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Aims Constipation is an important problem and dysfunction of the digestive system. In the
traditional beliefs of different parts of the world, especially Iran, Rosa damascene Mill. has
several properties, including sedative, anti-inflammatory, anti-seizure, anti-depressant, and
laxative effects. This study aimed to evaluate the effect of hydroalcoholic extract of Rosa
damascene Mill. in treating chronic constipation in adults.

Materials & Methods This randomized clinical trial was performed in 2018 in Shahid Mofteh
Specialized Clinic of Yasouj on 160 patients with chronic constipation referred to internal
medicine and gastroenterologists. Extracted hydroalcoholic extract of Rosa damascene Mill
and lactulose syrup was used; The control group received 20cc of lactulose syrup twice a day,
and the intervention group received a hydroalcoholic extract of Rosa damascene Mill. two
times a day in the form of 500mg capsules twice a day for one month. Data were analyzed
using SPSS 19 software and T and chi-square tests with 95% confidence interval.

Findings During the intervention process, 16 people did not refer to the necessary follow-up,
and the necessary information was collected from 144 patients with chronic constipation.
Sixty-eight patients (4.2%) were male, and 76 (52.8%) were female. The mean age of
patients was 43.18+13.67, and the age range was 18 to 75 years. There was no statistically
significant difference between the two groups’ mean age and sex under Rosa damascene Mill.'s
intervention. Hydroalcoholic extract and lactulose (p<0.05). Also, there was no statistically
significant difference between the variables of frequency and ease of defecation between the
two groups receiving lactulose and Rosa damascene Mill. hydroalcoholic extract before and
after the intervention (p<0.05).

Conclusion Hydroalcoholic extract of Rosa damascene Mill. has a similar effect to lactulose in
the treatment of chronic constipation in adults.

Keywords Chronic Constipation; Hydroalcoholic Extract of Rosa damascene Mill.; Lactu-
lose
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Introduction

Constipation is a common clinical disease and one of
the important reasons for referring to family doctors
and gastroenterologists, whose prevalence in
western societies is reported to be up to 20% [l
Studies in Asia have reported a prevalence of 16.5%
in Korea and 26% in young women in Japan [2 31, In
studies conducted in Iran, the prevalence of
constipation has varied between 3.5% in Tabriz [ to
32.9% B3l in Isfahan.

Etiologically, constipation may have congenital or
acquired causes, and the most common congenital
disease that causes constipation is Hirschsprung.
Acquired causes of constipation include altered
nutritional and behavioral patterns such as poor diet,
low fiber, limited fluid intake, especially water,
inactivity and obesity, medication, metabolic and
endocrine, neurological and psychological disorders,
as well as disorders Intestine-like tumors [¢]. Diseases
that cause constipation may be local or systemic [7].
Chronic constipation, according to Rome IV criteria
(8], includes

- Straining during defecation in more than
25% of cases of defecation;

- Hard stools in more than 25% of cases of
defecation;

- Feeling of incomplete bowel movements for
more than 25% of cases of defecation;

- Feeling of anal obstruction in more than 25%
of cases of defecation;

- Manual maneuver to facilitate defecation of
more than 25% of feces (e.g, finger emptying);

- Less than three bowel movements per week;
- Excretion without laxatives is rare, and there
are no diagnostic criteria for IBS (Irritable Bowel
Syndrome).

Of course, according to the Rome IV diagnostic
criteria, mild abdominal pain and some bloating may
be present, but they are not prominent, and these
symptoms should be present for at least three
months in the last six months of the doctor's
diagnosis.

There are several non-pharmacological and
pharmacological treatments for constipation. Non-
pharmacological therapies include recommendations
to  increase  mobility  (exercise), dietary
recommendations, and lifestyle changes in general,
some of which have not been proven [l
Pharmacological treatments include disimpactions,
bulking laxatives, osmotic laxatives, and stimulant
laxatives [10-13], Due to the effect of constipation on
people's quality of life and dissatisfaction with
common drugs, patients and researchers have tended
to use other methods such as herbs and other
methods of complementary and alternative medicine.
One of the plants that the Iranians have used for a
long time is Rosa damascene Mill. [14]. Rosa damascene
Mill. is widely used in traditional Iranian medicine
not only because of its effective therapeutic effects
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but also because of its religious beliefs. This plant is
used in traditional medicine to treat abdominal and
chest pain, menstrual bleeding, and digestive
problems [10.15,16] [n traditional medicine of Iran and
some countries, Rosa damascene Mill. is used to treat
constipation [17]. The gauge of hydroalcoholic extract
of Rosa damascene Mill. has increased stool water
volume and stool frequency in laboratory animals 10
18], Besides, some animal studies have reported that
Rosa damascene Mill. decoction has also had strong
laxative effects such as increasing stool volume and
increasing the number of bowel movements [0,
Dried flowers of Rosa damascene Mill. are also
available in the Iranian medicinal plants market, the
powder of which is also used to treat constipation [17],
Considering the traditional application and results of
animal studies on the beneficial effects of Rosa
damascene Mill. in the treatment of constipation and
the lack of clinical studies that have addressed the
effect of Rosa damascene Mill. in the treatment of
adult constipation, this study aimed to investigate the
effect of hydroalcoholic extract of Rosa damascene
Mill. in the treatment of constipation in chronic adult.

Materials & Methods

This randomized clinical trial was performed in 2018
in Shahid Mofteh specialized clinic affiliated to Yasouj
University of Medical Sciences on patients with
chronic constipation who had been referred to
internal medicine and gastroenterologists. According
to the predictable recovery percentage formulas with
lactulose based on similar studies and predictable
recovery percentage with Rosa damascene Mill.
hydroalcoholic extract, the sample size of each group
was determined between 73 people and considering
10% shedding; finally, 80 people in each group were
considered. Using the available sampling method,
160 people eligible to participate in the study were
selected based on their history and physical
examination by an internal medicine specialist, and
patients were randomly divided into two groups
using quadruple blocks (block = 80). n). Only those
who had chronic constipation according to Rome IV
criteria (such as having two or more criteria) were
included in the study; They did not have the
underlying disease (hypothyroidism, diabetes, lead
poisoning, celiac disease) and structural disease;
They did not receive constipation treatments before
the initial visit, and there was no blood in their stools
(performing three stool tests for blood).

Data were collected by an internal medicine specialist
using the Bristol Scale [19] and researcher-made
checklists based on reliable sources. To evaluate the
consistency of feces and follow the symptoms of
constipation, the doctor used the Bristol scale, which
was asked by looking at the photos of this scale and
asking about fecal conditions [19]. The researcher-
made checklist consisted of two sections:
demographic information and stool frequency and
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defecation classifications. In order to compare the
severity of chronic constipation in terms of stool
frequency before treatment, the following
classification was used that patients were divided
into one of these three groups:

- 3 times or more weekly with difficulty (in this group,
the patient must have at least 2 Rome IV criteria for
difficulty defecating)

- 2 times a week with difficulty (in this group, the
patient must have at least one Rome IV criterion for
difficulty defecating)

- Once a week with difficulty (in this group, the
patient must have at least one Rome IV criterion for
difficulty defecating)

In order to compare the severity of chronic
constipation in terms of frequency of defecation after
treatment, patients were divided into four fecal
excretion groups:

- Three times a week without difficulty;

- Four times a week without difficulty;

- once a day without difficulty; and

- more than once a day without difficulty
Also, to compare the severity of chronic constipation
in terms of comfort before treatment, patients were
divided into three groups: having one criterion,
having two criteria, and having three or more criteria
of Rome IV indicators [20.21], To compare the severity
of chronic constipation in terms of comfort after
treatment classification, complete comfort, relative
comfort, and inconvenience in fecal excretion were
used.

This study was presented and approved by the
Research Ethics Committee of Yasouj University of
Medical Sciences and was registered in the clinical
trial system. After explaining the study's objectives,
informed consent was received from all participants
before the start of the study. Participants were
randomly assigned to one of the two intervention and
control groups through a four-block random
allocation, and this process continued until the
sample size of 80 people in each group was
completed. The information was confidential, and the
patients' privacy was taken into consideration when
completing the checklists.

In order to extract the Rosa damascene Mill
Furthermore, prepare the hydroalcoholic extract of
the Rosa damascene Mill., some dried Rosa damascene
Mill. was first prepared and approved by a herbalist.
The petals were separated and washed and then
mixed with 70% ethanol and placed in an incubator
at 46-48°C for 48 hours. 200g of Rosa damascene Mill.
powder was extracted each time the extract was
made. The resulting mixture was filtered and
concentrated by a rotary apparatus at 46°C under
vacuum conditions in the next step. It was then
placed in the freezer and prepared in the required
dose when used in capsules [22-24]; The dose of Rosa
damascene Mill. extract was selected based on the
conversion of animal dose to human dose, as in a
study in which the dose of 180-190mg/kg caused
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laxative effects in dogs, and therefore this dose was
converted to human dose [25 261,

Lactulose syrup (Sobhan Company; Iran) was used as
one of the standard treatments for constipation,
along with Rosa damascene Mill. hydroalcoholic
extract capsule. The intervention included
administration of hydroalcoholic extract of Rosa
damascene Mill. in the intervention group and
lactulose administration in the control group.
Outcome variables to be assessed included frequency
of bowel movements, ease or difficulty of bowel
movements, time of onset of Rosa damascene Mill.
hydroalcoholic extract and lactulose, and their side
effects. The control group received 20cc of lactulose
syrup twice a day, and the intervention group
received a hydroalcoholic extract of Rosa damascene
Mill. 2 times a day in the form of 500mg capsules in 2
divided doses (2 times a day) for one month [271. All
subjects were followed up weekly by a fixed internal
medicine specialist for one month to determine the
symptoms of chronic constipation according to the
Bristol scale and by asking patients after starting
treatment, in addition to data on stool frequency,
comfort, or difficulty in defecation, time of onset of
effect of hydroalcoholic extract of Rosa damascene
Mill. Furthermore, the doctor completed lactulose
and their side effects up to one month per week.
Physicians, statisticians, and patients were unaware
of the individual belonging to each of the study
groups.

SPSS 19 statistical software was used to analyze the
data. Quantitative data such as age between the two
groups were compared by independent T-test with a
95% confidence interval. The intragroup change was
also compared with paired T-test. Wilcoxon test
(marked rank) was used to compare before and after
each group about the number of excretions and
excretion status, which were not normal distribution
and the data were qualitative. Comparison of sex
ratio distribution between the two groups and
excretion status was compared using the chi-square
test.

Findings

During the intervention process, 16 people, including
10 in the control group and 6 in the intervention
group, did not refer for the necessary follow-up, and
the necessary information was collected from 144
patients with chronic constipation. Sixty-eight
patients (47.2%) were male, and 76 (52.8%) were
female, of which 35 (47.3%) males and 39 (52.7%)
females were in Rosa damascene Mill. hydroalcoholic
extract group and 33 (47.1%) males and 37 (52.9%)
females were in the lactulose group. The mean age of
patients was 43.18+13.67, and the age range was 18
to 75 years. There was no statistically significant
difference between the two groups' mean age and sex
under Rosa damascene Mill's intervention.
hydroalcoholic extract and lactulose (p>0.05).
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All patients had difficult bowel movements at the
beginning of treatment and the number of bowel
movements per week was low. The chi-square test
results showed no statistically significant difference
between the frequency of defecation with difficulty
before the intervention between the two groups
receiving lactulose and Rosa damascene Mill
hydroalcoholic extract (p=0.76; Table 1). After
treatment and receiving lactulose and hydroalcoholic
extract of Rosa damascene Mill,, all patients had easy
bowel movements, and no disease reported difficulty
in bowel movements; More than 75.7% in the group
consuming Rosa damascene Mill. hydroalcoholic
extract had one or more bowel movements, and in the
group receiving lactulose, about 55.7% had bowel
movements more or less; However, the difference
was not significant (p=0.058; Table 1).

Table 1) Absolute and relative frequency of variable stool
frequency in the two groups receiving Rosa damascene Mill.
hydroalcoholic extract and lactulose before and after the
intervention (numbers in parentheses are percentages)

Rosa
Fecal excretion damascene Lactulose Total
Mill.
Before Intervention
3 times and more 31(41.89) 33(47.14) 64 (44.44)
2 times in week 34 (45.94) 28(40.00) 62 (43.06)
1 time and lesser in week 9 (12.17) 9(12.86) 18(12.50)
Total 74 (100) 70 (100) 144 (100)
After Intervention
3 times in week 4 (5.40) 7 (10.00) 11 (7.64)
4 times in week 14 (18.92) 24 (34.29) 38 (26.39)
1 time in day 39 (52.70) 31 (44.29) 70 (48.61)
1 time and more in day 17 (22.98) 8(11.42) 25(17.36)
Total 74 (100) 70 (100) 144 (100)

Before the intervention, no significant difference was
found between the feeling of comfort in the excretion
of the intervention and control groups (p = 0.46;
Table 2). After the intervention, none of the
recipients of the Rosa damascene Mill. felt
uncomfortable, and 4.3% of the patients receiving
lactulose still felt uncomfortable after consuming
lactulose, but this difference was not significant
(p=0.17; Table 2).

Table 2) Absolute and relative frequency of defecation variables
in the two groups receiving Rosa damascene Mill. hydroalcoholic
extract and lactulose before and after the intervention (numbers in
parentheses are percentages)

Ease of defecation Rosa damascene Mill. Lactulose
Before Intervention
1 criterion 22 (29.73) 21 (30.00)
2 criteria 39 (52.70) 44 (62.9)
3 criteria and more 13 (17.57) 5(7.14)
After Intervention
Complete comfort 40 (54.05) 39 (55.71)
Relative comfort 34 (45.95) 28 (40.00)
Lack of comfort 0 3 (4.29)

Although both drugs effectively treat chronic
constipation in adults, the onset of therapeutic effects
of Rosa damascene Mill. hydroalcoholic extract
appeared faster. In all patients, with the consumption
of Rosa damascene Mill. within 24-48 hours after the
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start of treatment, a favorable therapeutic response
was observed, and with the use of lactulose, within
48-72 hours after the start of treatment, a favorable
therapeutic response was observed. No side effects
were seen in any of the patients who received Rosa
damascene Mill. extract, but in patients receiving
lactulose, side effects such as nausea and vomiting,
heartburn, and bloating were reported.

Discussion

In traditional medicine of Iran and some countries,
Rosa damascene Mill. is traditionally used in the
treatment of chronic constipation [28l, However, a
review of published studies showed that no scientific
or clinical studies had been found to confirm Rosa
damascene Mill.'s effect. hydroalcoholic extract in the
treatment of chronic constipation in adults.
Therefore, this study was performed to evaluate the
effect of the hydroalcoholic extract of Rosa
damascene Mill in treating chronic constipation in
adults.

The clinical results obtained from the present study
showed that the hydroalcoholic extract of Rosa
damascene Mill. at a dose of 1g (2 capsules of 500mg)
per day, effectively treating chronic constipation in
adults. Due to the lack of a study on the effectiveness
of hydroalcoholic extract of Rosa damascene Mill. in
humans, the results were further compared with
animal studies. Dolati et al showed that the
hydroalcoholic extract of Rosa damascene Mill. was
dose-dependently able to increase contraction in
guinea pig ileum [29]. Abbaszadeh et al. also reported
that the use of Rosa damascene Mill. hydroalcoholic
extract in a dose-dependent manner caused diarrhea
in dogs [2¢. In the present study, in some participants,
the frequency increased to 3 to 4 times. Kazerani et
al. also showed that Rosa damascene Mill. decoction
could cause prokinetic effects in rats [10l. Besides,
Arzomand et al. conducted a study to determine the
prokinetic and laxative effects of Rosa damascene
Mill. on mice. In this study, the results showed that
the hydroalcoholic extract of Rosa damascene Mill.
increased the frequency of bowel movements,
moisture, and stool volume compared to the placebo
group. This study's proposed mechanism is to
stimulate the osmotic infiltration of water into the
intestine, which can be said that in humans, it can
stimulate the osmotic infiltration of water into the
intestine resulting in looser stools and easier
defecation [1%. Another study investigated the effect
of Rosa damascene Mill. on ileum rat in extrinsic
conditions. In this study, it was noted that the
contractile effect of Rosa damascene Mill. on ileum,
the rat is more through acetylcholine-dependent
pathways. However, the role of other excitatory
neurotransmitters should also be considered. The
study also found that phytochemically, Rosa
damascene Mill. contains compounds such as tannins,
gallic acid, malic acid, resins, and flavonoids,
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including camphor and quercetin, but it is not
possible to specify which of these components in the
stimulatory effects of Rosa damascene Mill. on ileum
is involved and needs further studies [3].

The results of the present study on lactulose are
similar to the results of previous studies. Pich et al
showed that lactulose 3350 could relieve chronic
constipation in adults and had no side effects in
patients Bl Lee et al also showed that
administration of lactulose 3350 in constipation
treatment was able to relieve constipation in adults
[32], As the results of the present study, Loening-
Baucke et al. both treatments had a long-term effect
on constipation and showed that lactulose was safe in
the one-year treatment of constipation and had
better absorption than magnesium milk in children,
although side effects such as bloating, nausea, and
vomiting in lactulose has been reported [331.

Also, the frequency and ease of excretion with the
treatment of hydroalcoholic extract of Rosa
damascene Mill. at a dose of 1g (2 capsules of 500mg)
per day was more than lactulose at a dose of 1g per
kg of body weight per day. The number of patients
who had defecation with hydroalcoholic extract of
Rosa damascene Mill. more than once a day was 17
patients (23%); eight patients (11.4%) experienced
lactation more than once a day. In terms of daily
defecation without problems, both groups were
almost the same.

The results showed no side effects in patients
receiving Rosa damascene Mill. hydroalcoholic
extract, but side effects such as nausea and vomiting,
heartburn, and bloating were reported in lactulose
recipients, although the side effects were so mild that
no need to stop treatment or treat complications. The
results regarding the side effects of lactulose in
humans are contradictory, and some studies have not
reported any side effects; While some studies
indicate the occurrence of complications such as
bloating, nausea, and vomiting [B4. One study
mentioned that lactulose has less side effects such as
bloating, nausea, and vomiting than Rosa damascene
Mill. Furthermore, it has sedative, stress-reducing,
and depressing properties [351.

The use of only one dose of Rosa damascene Mill.
extract was the main limitation of this study.
According to the present results, it is suggested that
more similar research be done on the use of effective
and pure Rosa damascene Mill. compounds to treat
constipation in order to provide sufficient scientific
evidence.

Conclusion

Hydroalcoholic extract of Rosa damascene Mill. has a
similar effect to lactulose in the treatment of chronic
constipation in adults.
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