry of constipation N Number of responses ≥ 7 (%)
 Oral laxatives 1118 441 (39.4)
 Suppositories 325 140 (43.1)
 Microenema 1118 970 (86.8)

Baby appears happier after  usea N Number of responses ≥ 7 (%)
 Oral laxatives 260 126 (48.5)
 Suppositories 70 35 (50.0)
 Microenema 260 243 (93.5)

Local action better for unborn 
 babyb

N Number of responses ≥ 7 (%)

 Oral laxatives 261 80 (30.7)
 Suppositories 71 43 (60.6)
 Microenema 261 246 (94.3)
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Table 4  Agreement with 
statements regarding oral 
laxatives, suppositories, and 
microenemas (France)

Statement Agree with statement—score 
≥ 7
Microenema versus oral 
laxative (n = 171)

Agree with statement—score ≥ 7
Microenema versus suppository (n = 81)

Easy to use Number of responses ≥ 7 (%) Number of responses ≥ 7 (%)
 Oral laxatives 150 (87.7)
 Suppositories 62 (76.5)
 Micro-enema 146 (85.4) 69 (85.2)

Works in 5–20 mins Number of responses ≥ 7 (%) Number of responses ≥ 7 (%)
 Oral laxatives 42 (24.6)
 Suppositories 48 (59.3)
 Microenema 122 (71.3) 58 (71.6)

Provides comfortable experience Number of responses ≥ 7 (%) Number of responses ≥ 7 (%)
 Oral laxatives 75 (43.9)
 Suppositories 49 (60.5)
 Microenema 124 (72.5) 62 (76.5)

Does not cause concern Number of responses ≥ 7 (%) Number of responses ≥ 7 (%)
 Oral laxatives 86 (50.3)
 Suppositories 47 (58.0)
 Microenema 118 (69.0) 55 (67.9)

Reliable Number of responses ≥ 7 (%) Number of responses ≥ 7 (%)
 Oral laxatives 55 (32.2)
 Suppositories 49 (60.5)
 Microenema 116 (67.8) 57 (70.4)

Relieves worry of constipation Number of responses ≥ 7 (%) Number of responses ≥ 7 (%)
 Oral laxatives 58 (33.9)
 Suppositories 41 (50.6)
 Microenema 112 (65.5) 57 (70.4)

Table 5  Concern over microenema use

Scale: 0 = completely disagree; 10 = completely agree

Group Russia France

Time Before first use 
median (IQR)

After first 
use—median 
(IQR)

Percent 
change—
median % 
(IQR)

Future use 
median 
(IQR)

Before first use 
median (IQR)

After first 
use—median 
(IQR)

Percent 
change—
median % 
(IQR)

Future use 
median 
(IQR)

Females, 
25–54 years

5.0 (5.0) 
n=265

2.0 (4.0) −50.0 (74.4) 1.0 (2.0) 6.0 (3.0) n = 
280

4.0 (3.0) −23.6 (65.6) 2.0 (2.0)

Pregnant 
females, 
≥  25 years

5.0 (6.5) 
n=261

20. (4.0) −37.5 (80.0) 0.0 (3.0) NA NA NA NA

Mothers with 
babies < 3 
years old

5.0 (5.8) 
n=260

1.0 (3.0) −57.1 (88.3) 0.0 (2.0) NA NA NA NA

Males and 
females, 
60–80 years

6.0 (4.0) 
n=332

2.5 (3.0) −50.0 (54.9) 1.0 (3.0) 4.0 (3.0) n = 
237

2.0 (1.75) −16.7 (50.0) 3.0 (2.0)

Total 5.0 (5.0) 
n=1118

2.0 (4.0) −50.0 (80.0) 1.0 (2.0) 5.0 (3.0) n = 
517

3.0 (2.0) −20.0 (60.0) 2.0 (2.0)
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a high level of negative emotions and embarrassment 
(Table 2). They noted that constipation negatively impacted 
their daily lives and interrupted their normal activities. In 
short, even episodes of occasional constipation diminished 
their quality of life and well-being. These reactions align 
with the quality of life issues seen in studies of people with 
chronic constipation, who noted feelings of isolation and 
shame [6, 7].

The agreement among mothers with babies who exhibited 
occasional constipation had the highest possible score of 
10 for the three main attributes, and constipation indicated 
that something was seriously wrong with their child, it 
caused pain and was bad for the child (Table 2). Studies of 
parents responsible for children with chronic constipation 
report self-doubt, lack of information, and a negative 
impact on their child’s quality of life [17, 18]. Similarly, the 
finding from this study indicates that caring for a child who 
experiences only occasional constipation elicits a high level 
of concern in their mothers.

Interestingly, the Russia cohort had a higher median 
agreement score for the quality of life issues of “causes 
negative emotions” and “impacts daily life” than the France 
cohort, indicating that their level of concern is greater. 
Prestudy listening exercises in Russia (unpublished data) 
revealed that many people feel a level of self-blame if they 
need to use treatments to relieve their constipation, believ-
ing it means they are not doing enough to prevent it in the 
first place. Coupled with that is the belief that they must 

self-treat to avoid embarrassment of going to the doctor if 
the condition does not resolve. These conflicting feelings 
may contribute to the impact on quality of life.

In this study, awareness and usage of OTC treatments for 
occasional constipation were high. This is not unexpected, 
since an inclusion criteria was having used OTC treatments, 
including Microlax microenema, prior to entering the study. 
Therefore, this population is ideal for assessing all three 
OTC treatment options.

The Russia cohort reached and exceeded the 70% thresh-
old for all assessed attributes that included ease of use, reli-
ability, worked within a set time, relieved worry, comfort-
able experience, among others, from using the microenema. 
Mothers thought their babies were happier after using the 
microenema to relieve their constipation, and pregnant 
females felt it was better for their unborn babies (Table 3).

The France cohort also demonstrated a higher agreement 
with these attributes for the microenema versus oral laxa-
tives and suppositories (Table 4), but the response was not 
as high as in Russia. Investigation by the research team and 
unpublished data show limited information on consumer-
facing healthcare websites and in scientific literature about 
microenemas in Europe, which may have had an impact on 
awareness of the treatment.

In this study, we explored perceptions of and barriers 
to using microenemas. Microenemas are designed to 
work locally where needed (rectally). Proper use requires 
preparation and careful adherence to the product instructions 

Table 6  Perception and experiences of the use of microenema

NA not applicable
a Asked of all respondents except mothers with babies
b Asked to only mothers with babies
c Expected time: in Russia, it is noted as within 15 min; in France it is within 5–20 min

Statement Percent agree with 
statement—Russia

Percent agree with 
statement—France

Quality of life
 Because I have an idea of when it will work, I feel more in control of my  daya 88.8 65.0
 Because it is reliable, it allows me to get on with my  daya 88.3 70.3

Because it is reliable, it relieves the worry of constipation 81.7 67.6
 Because it is reliable, I feel relaxed and able to  socializea 83.9 63.1
 When it relieves baby’s constipation, my baby appears  happierb 93.5 NA
 When it relieves baby’s constipation, I feel  happierb 94.2 NA

Comfort
 It allows a comfortable toilet experience 92.2 73.7
 It works just where it is needed (local action) 94.3 69.6

Ease of use
 It is easy to use 93.2 77.0

Reliability
 It is a reliable choice because every time I use it, it helps to relieve constipation within 

the expected  timec
93.6 80.3
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and, consequently, can feel somewhat intimidating before 
the first use. Study participants rated the concern they felt 
before the actual use as moderate (5 out of 10, Table 5). 
After actually using the microenema for the first time, the 
concern for the next and future uses dropped considerably. 
The highest level of concern or anxiety was anticipating 
using the product, while the actual use was far less daunting.

The study data show that using the microenema 
contributed to an increased quality of life (Table  6). 
Respondents felt a high level of control and developed a 
level of confidence that the microenema with its local effect 
worked reliably and within a specified period of time. The 
sense of control allowed participants to go about their day 
without being concerned about being constipated or having 
an effect from a laxative at a later point. They felt more able 
to socialize. The positive effects of this treatment address 
and reverse the negative quality of life aspects reported in 
literature, such as isolation and shame.

4.1  Limitations

This trial was retrospective, so the potential for recall bias 
exists. This was controlled by ensuring a minimum amount 
of time between the use of treatments and trial participation 
(median time since respondents experienced constipation 
was 1 week before the trial) and selecting a 0–10 graphic 
rating scale for all questions to provide sufficient response 
options to enable respondents to select the answers that 
most closely represent their views. Steps to minimize 
misclassification of constipation included use of the Rome 
IV diagnostic criteria as well as timing of constipation 
episodes in the screening questions to ensure only those with 
occasional constipation entered the study. Another potential 
limitation was that all respondents were users of OTC 
treatments for constipation and had to have used Microlax 
microenema more than one time, which was believed 
necessary for the collection of robust RWD; therefore, it 
does not capture the opinions of others who have not used 
these treatments or who were single-time microenema 
users. Efforts to prevent measurement error from the survey 
included rigorous preparation of the questionnaire following 
accepted approaches, pretesting the statements to ensure 
they were clearly understood and listing the statements 
in random order to prevent assimilation effects. Through 
validity checks, some respondents whose data were deemed 
unreliable due to providing the same answer throughout, 
not answering all questions, or taking insufficient time to 
complete the questionnaire properly were replaced by other 
participants. Additionally, respondents received a minimal 
incentive for completing the questionnaire. To control for 
unconscious bias, the incentive value complied with industry 
accepted ESOMAR guidelines to ensure it was proportionate 
and aligned with legal requirements for the locations of the 

study, appropriate for the audience and the nature of the 
research.

5  Conclusions

Occasional constipation will affect most people at some 
point in their lives and is often managed with lifestyle 
changes and/or the use of over the counter treatments. 
However, as shown by the results of this real world 
evidence study, experiencing even occasional bouts of 
constipation can negatively affect quality of life and well-
being in women aged 25–54 years and older men and 
women aged 60–80 years who experience it, as well as 
parents who are responsible to manage it in their children. 
Concerns and quality of life issues found in the chronic 
constipation patient population (based on literature) are 
observed in occasional sufferers as well.

OTC treatments include oral laxatives, suppositories, 
and microenemas. Microlax, the microenema used in this 
study, showed superior benefits in the relief of occasional 
constipation compared with oral laxatives and rectal 
suppositories. Additionally, once consumers overcome their 
initial trepidation of the first time use of the microenema, 
they agreed that it provided targeted local (not systemic), 
reliable, and rapid relief of occasional constipation. This 
enables the consumer to regain a feeling of control and 
in turn, provides a positive impact on quality of life and 
well-being.

Acknowledgements Medical writing support for the preparation of 
this manuscript was provided by Carol Feinberg of Carol Feinberg 
Consulting LLC and was funded by Kenvue Inc. The authors acknowl-
edge Robert Friedline and Guillaum Hirsch for critically reviewing the 
manuscript.

Declarations 

Funding This work was funded in full by McNeil AB, part of Kenvue 
Inc.

Competing Interest The authors are either employees or were compen-
sated for their services by McNeil AB or Johnson & Johnson GmbH; 
however, there are no competing interests related to this publication.

Financial Interests  The authors declare that they have no financial 
interests in the publication of this manuscript.

Non‑financial Interests None.

Data Availability The data that support the findings of this study are 
not openly available due to reasons of sensitivity and are available from 
the corresponding author upon reasonable request.

Ethics Approval The study was conducted in accordance with ICH 
Good Clinical Practice, all applicable subject privacy requirements 
(including European General Data Protection Regulation), and the 



Real World Evidence of User Experience with Microenemas

guiding principles of the current version of the Declaration of Helsinki. 
In addition, approval to conduct the study was pursued with Independ-
ent Ethics Committees in the respective countries; however, it was 
deemed to be unnecessary for this type of research [based on Comité 
de Protection des Personnes (France) and federal law nr 61-FZ (Rus-
sia)]. All participants, or guardians as appropriate, provided informed 
consent to participate.

Consent to Participate  All participants, or guardians as appropriate, 
provided informed consent to participate.

Consent for Publication Not applicable.

Code Availability Not applicable.

Authors’ Contributions S.R. and K.L. oversaw the conduct of the study 
and the analysis of the data. C.S. provided oversight of the research 
and background for the research program. All authors contributed to 
the interpretation of the data, results of the work, and the writing of 
the manuscript. All authors read and approved the final manuscript.

Open Access  This article is licensed under a Creative Commons 
Attribution-NonCommercial 4.0 International License, which permits 
any non-commercial use, sharing, adaptation, distribution and 
reproduction in any medium or format, as long as you give appropriate 
credit to the original author(s) and the source, provide a link to the 
Creative Commons licence, and indicate if changes were made. The 
images or other third party material in this article are included in the 
article’s Creative Commons licence, unless indicated otherwise in a 
credit line to the material. If material is not included in the article’s 
Creative Commons licence and your intended use is not permitted by 
statutory regulation or exceeds the permitted use, you will need to 
obtain permission directly from the copyright holder. To view a copy 
of this licence, visit http:// creat iveco mmons. org/ licen ses/ by- nc/4. 0/.

References

 1. Sanchez M, Bercik P. Epidemiology and burden of chronic con-
stipation. Can J Gastroenterol. 2011;25(Suppl B):11B–15B.

 2. McCrea G, Miaskowski C, et al. A review of the literature on 
gender and age differences in the prevalence and characteristics 
of constipation in North America. J Pain Symptom Manag. 2009; 
37 (4): 737–45. https:// www. scien cedir ect. com/ scien ce/ artic le/ pii/ 
S0885 39240 80045 57. Accessed 20 Nov 2023.

 3. Forootan M, Bagheri N, Darvishi M. Chronic constipation: a 
review of literature. Medicine (Baltimore). 2018;97(20):e10631. 
https:// doi. org/ 10. 1097/ MD. 00000 00000 010631. https:// www. 
ncbi. nlm. nih. gov/ pmc/ artic les/ PMC59 76340/. (PMID: 29768326; 
PMCID: PMC5976340). Accessed 10 Mar  2023.

 4. home remedies for constipation. Medical News Today Updated 
January 24, 2023. https:// www. medic alnew stoday. com/ artic les/ 
31869 4#_ noHea derPr efixe dCont ent. Accessed 20 Nov 2023.

 5. Natural remedies for constipation. Medical News Today Updated 
September 25, 2023. https:// www. medic alnew stoday. com/ artic les/ 
320940. Accessed 20 Nov 2023.

 6. Johanson J, Kralstein J. Chronic constipation: a survery 
of the patient perspective. Aliment Pharmacol Therap. 
2007;25(5):599–608.

 7. Tvistholm N, Munch L, Danielsen AK. Constipation is casting a 
shadow over everyday life—a systematic review on older people’s 
experience of living with constipation. J Clin Nurs. 2017;26:902–
14. https:// doi. org/ 10. 1111/ jocn. 13422.

 8. FDA, 2018. Framework for FDA’s Real-World Evidence Pro-
gram. Available at: https:// www. fda. gov/ media/ 120060/ downl 
oad. Accessed 10 Mar 2023.

 9. EMA, 2020.Draft Guideline on registry-based studies. Available 
at: https:// www. ema. europa. eu/ en/ docum ents/ scien tific- guide line/ 
guide line- regis try- based- studi es_ en. pdf. Accessed 10 Mar 2023.

 10. MHRA 2020. MHRA Draft Guidance on Randomised Controlled 
Trials Generating Real-World Evidence to Support Regulatory 
Decisions. [online] Available at: https:// www. gov. uk/ gover nment/ 
consu ltati ons/ mhra- draft- guida nce- on- rando mised- contr olled- tri-
als- gener ating- real- world- evide nce- to- suppo rt- regul atory- decis 
ions? utm_ source= 35ac3 928- 7b48- 4129- 966f- 6a00d 2c5fe 07& 
utm_ medium= email & utm_ campa ign= govuk- notifi cati ons& utm_ 
conte nt= daily. Accessed 10 Mar 2023.

 11. Goldman M, Lodhi I. A real-world evidence study evaluating a 
treatment for nappy rash. Br J Nurs. 2016;25(8):432–9.

 12. Artus-Arduise C, James T, Monteil C, Hammond F, Carr A, Carter 
P. Hydrocolloid blister plasters vs. standard plasters for foot blis-
ters treatment in real life: a comparative, non-randomised, inter-
national, superiority study. Clin Res Trials. 2020;6:1–7.

 13. Goldman M, Beaumont T. A real world evaluation of a treatment 
for infant colic based on the experience and perceptions of 4004 
parents. Br J Nurs. 2017;26(5 Suppl 1):S3–10.

 14. Real world evidence guidance. Website for the Proprietary Asso-
ciation for Great Britain (PAGB) https:// www. pagb. co. uk/ real- 
world- evide nce/. Accessed 20 Nov 2023.

 15. Rome Foundation. Appendix A: Rome IV criteria for func-
tional gastrointestinal disorders (FGID). January 2016. Avail-
able at: https:// thero mefou ndati on. org/ rome- iv/ rome- iv- crite ria/. 
Accessed 10 Mar 2023.

 16. ESOMAR/GRBN Guideline for Researchers and Clients Involved 
in Primary Data Collection. The Global Research Business Net-
work. https:// esomar. org/ uploa ds/ attac hments/ cktim 86vi0 54wsp 
tru81 egz40- guide line- on- prima ry- data- colle ction- final. pdf. 
Accessed 20 May 2024.

 17. Thompson A, MacDonald S, et al. Understanding parents’ experi-
ences when caring for a child with functional constipation: inter-
pretive description study. JMIR Pediatr Parent. 2021;4(1):e24851. 
https:// doi. org/ 10. 2196/ 24851, https:// pedia trics. jmir. org/ 2021/1/ 
e24851. Accessed 20 Nov 2023.

 18. Flankegard G, Morelius E, et al. Everyday life with childhood 
functional constipation: a qualitative phenomenological study 
of parents’ experiences. J Pediatric Nursing. 2022;67:e165–71. 
https:// doi. org/ 10. 1016/j. pedn. 2022. 07. 021. Accessed 20 Nov 
2023.

http://creativecommons.org/licenses/by-nc/4.0/
https://www.sciencedirect.com/science/article/pii/S0885392408004557
https://www.sciencedirect.com/science/article/pii/S0885392408004557
https://doi.org/10.1097/MD.0000000000010631
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5976340/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5976340/
https://www.medicalnewstoday.com/articles/318694#_noHeaderPrefixedContent
https://www.medicalnewstoday.com/articles/318694#_noHeaderPrefixedContent
https://www.medicalnewstoday.com/articles/320940
https://www.medicalnewstoday.com/articles/320940
https://doi.org/10.1111/jocn.13422
https://www.fda.gov/media/120060/download
https://www.fda.gov/media/120060/download
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-registry-based-studies_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-registry-based-studies_en.pdf
https://www.gov.uk/government/consultations/mhra-draft-guidance-on-randomised-controlled-trials-generating-real-world-evidence-to-support-regulatory-decisions?utm_source=35ac3928-7b48-4129-966f-6a00d2c5fe07&utm_medium=email&utm_campaign=govuk-notifications&utm_content=daily
https://www.gov.uk/government/consultations/mhra-draft-guidance-on-randomised-controlled-trials-generating-real-world-evidence-to-support-regulatory-decisions?utm_source=35ac3928-7b48-4129-966f-6a00d2c5fe07&utm_medium=email&utm_campaign=govuk-notifications&utm_content=daily
https://www.gov.uk/government/consultations/mhra-draft-guidance-on-randomised-controlled-trials-generating-real-world-evidence-to-support-regulatory-decisions?utm_source=35ac3928-7b48-4129-966f-6a00d2c5fe07&utm_medium=email&utm_campaign=govuk-notifications&utm_content=daily
https://www.gov.uk/government/consultations/mhra-draft-guidance-on-randomised-controlled-trials-generating-real-world-evidence-to-support-regulatory-decisions?utm_source=35ac3928-7b48-4129-966f-6a00d2c5fe07&utm_medium=email&utm_campaign=govuk-notifications&utm_content=daily
https://www.gov.uk/government/consultations/mhra-draft-guidance-on-randomised-controlled-trials-generating-real-world-evidence-to-support-regulatory-decisions?utm_source=35ac3928-7b48-4129-966f-6a00d2c5fe07&utm_medium=email&utm_campaign=govuk-notifications&utm_content=daily
https://www.gov.uk/government/consultations/mhra-draft-guidance-on-randomised-controlled-trials-generating-real-world-evidence-to-support-regulatory-decisions?utm_source=35ac3928-7b48-4129-966f-6a00d2c5fe07&utm_medium=email&utm_campaign=govuk-notifications&utm_content=daily
https://www.pagb.co.uk/real-world-evidence/
https://www.pagb.co.uk/real-world-evidence/
https://theromefoundation.org/rome-iv/rome-iv-criteria/
https://esomar.org/uploads/attachments/cktim86vi054wsptru81egz40-guideline-on-primary-data-collection-final.pdf
https://esomar.org/uploads/attachments/cktim86vi054wsptru81egz40-guideline-on-primary-data-collection-final.pdf
https://doi.org/10.2196/24851
https://pediatrics.jmir.org/2021/1/e24851
https://pediatrics.jmir.org/2021/1/e24851
https://doi.org/10.1016/j.pedn.2022.07.021

	Real World Evidence of User Experience with Microenemas for Relief of Constipation
	Abstract
	Background 
	Objective 
	Methods 
	Results 
	Conclusions 

	1 Introduction
	2 Objective
	2.1 Methods
	2.2 Safety
	2.3 Data Analysis

	3 Results
	3.1 Experiences, Severity, and Treatment of Constipation
	3.2 Constipation and Quality of Life (QoL)
	3.3 Perception of Treatments for Constipation
	3.4 Perception and Experiences of the Use of Microlax Microenema

	4 Discussion
	4.1 Limitations

	5 Conclusions
	Acknowledgements 
	References


