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Introduction

o common lower gastrointestinal tract complaint. It is an area
“: of concern since: ages-and considered responsible for
g -'producmg various:complaints and complications namely,
headache, stress, distension of abdomen, disagreeable
breath, furred. tongue and even now frightened by
antointoxication and cancer®. Its origin is of a multi-factorial
nature, and, therefore deserves careful evaluation and
measures for an effective relief,

The definition of constipation as per the Rome I criteria
includes infrequent bowel movements- (less than 3 bowel

movements per week), difficulty / straining during

‘evacuation of feces, inability to defecate at will and passing
of hard feces.

It has been observed that normal storage, transport.and.

eviacuation mechanisms of the colon are deranged, due to
which the normal bowel movements is hampered,
progressing to passing of infrequent and hard. stool with
difficulty 2, '

The prevalence of constipation increases with-age and
is more cornmon among women than men in all age groups.

1t is more frequent with non-whites and in colder climates, .
‘poor and rural states. Constipation is a freqiient problem in

“Trregular bowel evacuation ‘Constipation” is a very

* infants and children, which is mostly short-lived. In a study,

16% of 22 month old children in US, while in United
Kingdom, 34% of 4 - 7 years old children and about 37%
of Brazilian children of age ranging from birth to 12 years
were reported to be constipated > 4.

Constipation is known to be of heterogeneous origin,
such as intake of low fiber diet, lack of exercise,
medications, changes in life style, old age, abuse of laxatives,
ignoring the natural urge to have a bowel movement,
pregnancy, specific diseases such as piles, fistula, irritable
bowel syndrome, étc., problems with thecolon and rectuin,

-and problems with intestinal function. Constipation is

classified as primary or secondary, which erﬁphas_izes the
need to identify and treat underlying systemic disorders
before proceeding with the gastrointestinal evaluation®,

The gastrointestinal motility is essential for propagation
of food, adequate absorption of fluids, electrolytes, nutrients
and evacuation of excreta. The local neuronal reflexes and
circulating enteric peptide hormones play an importantrole

in regulating the neuro-humoral control of gastrointestinal
smooth muscles. The nerve cells wheén stimulated release

excitatory and inhibitory neurotransmitters, peptides and a
comiplex interaction among these coordinate the intestinal
motility. Since the central nervous system plays animportant
role in controng the activity of gastrointestinal smooth -
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muscles, the mental disturbances can increase gastro-
intestinal transit time, which may lead to constipation ',
Also, if an excessive amount of water is extracted, the
stool can become hard and difficult to expel®.

It often observed that changes in Iife style and dietary
modifications are helpful for the relief of: ‘constipation.
Patieats whose constipation is not relieved by lifestyle and
diet modification may benefit from judicioususe ofa laxative
drugs.

“Various classes ‘of laxative drugs such as stimulant,
salinte, osmotic and bulk are used for treating constipation.
Also enemias, suppositories; behavioral therapy and surgery
are- procedures used for treating constipation. The long-
term use of stimulant laxatives, osmotic and saline laxatives
are. restricted as they are reported to cause abdominal
cramps, hypokalemia, flatulence, abdominal distension arid
altered electrolyte transportation etc®.

In therapeutics of Indian System of medicine (Ayurveda)

comstipation is described as Vibandh. The guidelines are.

deseribed for its treatment. Many effective medicines are:
documentcd 1o bring about satisfactory evacuation of bowel,
which could fill the gap for safe and effective treatment of
constipation.

Softovac (herbal bowel regulator formulation) has been,
developed by Lupin Limited to provide effective relief of
conistipation. The formulation is in powder form, and
consists of high fiber bulk formers with natural and non-
synthetic mild laxatives that provides efficacious and safe
treatment of constipation,

Objective of the Study

The objective of the study was tb evaluate the efficacy-

and safety of Softovac treatment in patients with
constipation.

Methods and Materials

It was an open and non-comparative cliriical study. The
trial was completed in 30 patients with constipation, The
duration of treatmént was 14 days..

Patients of either sex, and aged between. 18-60 years,
having bowel movements less than three per week and two

defecation, sense-of incomplete evacuation and passing of
hardstool, using synthetic laxatives / purgatives (oral,

'rectal) or enema were enrolled for the study. Patients

suffering from any organic disorder of digestive tract.
(cancer, intestinal obstruction etc.) and patients with a
history of any surgery of gastrointestinal tract were.
excluded from the study. Patients suffering from serious
chronic systemic. metabolic, cardiac, respiratory,
neurological, and psychiatric illness were excluded. Also

pregnant and lactating women were excluded from the
study,

The ‘patients satisfying the inclusion and exclusion
criteria aud who gave written informed consent were
enrolled.

A detailed clinical history was taken at baseline. All the

-observations were recorded in the CRF at base line as well

as at every follow up visit (Follow-up1/Day 7) till the
completion of study (Follow-up 2/Day 14).

Thie clinical examination {general, systemic and local)

had been carried out at baseline and every follow—up visit
_(once in seven days).

The safety blood investigations such s complete blood
count (hemoglobin, red blood cell count, white blood cell
count, neutrophils, eosinophils, basopliils, lymphocytes,
monocytes), erythrocyte sedimentation rate (ESR), serum

glutamate pyruvie transaminase (SGPT), serum creatinine

and fasting blood sugar (FBS) were also performed at
baseline and at the end of study treatment.

After baseline assessment, the patients were initiated
with the herbal bowel regulator formulation Softovac. The.
dose was 5-10 gm (1-2 teaspoon) at might daily with
lukewarm water / fresh juice for 14 days duration.

The efficacy variables - normalization of bowel
frequency /complete remission of constipation (that is rore
than 3 bowel movements/week), no straining at defecation,
fecling of complete evacuation and: passing. of no hard /
pallet stool, formed stool consistency; 1o use of synthetic.
laxatives / purgatives {oral, rectal) or no enema and absence
of other symptoms were evaluated at baseline and at every-
follow-up visit and compared with haselme“ The efficacy
variables were: graded as follows:

1. Normalization of bowel frequency or remission of
constipation 0 (No Response) = Less than 3 bowel

or ‘mmore associated symptoms such as: straining at
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movements/wegek, Fair (1) = 3 bowel movements/
week, Good (2) = More than 3. bowel movements/
week and Excellent (3) = Daily passing of stool.

2. Consistency of stool 0 = Passing hard / pellet
stool.1 =Passing watery stool, 2 = Not passing of
hard or pellet stool or passing formed stool.

3.. Straining at the defecation 0 = Straining at
~ defecation,: 1= No straining at defecation.

4. Feeling of complete evacuation of feces 0 (No
Response) = No feeling of complete evacuation, 1
{Good) = Feeling of partial evacuation of feces, 2
(Bxcellent) = Complete evacuation of feces

5. Intake of other laxatives (Oral, rectal, enema) no/

week 0 = More than two times a week, 1 = Once
a week, 2 = Does not require or not taken for a
single day.

The severity of pain is evaluated for ‘straining at
defecation, passing -stool, abdominal pain/discomfort,
fullness of abdomen. and borborgymi.on the basis of Visual
Analog Scale (VAS) from 0-4 score.

Tn addition to above, the clinical global impression (CGI)
by the physician was-also evaluated.

The patients were observed at every follow-up visit for
adverse clinical events such as dry mouth, heart bum,
vomiting, loss of taste, feeling of fullness, belching;
-abdominal pain, constipation, diarrhea, loss of appetite;
fatigue, uneasiness, lethargy, headache, itching, rashes,
weight loss, sweating, faintness, drowsiness, dizziness,

sleepiness; disturbed sleep, anxiety, depression, stress, -

worry, emotional vulperability, body ache; painful
menstruatioti in women, loss of concentration etc. The
blood investigations as in part were also evaluated for safety.

The study data were analyzed on computerusing SPSS/
PC+ Statistical package. Based on the distribution of the
variables appropriate Parametric and Non-parametric
statistical methods were applied to the completed patients,
Friedman tests, Analysis of repeated measures, unpaired t
tests, paired t tests, Mann Whitney U tests, Wilcoxon Signed
rank tests and Chi squiare tests were applied to the data
wherever appropriate and accurate. Level of significance
was taken as P = 0.05.
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‘Softovac - A Herbal Bowel Regulator

1t is an‘experiential and evidence based comprehensive-

Ayurvedic formulation. for the treatment of cornstipation.
The formulation is in the form of powder. The ingredients
of the formulation are known for their inherent traditional

pharmaco-therapeutic effects resulting in bowel régulation.

1t is safe and efficacious.

Each 5 gm of Softovac Contains:

SNo. Medicinal Plant Dose
01. Isaphgol (Plantago ovata) 200 g
02.  Sonamukhi (Senna)# 0.75¢
03. Harad (Terminalia chebula)i 0.50 g.
04.  Amaltas (Cassia fistula)t 050 g
05.  Mulethi (Licorice)# 025g
06.  Gulab Dal (Rosé petals) 025 ¢
07.  Saunf (Badi Saunf) (Fennel Seed) 0.25g
08. Saunf Taila (Fennel Oil) 0.05¢
09.  Sharkara (Sugar) Qs

# Water Extracts.
Results and. Observations

The study data analysis showed that out of total 30
subjects in whom the study was completed, there were
63% (19) males and 37%(11) fémalé patients. The mean
age of the stedy patients was 33.64 + 11.69 years (Range
19 -60 years) and all 30 patients (100%) were married.
The detailed personal history profile of 30 patients is
presented in the Table 1. '

Thie treatment with Softovac (14 days dosing) has shown

statistically significant improvement in all efficacy

parameters during the study treatment period.

The bowel frequency was fess than 3 bowel movements
per week in 27 (90%) patients and 3 patients (10%) had 3
bowel movements per week at baseline, Af the end of study
treatment period with Sofiovac, 29 patients (97%) were
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Table 1
Personal History Profile of Patients (n=30)
with Constlpatmn
SLNo.| Variables Values
1 Age 33.64 £ 11.69 years.
© | (Mean+SD) (Aged between 19 - 60 Years)
_ Male 19 (63%)
2. {Sex
Female 11 (37%)
3. |Marital Status | Married 30 (100%)
Vegetarian 13 (43%
4. |Diet g (42%)
Non Vegetarian |17 (57%)
_ . Smokers 9 (30%)
5. | Smoking .
' Non-Smokers {21 (70%)
Yes 1. (3%)
6. jAlcohol .
No 29 (97%)
7. | Appetite Nomal 30 (100%)
8. |[Bowels Irregular 30 (100%)

sbserved to have passed stool daily and one patient (3%)
2ad more than 3 bowél movements per week. The
administration of drug has shown stafistically significant
‘p<0.001) improvement in normalizing frequency of bowel
novement when compared between visit -1 & visit —3.
The study treatment has shown normalization and

regularization of bowel evacuation within a-jfcjrmjg_ht of.

Josing. The details are preserited in the Table 2.

. The number of patients passing hard stool were 28.

(93%) and there were 2 (?%__) _patients- passing unformed
‘watety stools at the basal visit. On first follow-up (visit -

2), none of patients were passing hard stool, while only 8-

_(27%) patients, reported passing ‘of watery stool and 22
(73%) were passiﬁ'g formed stool, On the final visit (visit
-~3) it was observed thiat all the patients (100%) were passing
formed stool, The change in consistency-of stool was found
to be statistically significant (p<0.001). The details are
presented in'the Table 2. The dosing with Softovac has
helped.to pass nosmal formed steol in study patients.

It-was observed at baseline that all 30 patiént_s”(lOO%)
‘complained about straining at defecation, which improved

remarkably i.e. the passing of stools without straining at
first follow-up vi__s'ii'anc_l this effect was continued till the
end-of study treatment dosing. The change was statistically
significant (p<0.001). This indicates that Softovac was
found to provide relief from discomfort atid pain in addition
to normalization of bowel evacuation. The details are
presented in the Table 2.

There was a history of feeling of incomplete evacuation
observed in 15 (50%) patients and 15 (50%) patients
reported to have partial evacuation of feces at baseline. In
subsequent follow-up visit (visit -2).17 (57%) patients had
feeling of complete evacuation, while ‘only 13 (43%)
patients had feeling of partial evacuation. At third follow-
upvisit all 30-(100%) patients reported having a feeling of
complete evacuation of bowel. This change has shown
statistically significant response in the evacuation of stool
{p<0.001). Interestingly the formulation has also
demonstrated the efficacy by enhancing the feeling of
complete evacuation in study patients. The details are
presented in the Table 2.

During the study dosing with Softovac, the need for
intake of other laxative medications did not asise in all
patients, this indicates the desired benefit of Softovac in
the study patients.

The relief in the severity of pain was evaluated o the
basis- of Visual Analog Scale (VAS) score, it has shown
statistically stgnificant reduction. At basal visit, VAS score
{Mean = SD) of severity of pain was reduced from 3.50 +
0.51 to 2.17 £ 0.75 at fixst follow-up visit. The score was
remarkably decreased to (.33 £:0.48 at seeond follow—up
The details are presented in the TFable 3.and Fig, 1.

Thé severity of pain recorded on VAS in straining at
defecation was found to be'3.73 + 0.45 at baseline that
reduced to 2.07 + 1.05 at first follow-up visit. The score
was very significantly reduced fo 0.47 £ 0.57 at the end of
treatment. This indicates that Softovac has shown response
inrelieving straining at defecation. The details are presented
in the Table 3-and Fig. 2.

Atbaseline the severity of pain a$ scored on' VAS during
passing of stool was found fo be 3.80 & 0.48, which
reduced to 1.83 +.0.99 and reduced significantly 0.37 =
'0.49 when compared with basal score. The details are.
presented in the Table 3 and Fig. 3.
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Table 2 _ _
Improvement In Efficacy Parameters with Softovae Treatment in Patients (n=30) with Constipation
' . y -y Comparison among 3
No. Observations D01 | DDew | (abayg | Viishy Fistman,
Normalization of bowel frequency or remission of constipation
0 = Less than 3 bowel movements per week 27 0 _
1. | 1=3bowel movements per week '3 5 0 Chi sq. = 54.6, S, P<0,001
2 =More than 3 bowel movements per week 0 20 1 '
3 = Daily passing of stool 0. 5 29
| Consistency of staol
N 0 = Passing hard stool 28 Chisq. = 46.1, S, P<0.001
1 =Passing watery stool
2 = Passing formed stool 22 30
Straining at defecation
3. | 0=Straining &t defecation 30 0 0 Chi'sq. = 45.0, S, P<0.001
1 = No straining af defecation 0 30 30
Feeling of complete evacuation of feces
0 Mo Response) =No feeling of complete 15 0 0
4, ovacuation : : — ' 4 Chi sq.= 46.2, S, P<0.001
;1._(G00d)_ = Feeling of partial evacuation of- 15 13 0 '
feces
2 (Excellent) = Complete evacuation of feces 0 17 30
Intake of other laxatives (Oral, rectal, enema) nofweek
0 = More than two times. aweek o 0 1
5.} 1=0Onceaweek 1 0 0 Chi sq. = 0.1, §, P<0.001
ﬁ;Does not requiré or not taken for a single 29 30 30

‘The relief in the sevetity of abdominal pain/discomfort
as scored on VAS was also found to be statisticdlly
significant. At basal visit the VAS score was observed to be
357 % 0_ 82. There was statistically significant reduction
obsérved in VAS score at follow-up visit 1.and 2, which
were 1.57 % 0.90 and 0.20 + 0.48, respectively. The details
are présented in the Table 3 and Fig, 4.

The severity of pain as recorded on VAS in fullness of
abdomen was observed to be 3.30 £ 0.99, 1.33 0.6 and
0.03 = 0.18 atbasal, follow-up visit 1 and follow-up visit 2
respectively. This shows a statistical significant reduction
il the VAS score. The details are presented in the Table 3
and Fig; 5.

At baseline the gvaluation of severity of pain in
borborygmi as scored on VAS was found to be 2.70 £
1.53, which significantly reduced to 1.33 = 1.06 at follow-
up 1 and further reduction to 0.23 % 0.43 was observed at
follow-up 2 (Fig. 5) The details are shown in the Table 3

‘and Fig. 6.

In all above efficacy parameter thiere was comparative
difference between each follow-up visit, the p value<0.001,

‘which showed that Softovac has effectively contributed to
relief from. constlpatlon and regularization of bowel

moveéments, while correcting the associated complamts
This shows that the Tesponse 1s statistically significant.
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o Table 3
Reduction in the Severity of Pain Evaluated Oxn Basis Of Visual Analog Scale (VAS)
Score in Patients (n=30) with Constipation

i Visit—1 Yisit-2. Visit-3 Compatison among.
-Observations [0 Day]) [7 Days] [14 Days] 3Visits by Friedman,
_ Meéan'+SD | Méan+SD | Mean£8D Significance, P value
1. Severity of Pain 3.50+0.51 | 2174075 [0.33+048 | Chisq.=56:3,8,P<0.001
2 Sevetity of Pain Straining at defecation 3.73£045 |207+1.05 | 047+0.57 | Chisq.~= 55.2,8, P<0.001
‘3. Severity of Pain Passing stool 380048 | 1.83+£099 |0.37+049 | Chisq = 56.1,8; P<0.001
4. Severity of Pain Abdominal Pain/Discomfort | 3.5740:82 | 1.57090 | 0202048 | Chisq = 57.0,8, P<0.001
5. Severity of Pain Fullness of Abdomen 330099 | 133061 |003+0.18 | Chisq.= 56.1,5, P<0.001
6.:Severity of Pain Berborgymi 270+ 153 | 133%1.06 | 023043 | Chisq.= 40.1,8, P<0,001
Level of significance = 0.05
Fig. 1 Fig. 2
Reduction in Mean + SD-Severity of Pain as Scored on VAS Reduction in Mean £ SD Severity of Pain as Scored on VAS
at Basal and Follow-up Visit 1 and Follow-up Visit 2 in- {Straining at defecation) at Basal And Follow-up Visit 1 and
Patients (n=30) with Constipation Follow-up Visit 2 in Patients (n =30) with Constipation
5
5
4 4
34 .
g B3
H &
g 2~ R
=
o 1+
0 Visit1(0Day)  Visit2(?Daye) Virit 3(14 Days) 0~
i) (0 ] 171 2
ERANRRS AW w i Visit1(ODay) Visit2(7Days) Visit3(14 Days)
-l Conclusion : There was reduction in severity of pain
Conclusion : There was reduction in Severity of _pain-a's {straining at dédecation) as scored on VAS from
scored on VAS from Visit 2 onwards. Visit 2 onwards. '

The safety blood investigations have shown no statistical
difference in the counts from the baseliné t6 the end of
treatment. All the findings were within normal limits,

There: were no serious adverse events (SAE) or side
effects reported during the treatment with Softovac,

There was no change in body weight, physical

appearance, pulse rate and blood pressure during the

treatment with Softovac,

The routine clinical {physical, systemic and local)
examination at baselinie and at each follow-up visit has
shown no significant difference during the study period.
All ¢lini¢al findings were within normal limits even after

‘completion of treétine,nt of 14 days dosing with Softovac.
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Fig. 3

Reduction in Mean £ SD Severity of Pain 4s Scored on VAS
(Passing of Stool) at Basal and Follow-up Visit 1 and Follow-
up Visit 2 in Patients {n=230) with-Constipation

sl T

Mern#: 5D
%]
L

Visitl (0Day) Visit2(7Days) Visit 3 (14 Days)

-1

Conclusion : There was reduction in severity of pain
(Passing of Stool) as scored on VAS from Visit 2 qnwar&s-.-

Fig. 4
Reduction in Mean + 5D Severity of Pain as Scored on VAS
(Abdominal Pain/Discomfort) at Basal and Follow-up Visit 1
and Follow-up Visit 2 in Patients (n=30) with-Constipation

Meanx 5D
.
H

Visit1(0Day) Visit2(7Days) Visit3 (T4 Days)

Rt

Conclusion : There was reducfion .in_ severily of pain

(Abdominal Pain/Discomfort) as scored on VAS from
Visit 2 onwards.

Fig. 5

iReduction ih Mean = 8D _S_e\?erity- of Pain as Stored o1

(Fullness of Abdomen) at Basal And Follow-up Visit
Follow-up Visit 2 in Patients (n=30) with Constipar
4 :

T
“Visitl (0Dayy Visit2(?Days) Visit3(14Da

-1

Conclusion ; There was reduction in severity of i

(Fullness of Abdomen) as scored on VAS fron
Visit 2 onwards.

Fig. 6
‘Reduction in Mean £ SD Severity of Pain as Scored:
(Borborgymi) at Basal And Follow-up Visit 1-and Fol
Visit 2 in Patients (n = 30) with Constipation
4 .

Mean-& 5D

-1

Conclusion ; There was feduction 'ins’cveﬁtg_r_- of
(Borborgymi) as scored on VAS from Visit 2 onw

1t was observed that during the entire study there were
no dropouts.

_ There was.an exéellent compliance to the treatr
Softovac in the study patients, which was evider
follow-up and continued till the end of study per.

The ¢linical global impression (CGI) was for
good in 9 (30%) and excellent in 21 patients (7
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Findings of Safety 'Bl_ood_..invesﬁgagzzll:;:'Paﬁents (n=30) with Constipation
Basal 2-Fellow Up ‘Comparison between
81. No. Investigations (Visit 1) (Visit 3) . Visit1-3, t valae,
Mean + SD Mean £+ 8D Significance, P value:
01. | Hemioglobin (gm®%) 14.30+£1.72 14.38 +1.66 3.04,'S, P =.005
02. | R.B.C.count (ul) 53120.21 5320.18 1.0, NS, P=0.32
03 | W.B.C.Count (cells/ul) 6790.0  982.0 6610.0 + 956.1 1.64,NS,P=0.11
04. | Neutrophils% 65.33 £ 2,89 67.00 + 1.80 3,51, 8, P = 002
05. | Eosinophils % 277+ 1.17 1.80+0.76. 530, 8, P <.001
06. | Basophils % 1.20:+0.81 0.93 +0.45 1.97, 8, P = .058
07. | Lymphocytes % 28.83£2.34 28.87 £ 1.17 0.07, NS, P =94
08. | Monocytes % 1.87 +1.33 1.30+0.70 2.54,8,P =017
09. | ESR. (mm/hr) 12,17 £3.46° 11.07 %242, 2.35,5,P=.026
10. | S.G:P.T.(UL) 16:43 £2.46 14.17 4 2.04 3.97, 8, P <.001
11, | Serum creatinine (mg/dl) 1.08£0.12 1.07£0.11 1.44, NS, P=16
12. [ Festing Blood Sugar (mg/dl) 101.00:% 5.00 101.00+ 5.60 0,NS,P=1
Level of-s'igni_ﬁcan'ce-‘—“ 0.05
| _ Tables .
‘Findings of Clinical Examination in Patients (n=30) with Censtipation
SL No. Obiservations Visit 1 (6 Day) Visit 2 (7 Days) Visit 3 (14 Days)
1. hysical Appearatoe Normal = ;0_ Normal. =30 Nomal =30
: Abnormal = ¢ Abnormal =0 Abnormal =0
2 Body Weight (Kg) (Mean +5D) 61.6+5.9 61659 61.6+5.9
; Torperaturs (Cm) Nc.arma'l' _=-‘ 30 Normal =30 Non‘ng‘l =30
B ‘Abnormal =0 Abnormal =0. Abnorimal =0
4 Pulse Rate/Minute (Mean + SD) 71.9 £4.6 78.2+4.1 79137
Systolic BP [mm of Hg] (Mean +SD) 122.0%9.2 121.7£7.0 1197+ 6.2
6 Diastolic BP [mm of Hg] (Mean + SD) 76.7+:4.8 77.7+£5.0 77.0+4.5

Softovac treatment and which was sustained further until

the end of the therapy (Table 7).

The irregular bowel evacuation “Constipation’ is a very
common compliant often seen worldwide in diverse clinical.
conditions, The continuous irregularity of bowel movement

Discussion

is known to have specific gastro intestinal tract as well as

associated non-specific complaints, which may generate a
concern of serious illuess over a span of time and lower
the quality of life (QOL).

It has been viewed that the reasons for constipation
could be due to adversely increased tramsit time, in-
coordination of gastro intestinal tract motility, and disturbed
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- Table6
Ceonipliance to Softovac Treatment in Patients (=30) with constipation Values Are Expressed As Actual Number

Fair {1): Have not taken for 3 - 6 days-(3-6 doses).
Good  (2): Havenot taken for 1-2 days (12 doses).
Excellent (3): Have not missed any dose.

Grade* Visit-2 (Follow Up- 1 [7 Days}) Visit-3 (Follow up-2 [14 Da'y'sl)
Poor  (0) 0
Fair ()] 0
| Good (2 3(10%) 1(3%)
Excellent (3) 27 (30%) 29 (97%)
* Poor {0): Havenot taken for 7 - 10 days (7 doses & above).

Table 7 _
Observation of Clinical Global Impression (CGI)
with Softovac Treatment in Patients (n=30)
with conrstipation

Grading: Study Intevestigator
Poor  (0) 0
Fiir (1) 0
Good  (2) 9 (30%)
Excellent (3) 21 (70%)

transport, absorption, and storage mechanisms in the
intestine. '

For-the treatmert, the dietary modifications, and
comrective life style measures are often helpful for the relief
from constipation. The judicious use of laxative drugs is
recoinmended to provide the desired benefits when above
meodifications are failed. However, lack of satisfactory
feeliriz of bowel evatuation with current vailable measures
/ medication, their adverse effects, laxative abuse and high
cost is the limitation,

There are effective non-habit forming remedies /
formulations to provide satisfactory evacuation of bowel,
which could fill the gap by virtue of their traditional
pharamaco-therapeutic benefits of each ingredient. These
are safe and efficacious, hence their use is wider in the
Indian System of Medicine (Ayurveda) for relief of
constipation and associated complaints,

Therefore, a synergistic herbal bowel regulator

‘Softovac’ was developed and it has been evaluated

scientifically to record its efficacy and safetyin a deSIgned

proof of concept study.

Softovac, has shown an excellent respénse by providing

telief from constipation and regularization of normal bowel

evacuation in study patients, which are evident from the
results and observations of the efficacy variables.

The essential variable that is noralization of bowel
frequency (passing bowels more than three a week) was
effectively achieved in the study with short course of
treatment for the chronic problem of constipation.

The other assoctated complaints such ds straxmng af
defecation wete corrécted, and remarkable improvement
in complete evacuation was noted. It was observed that
the consistency of stool was changed from unformed (hard;
to formed, as a result of which difficuliy or straining a-
defecation was nolonger experienced by the study patients

‘Usually in such chronic situations the use of synthetic
laxatives or purgatives' (oral, rectal suppositories) is :
necéssity to have the desired relief from constipation anc
sense of satlsfactmn In-this study there was no need fo
use of any concomitant/similar medication intended for relie
from constipation. The reason is appears to be that th
study medication Softovac has shown normalization am
regularization of bowel evacuation due to its excellen
composition. Therefore, the dependénce on syntheti:
purgatives or / laxatives or enema etc was not noticed ir
‘'study patients. The better compliance to study medicatio;
also co-relates. ' '
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I

The associated discomfort / pain in constipation was
valuated on the basis of visual analog.scale {(VAS), the
sverity of complaints. were recorded on a 0 — 4 score,
he-factors such as straining at defecdtion discomfort of’
assing of hard stool, abdominal discomfort; fullness. of
bdomen and borborygmi were evaluated at every follow-

_pvisit, Sincg, the study outcome has demonstrated
ffective normalization of bowel evacuation by which the
ssociated level of severity is remarkably reduced and helped
1improving the quality of life (QOL). '

In addition to the above efficacy, the study has shown
ormal blood (complete red blood and white blood cells
ount, hemoglobin, ESR, liver, renal and metabolic)
avestigations. All variables are with in norimal limits with
ioftovac dosing.

This has demonstrated excéllent compliance and
aleration to' Softovac treatment without any side effects
diarrhea, abdominal fullness eic.).

~ The possible mechanism of action of Seftovac
ormulation can be explained on the basis of pharmaco-
herapeutic properties of the ingredients;

Tsaphgol (Plantago ovata) is a bulk-forming laxative
iigh in both fiber and mucilage. The laxative properties of
lantago ovata are due to the swelling of the husk when it
somes. in. contact with water. It passes through the small
ntestine undigested, with demulsifying and lubricating
-:ffects 9,10, 11,12, 13,14, 13, S

Sonamvikhi (Cassia angustifolia) act as -a lubricating,
sulk and mild stimulant agent and aids in normal intestinal
seristalsis. Senna possesses anti-absorptive and hydragogue.
sroperties. They inhibit thé absorption of electrolytes and
water from the large intestine. This increases the volume
>f luminal contents and raises the filling pressure in the
ntestine thus stimulating bowel motility 1#1¢,

Harad {Terminalia chebula) increases the frequency-of

stools .and has got the property of evacuating the bowel.

sompletely!$1718,

Amaltas (Cassid fistula) is 2 mild, safe laxative and so
san be given safely to those persons possessing a delicate
zonstitution ,

Mulethi (Glycrrhiza glabra) is-a demulcent, possessing
geatle laxative; spasmolytic, and promotes ulcer heaﬁn_g-,

anti-inflammatory actions, It helps in alleviates the colonic
ulceration??'22, 1t likely checks minimally possible irritant
effect of Senna due to its démulcent action.

Gulab (Rose petals) known to have demulcent action,
mild laxative and flavoring agent 2.

Saunf and saunf taila is a camuinative; anti-flatulent,
spasmolytic, laxative??’,

Fennel oil disintegrates the faecolith, thereby helping in

normalizing the consistency of stool and checks flatulence

and griping pain.

Softovac.is a comprehensive herbal forinulation having -

bulk forming, mild stimulant, laxative, demulcent and
lubricating properties. Softovac regulates normal peristalsis,
and poss_es'scs-'c_armjnaﬁvc anti-ﬂat_ulen’t_ and spasmolytic
actions.- The synergism of the above properties could be.
the contributing factor for normalization and regularization
of bowel evacuation and relief from associated complaints

-of constipation, Tt can also improve the quality of life (QOL):.

‘Therefore; Softovac in short course of use has provided
potential therapeutic option for effective relief of
constipation and the regularization of normal bowel
evacuation,

Conclusion

Softovac is a synergistic herbal bowel regulator, which
has shown highly significant response in patients with
constipation, by helping to regularize the normal bowel
evacuation 'effcctively and providing relief from associated
symptoms.

Softovac is found to be safe and no adverse events are
reported at recommended dose: It has got excellent patient
compliance in study patients.
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