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Abstract:

Defecation is a natural process where waste discharge as faeces goes out from the body. While defecation lack of
satisfaction, reduced/infrequent frequency of stools or difficulty/prolonged evacuation, too small, too hard while
stool passage increases the probability of having constipation in the individuals. The prevalence of constipation
ranges from 8.75% in Asia Pacific. With respect to Indian Population Constipation Scoring System were used in
170 participants Total 7(3.3%) participants reported the adverse events which includes nausea (22%), vomiting
(17%), diarrhea (22%), abdominal pain (26%), Heart Burn (acidity) (13%) while taking follow up and decided not
to continue further in the study. Mean (SD) of total 170 participants in constipation scoring system before
treatment was 17.41 with range of 16, 29. All participant were analyzed for the score from 2nd week Mean (SD)
was 14.70(6.50), 4th Week Mean (SD) 13.45(6.48), 8th Week Mean (SD) 11.04(5.81), 16th Week (SD) 8.04(5.17),
24th week Mean (SD) 5.13(3.29). Results show continuous decrease in mean value of total score and improvement
in constipation symptoms reported by participants. In this new improved formula is been formulated and clinical
evaluations were done in this study to see efficacy; safety treatment caused adverse events (TCAD) of Constac
Plus powder in chronic constipation.

INTRODUCTION (6.7

varying levels around the world, from 8.2% to 32.9%.
In India also constipation is a common scenario but
individually it wvaries in clinical presentation and
traditional medicines were used to get relief from the
symptoms since the ancient times effectively. In
Ayruveda many single  medicines, polyherbal

formulations, and now a day many proprietary

Chronic constipation is a common symptom, to date no
international consensus has been reached regarding its
definition. Inability to completely evacuate the bowels or
passing very hard stools is known as Constipation or
Vibandh in Ayurveda. Defecation is a natural process

where discharge of faeces goes out from the body.™
While defecation lack of satisfaction, reduced/infrequent
frequency of stools or difficulty/prolonged evacuation,
too small, too hard while stool passage,'? increases the
probability of having constipation in the individuals.
Bloating, abdominal pain, pelvic pain, nausea are the
non-specific symptoms sometimes associated with the
constipation.”! Such individual come to clinic with the
symptoms which include straining, difficulty in passing
out stool, after stool passing feeling of dissatisfaction,
taking too much time to pass out stool, requirement of
maneuvers to take out stool from body, and presence of
all these for from 3 to 12 months, could be chronic
constipation. It has been reported to be more common in
women, non-whites and elderly people aged >65 years.
The prevalence of constipation ranges from 8.75% in
Asia Pacific,® and based on the Rome Il criteria its

formulations are also suggested to get relief from the
symptoms. In Healing hands clinic a new improved
formula is been formulated and clinical evaluations were
done in this study to see efficacy, safety treatment caused
adverse events (TCAD) of Constac Plus powder in
chronic constipation.

OBJECTIVE

1. To Evaluate the safety, and efficacy of improved
constac plus formulation in patients with
constipation.

2. To evaluate the treatment caused adverse drug
reaction after using constac plus.
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MATERIAL AND METHODS

Constac Plus Powder Ingredients.

. Hirada (Fruit) Terminalia chebula.l®!

. Balhirada (Fruit) Terminalia chebula.®

. Behada (Fruit) Terminalia bellirica.

. Amala (Fruit) Emblica officinalis.™”

. Ajwain (Seed) Ptychotis ajowan.!*!

. Badishep (Fruit) Foeniculum vulgare.”

. Mulethi (Root) Glycyrrhiza glabra.™

. Elaichi (Fruit) Elettaria cardamomum.!4

. Erand Tail (Oil) Ricinus communis.*

10. Nishottar (Root) Ipomoea turpethum.™!
11. Sonamukhi (Leaves) Cassia Senna.l”

12. Narikel lavan (Processed salt with coconut).!*®!
13. Permitted Preservatives and excipients . s.
Drug Dose: 3- 5gm.

OCoOoO~NOoO Tk~ WNPE

Usage Directions: Directly on tongue followed by luke
warm water.

Ethics committee
compliance

This study was conducted after getting approval from
independent ethics committee and conducted as per
schedule Y of drug and cosmetics rule 1945, ICMR
national ethical guidelines for biomedical and Health
research involving human participants®®.  Every
participant selected was informed and consent obtained
before enrollment and initiation of the study. All
information provided by the participant was studied and
confidentiality was maintained.

approval and regulatory

Study Design
1. A Prospective, open label, Non Comparative, Single
arm, single centre, Interventional.

Inclusion Criteria

1. Individual diagnosed by qualified physician as
having chronic constipation.

2. Able to follow trial instructions.

Exclusion Criteria

1. Vulnerable individual who is unable to inform
change in symptoms after taking treatment, above
age 60 years.

2. Used another herbal or any other treatment for
constipation in last 3 weeks.

Intervention

Independent ethics committee had approved the study to
conduct. Before initiation patients were screened and
confirmed for the chronic constipation by qualified
physician. In this study symptomatic assessment of
participants was done using constipation scoring
system?. This scale generally used for the assessment of
the constipation.

Constipation Scoring System (Minimum Score, 0;
Maximum Total Score, 30)

1) Frequency of Bowel Movemnts Score

e 1-2times per 1-2 days 0
e 2 times per week 1
e Once per week 2
e Less than once per week 3
e  Less than once per month 4
2) Difficulty: Painful Evacuation Effort

e Never 0
e Rarely 1
e Sometimes 2
e Usually 3
e Always 4
3) Completeness: Feeling Incomplete Evacuation

e Never 0
o Rarely 1
e  Sometimes 2
e Usually 3
o Always 4
4) Pain: Abdominal Pain

o Never 0

e Rarely 1
e  Sometimes 2
e  Usually 3
o Always 4
5) Time: Minutes in Lavatory per Attempt

e Lessthan5 0

e 510 1

e 10-20 2

e 20-30 3

e More than 30 4
6) Assistance: Type of Assistance

e Withaout assistance 0

e  Stimulative laxatives 1

¢ Digital assistance 2

7) Failire: Unsuccessful Attempts for Evacuation per 24
Hours

e Never 0
° 1-3 1
° 3-6 2
° 6-9 3
e More than 9 4

8) History: Duration of Constipation (Yr)

e 0 0
e 15 1
e 5-10 2
e 10-20 3
e More than 20 4

Safety and Efficacy of formulation has been confirmed
by improvement in symptoms and continuous reduction
in scale score over a period of 24 weeks in the total 32
weeks study. Participants have been followed up on
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every 2 weeks, means on every 15" day enquired for any
untoward effects.

Statistical Analysis

Using statistical significance P < 0.05 analysis was done.
In this total score mean (SD) were calculated and
correlated it with symptoms before treatment. All the
questionnaires and scale is already validated and showed
up to 96% prediction for constipation2l. Significant
reduction and improvement in symptoms were observed
and which proves that the efficacy of formulation is
improved. All adverse events (3.3%) found to be non
serious.

RESULT

Total 210 patients were screened of which 170 were
included only after obtaining voluntarily informed
consent and as per inclusion criteria. All 170 participants
successfully completed the study as per approved
protocol. Total male participants were 58(34.11%) and
112(65.8%) were female. Mean age of participants were
38.86 years. Voluntary withdrawal of total 18(8.5%)
patients was there, 15(7.1%) patients were screen failed
as per exclusion criteria. Total 7(3.3%) participants
reported the adverse events which includes nausea
(22%), vomiting (17%), diarrhea (22%), abdominal pain
(26%), Heart Burn (acidity) (13%) while taking follow
up and decided not to continue further in the study. Mean
(SD) of total 170 participants in constipation scoring
system before treatment was 17.41 with range of 16, 29.
All participant were analyzed for the score from 2™ week
Mean (SD) was 14.70(6.50), 4" Week Mean (SD)
13.45(6.48), 8" Week Mean (SD) 11.04(5.81), 16" Week
(SD) 8.04(5.17), 24" week Mean (SD) 5.13(3.29). It
shows continuous decrease in mean value of total score
and improvement in constipation symptoms reported by
participants.
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Figure 1: Efficacy of constac plus before treatment
and after 24 weeks.
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Figure 2: ADR after taking constac plus in
participants.
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Figure 3: Overall distribution of ADRs caused by
Constac plus.

DISCUSSION

In medical science, a personnel define constipation as <3
bowel movements per week, patients often equate
constipation with stool consistency, feelings of
incomplete  emptying, straining, and urge for
defecation.”? In case of Indian scenario person normally
defecate maximum 3times per day and minimum < 3 per
week as reported in the previous study.”® This study is
been conducted to see the effect of improved constac
plus efficacy, safety and adverse events causing by
treatment. To see efficacy and safety constipation score
system scale were used. This scale basically use for
diagnosis of constipation using questionnaires. All these
questionnaires used and found that this formulation
efficacy is good in constipation, because while using up
to 24 weeks constipation related symptoms declining
(Fig-1). Using this scale up to 96% cases were correctly
. [21] - .

predicted,'™ hence reduction in symptom score can be
used to see the efficacy and safety analyzed using
continuous follow up. It was found no serious adverse
events were reported but 5 non serious adverse events
were reported. Participants in this study were assessed
using all these eight parameters.
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CONCLUSION 15. Chunekar KC, Pandey GS. Bhavprakash nighantu.
Use of constipation scoring system was found to be Hindi commentary, chukhamba bharti - academy
effective way to see the improvements in participants varanasi, reprint, 2004; 314; 286. .

. . X 16. Chunekar KC, Pandey GS. Bhavprakash nighantu.
when using constac plus powder. This scoring system Hindi commentary. chukhamba bharti academ
was found accurate but needs revision when using Indian indl - comm Y, ) ) y

- . - varanasi, reprint, 2004, 314; 383.
population. Further studies needed which could use and 17. Chunekar KC. Pandev GS. Bhavorakash nighantu
improve this scoring system. Need of other parameters CHi di ' yh Kh b pbh : gd ’
like withdrawal symptoms after 24 weeks need to be inal pomm_entary, C u .am a bharti - academy
added while conducting such studies to remove habit varanasi, reprint, 2004; 314; 453.
formi . . . 18. Chunekar KC, Pandey GS. Bhavprakash nighantu.
orming queries related to this formulation. o .
Hindi commentary, chukhamba bharti academy
varanasi, reprint, 2004; 314; 547.
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