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ABSTRACT

BACKGROUND

Haemorrhoids is a common disease affecting people of all ages and both sexes. Though there is consensus on the treatment of 3rd
and 4t degree haemorrhoids, there is still confusion regarding the treatment of first- and second-degree haemorrhoids.
Haemorrhoids [Greek; Haima-Blood, Rhoos-flowing; Synonym: Piles] (Latin: pile=a ball) are dilated veins occurring in relation to
the anus. Haemorrhoids is an affliction as early as mankind itself, since man assumed an erect posture, he has been punished with a
protruding painless mass at the anus.

Aims and Objectives- To compare the therapeutic efficacy of micronised flavonoids (Tab. Daflon) and Injection Sclerotherapy (5%
phenol in almond oil) in the treatment of first- and second-degree haemorrhoids of patients attending outpatient department of
surgery in Tripura Medical College & Dr. BRAM Teaching Hospital, Agartala, Tripura.

MATERIALS AND METHODS

One hundred and ten (110) patients of acute internal haemorrhoids with chief complaints of bleeding per rectum due to internal
haemorrhoids were treated in outpatient department of surgery with micronised flavonoids and injection sclerotherapy from
March 2018 to August 2018 and they were randomized into two groups (55 patients in each group). Patients in group A started
with micronised flavonoids (Tab. Daflon 500 mg) and patients in group B were subjected to single peri haemorrhoidal injection
with 5% phenol in almond oil. Patients were reviewed for outcome after 4 weeks.

RESULTS

At 04 weeks 48 (87.30%) patients in micronized flavonoids (Tab. Daflon) and 35 (63.60%) patients in injection sclerotherapy with
5% phenol in almond oil group achieved symptomatic relief from bleeding. A significant statistical association was observed
between the types and outcome of treatment.

CONCLUSION
Micronised flavonoids (Tab. Daflon) gives rapid relief from symptoms of acute internal haemorrhoids and is a suitable alternative
and effective non-invasive treatment in controlling bleeding in first- and second-degree haemorrhoids when compared to injection
sclerotherapy.
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BACKGROUND

Haemorrhoids [Greek; Haima-Blood, = Rhoos-flowing;
Synonym: Piles] (Latin: pile=a ball) are dilated veins
occurring in relation to the anus.! Haemorrhoids is an
affliction as early as mankind itself, since man assumed an
erect posture, he has been punished with a protruding
painless mass at the anus. They have been defined as a mass
of dilated tortuous veins in the anorectum involving the
venous plexus of the area.2
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Haemorrhoidal disease is a common anorectal condition
and clinically they present as bleeding per rectum, mucus
discharge, prolapsed or painful defecation.

Haemorrhoids are classified in degrees depending on the

symptoms as following:2

e  First Degree- Haemorrhoids bleed but do not prolapse.

e Second Degree-Haemorrhoids prolapse on straining but
reduce spontaneously.

e  Third Degree- Haemorrhoids prolapse on straining and
need manual reduction.

e Fourth Degree-Haemorrhoids are prolapsed or
incarcerated.

There are many treatment options available based on the
degree of the haemorrhoids, Milligan et al described
haemorrhoidectomy in 1937.3 It is generally agreed that
patients with either fourth- or third-degree haemorrhoids are
best advised to undergo the procedure.* There is a persistent
confusion regarding the treatment options in first- and
second- degree haemorrhoids.4
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Sclerosant injection therapy (Using 5% phenol in almond
oil), Lord’s Procedure, Rubber band ligation,
Photocoagulation, Cryotherapy are some of the treatment
modalities used for first- and second-degree haemorrhoids.5

Injection Sclerotherapy is a well-suited treatment for
first- and second-degree haemorrhoids. It can be carried out
on an outdoor basis and no special after treatment is
required.

However, Injection Sclerotherapy is not flowless and has
certain disadvantages. It is an operator skill dependent
procedure and may cause bleeding and ulceration, while
impotence and Prostatitis are also known complications of
injection at the wrong site.6

In 1971, Daflon which is 90% Diosmin and 10%
Hesperidin (Daflon 500; Serdia Pharmaceuticals, India) a
flavonoid vasoprotector venotonic agent was introduced in
france by Bensaude et al for the treatment of haemorrhoids
and other capillo-venous diseases.”

Daflon (micronised flavonoids) is a phlebotrophic agent
that increases the duration of contraction of veins,8 decreases
production of prostaglandins responsible for inflammatory
process.? And increases lymphatic drainage.8 Side effects
include mild gastrointestinal discomfort.10

There are very few comparative studies on therapeutic
efficacy of micronised flavonoids (Tab. Daflon) and Injection
Sclerotherapy (5% phenol in almond oil) in the treatment of
first- and second-degree Haemorrhoids patients. This study is
therefore done to compare the therapeutic efficacy of
micronised flavonoids (Tab. Daflon) and Injection
Sclerotherapy in terms of reduction in bleeding per rectum.

MATERIALS AND METHODS

Design of the Study

An un-masked quasi-experimental trial was conducted in
Department of surgery, Tripura Medical College &Dr BRAM
Teaching Hospital, Hapania, West Tripura, India from March
2018 to August 2018. The approval of the study was taken
from the research and Ethical Committee of the Tripura
Medical College &Dr BRAM Teaching Hospital.

Inclusion Criteria

The inclusion criteria were- patient should be above 18 years
of age attending outpatient department of Surgery, Tripura
Medical College &Dr BRAM Teaching Hospital, with chief
complaint of bleeding per rectum because of first- and
second- degree internal haemorrhoids more than three
weeks with confirmation by proctoscopic examination and
ready for giving consent.

Exclusion Criteria

The exclusion criteria were- known patients of inflammatory
bowel disease and with other co- morbidities and
haemorrhoids secondary to any other disease i.e. carcinoma
rectum, pregnant ladies, patients with previous history of
surgery for haemorrhoids and having haemolytic disorders.
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All the patients attending in surgery outpatient
department during the study period meeting the eligibility
criteria were included in the present study.

A detailed history was obtained, and detailed physical
examination was carried out for every subject who entered in
the study as per the pre-designed proforma. Patients were
examined clinically, and rectal examination was performed
with the proctoscope.

Total 110 patients were included in the study and they
have been distributed into two groups. (55 patients in each
group)

Few baseline blood examinations like Haemoglobin
estimation, total and differential leucocytic count, bleeding
time, clotting time, fasting and post prandial blood sugar
levels and urine complete examination were done.

The micronised flavonoids group (Group A) were started
with micronised flavonoids (Tab. Daflon) 2 tablets thrice
daily after meals for 3 days followed by 2 tablets twice daily
from 4th to 7th day. On the seventh day symptoms and any
relief were recorded and the dose was further decreased to 1
tablet twice daily for another 03 (Three) weeks.

The other group (Group B) were subjected to peri
haemorrhoidal injection of 5% phenol in almond oil about 3-
5 cc. In this group patients were briefed about the procedure
and placed in left lateral position. 5% phenol in almond oil
was taken in a disposable insulin syringe and well lubricated
proctoscope was inserted gently in the rectum. Obturator is
removed and proctoscope was slightly withdrawn. The
pedicle of the haemorrhoid to be injected became visible. The
needle of insulin syringe was inserted in the submucosal
plane of the pedicle above the dentate line. Suction with
needle was done to rule out any possibility of intravascular
injection.

After confirmation 3-5 cc of the solution was injected into
each pile in a single setting. No more than two (2)
haemorrhoids were injected at a time.

All patients were treated on an outpatient basis. They
were assessed for outcome on 4th weeks after the treatment
started.

The patients were labelled cured (C), improved (I),
unchanged (U) depending on the relief of symptoms.

Cured (C)- Absolute disappearance of symptoms.

Improved (I) - Occasional or minimal discomfort from the
symptoms.

Unchanged (U) - No relief whatsoever.

The treatment was considered to be effective only if the
patient said that his symptoms had been cured (C).

Statistical Analysis

The collected data were entered in Microsoft excel 2007 and
analysis was done in Open software R. Categorical data were
expressed in terms of frequency and percentage. Quantitative
data were expressed in terms of mean and standard
deviation. Chi square test were used and p value of <0.05 was
taken as significant.
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RESULTS
Characteristics Micronised Flavonoids (Tab. Daflon) Injection Sclerotherapy 5% Phenol in Almond 0il
Age (in years) 42+6 44+8
Gender
Male 35 (63.6%) 38 (69.1%)
Female 20 (36.4%) 17 (30.9%)
Severity of the Bleeding
Mild 30 (54.5%) 28 (50.9%)
Moderate 20 (36.4%) 24 (43.6%)
Severe 5(9.1%) 3(5.5%)
Proctoscopy Finding
1stdegree haemorrhoids 35 (63.6%) 27 (49.1%)
2nd degree haemorrhoids 20 (36.4%) 28 (50.9%)

Table 1. Characteristics of the Two Groups

In this present study the mean age in micronised
flavonoid group was 42 + 6 and in injection sclerotherapy 5%
phenol in almond oil group was 44 * 8. In both groups, males
were more (63.6% in micronised flavonoid group and 69.1%
in injection sclerotherapy group). In micronised flavonoid
group majority of the participants were having (54.5%) mild
bleeding and same in injection sclerotherapy group (50.9%).

In proctoscopy examination it was found that in
micronised flavonoid group majority (63.6%) were having 1st
degree haemorrhoids and in injection sclerotherapy group
majority (50.9%) were having 2nd degree haemorrhoids.

Symptomatic Micronised |Injection Sclerotherapy
Relief of Bleeding| Flavonoids 5% Phenol in
after 4 Weeks |(Tab. Daflon) Almond 0il

Cured 48 (87.3%) 35 (63.6%)
Improved 7 (12.7%) 18 (32.7%)
Unchanged - 2 (3.6%)

Table 2. Assessment of Symptomatic Relief of Bleeding in
Both Groups after 4 Weeks

It was observed that, after 4 weeks in the present study
87.3% were cured in micronized flavonoid group and
remaining 12.7% were improved symptomatically.

In injection sclerotherapy group only 63.6% were cured
and remaining 32.7% and 3.6% were improved and
unchanged.

Micronised | Injection Chi
Flavonoids |Sclerotherapy| Square
Outcome (Tab. 5% Phenol in | value |P value
Daflon) Almond 0il (df)
Cured 35
Improved/ 48 20
Unchanged 7 8.295 (1)| 0.003
Table 3. Association Between Types of Treatment and

Outcome

In this study a significant association has observed in
types of treatment and the outcome (chi square = 8.285 (1), p
value = 0.003).

DISCUSSION

Hemorrhoids are one of the most common complaints
affecting in (Various forms) almost up to 50% of people over
the age of fifty.11 In our study it was seen to be due to
underlying genetic predisposition. Toilet habits, constipation
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and westernized diet are believed to be the contributing
factors.

The alimentary tract terminates at the anus, which is
preceded by the rectum. The complex of these two is known
as anorectum. The wall of the anorectum contains the
terminal branches of the superior haemorrhoidal artery in
the internal haemorrhoidal plexus and the enlargement of
these results in internal haemorrhoids. The three principal
haemorrhoids are found at 3, 7 and 11 o’ clock position.12 The
key point in understanding the feasibility of outpatient
department is that there are no sensory nerve fibres above
the dentate line (Pectinate) line in the anus which is at the
submucosal junction. Internal haemorrhoids arise above that
line, so they can be treated without any anaesthetic agent.
External haemorrhoids develop below the dentate line are
exquisitely sensitive.

There is consensus on the treatment for 3rd and 4th degree
haemorrhoids and it is haemorrhoidectomy. The best
treatment for 1st and 2nd degree haemorrhoids though is still
an enigma. The treatment options available for internal
haemorrhoids include injection sclerotherapy, Lord’s
procedure of anal dilatation cryotherapy, Infra-red
coagulation, Laser therapy, direct electrocautery, bipolar
coagulation, scalpel surgery and rubber band ligation.

micronised flavonoids (Tab. Daflon) mainly acts as an
anti-inflammatory agent. It causes contraction of dilated
venous plexus and local lymphatics.13 It also acts by reducing
the capillary hyperpermeability and fragility. It is generally
used in the treatment of acute bleeding haemorrhoids and in
patients with venous insufficiency. It also has been advocated
for use in first degree haemorrhoids.14 micronised flavonoids
(Tab. Daflon) by the virtue of its anti-inflammatory
properties, led to rapid relief from the primary complaint i.e.
bleeding per rectum. The patients received the micronised
flavonoids (Tab. Daflon) treatment were almost totally
relieved of bleeding per rectum, which was the primary
outcome measure, on 15t day of treatment was statistically
significant.

Injection sclerotherapy is an older method of treating
haemorrhoids non-surgically. It is a very effective and a less
tedious procedure, but it is not free from complications which
can be serious sometimes. Prostatitis, Prostatic abscess, liver
abscess, 15 retroperitoneal sepsis 16 urological complications??
was reported. Despite all these associated complications,
injection sclerotherapy, because of its ease use and
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effectiveness is the widely non-surgical method of treating
haemorrhoids. Fortunately, in our study none of the
complications occurred.

A study conducted at Sir Gangaram Hospital, Lahore
concluded that in the present day, both injection
sclerotherapy and micronised flavonoids (Tab. Daflon) can be
recommended for the treatment of 1st and 2nd degree
haemorrhoids as the results were almost equivocal.14

By the end of this study, 87.30% patients in the
micronised flavonoids (Tab. Daflon) group were cured and
12.7% of patients had an improved status with the treatment,
while the figure for cured patients was 63.60% in case of
injection sclerotherapy group (Group B) with improvement
seen amongst 18.0% of patients.

CONCLUSION

We can conclude that the micronised flavonoids (Tab. Daflon)
lead to rapid cessation of haemorrhoidal bleeding and gives
objective relief from acute internal haemorrhoids.

In the present study, micronised flavonoids (Tab. Daflon)
were very effective in the first 30 days of treatment and led to
the rapid relief of various associated symptoms. Micronised
flavonoids (Tab. Daflon) was more effective than injection
sclerotherapy during the acute stage of the disease.

The safety of the drug has already been proved. But more
studies need to be done to see if the total dose of micronised
flavonoids (Tab. Daflon) can be increased so as to increase
the response rate and decrease the duration of treatment.

Thus, we conclude that the micronised flavonoids (Tab.
Daflon) is a suitable alternative and effective non-invasive
treatment in controlling bleeding in 1st and 2nd degree
haemorrhoids when compared to injection sclerotherapy.
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