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Abstract

Hemorrhoidal disease is one of the most common gastrointestinal ailments affecting life quality of the patients. Unani clas-
sical literature is replete with anti-hemorrhoidal drugs, but scientific evidence is lacking. Therefore, Safiif Zaj (powdered
alum) and Marham-e-Mazi (gall ointment) having potent anti-hemorrhoidal actions were selected to evaluate their efficacy
in hemorrhoids. This clinical trial was conducted on 30 participants with hemorrhoids, aged > 18 years. All the participants
received Safif Zaj for sitz baths and Marham-e-Mazii to be applied twice daily for 2 weeks. Primary outcome measures
were: change in pain intensity, anal itching, and defecate discomfort assessed on 100 mm VAS scale and per-rectal bleeding
assessed on 4-point scale. Secondary outcome measures were: change in the size of the external hemorrhoidal mass assessed
on 5-point scale, grade of internal hemorrhoid assessed by Goligher classification and quality of life (QoL) assessed on
SF-12 questionnaire. The per-protocol analysis was done on 30 participants and statistically significant improvement was
seen in primary and secondary outcome measures. Moreover, both the mental and psychological components of QoL were
improved. The study inferred that therapeutic approach of Safiif Zaj and Marham-e-Mazu is safe and efficacious in hemor-
rhoids. Future studies with well-designed RCTs are highly recommended.
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Introduction

Hemorrhoidal disease is abnormally enlarged vascular anal
cushions that consist of connective tissue, smooth muscle,
and both arterioles and venules (Bhat 2017; Das 2014;
Madoft 2016). Although the true prevalence and incidence
of hemorrhoids are unknown (Mosavat et al. 2015), it is one
of the common benign proctologic condition of anorectal
disease around the world, with greater incidences in higher
socioeconomic status (Lohsiriwat 2012). The main symp-
toms include rectal bleeding, pain, prolapsing mass, and
itching sensation (Bhat 2017; Das 2014; Madoff 2016). It is
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not a fatal disease but physical and psychological symptoms
can significantly influence the QoL (Poya et al. 2017).

The etiology is believed to be advancing age, strenuous
lifting, straining during defecation, and prolonged sitting
that weakens supporting tissue of the anal cushions causing
venous dilation and prolapse (Lestar et al. 1989; Loder et al.
1994). Pathogenesis is still under debate; however, physi-
cians believe weakening of the fastening connective tissues,
downward displacement or prolapse of the hemorrhoidal
mass, abnormal distention of the arteriovenous anastomo-
ses within the cushions, and abnormal dilatation of internal
hemorrhoidal venous plexus are the main pathological fac-
tors responsible for the development of hemorrhoids (Cor-
man 1998; Thomson 1975).

Hemorrhoidal disease is classified as internal, exter-
nal, and interno-external hemorrhoids based on their loca-
tion (Shrivastava et al. 2018). External hemorrhoids are
located below the dentate line in the distal one-third of
the anal canal and are covered by anoderm (skin), while
internal hemorrhoids commence beyond the dentate line
covered with a mucus membrane. Interno-external hem-
orrhoids consist of features of both types of hemorrhoids
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(Das 2014; Sun and Migaly 2016). Internal hemorrhoids
are graded as Grade-I, Grade-II, Grade-III, and Grade-IV,
based on Goligher classification (Margetis 2019).

The treatment is based on the type and grading of hem-
orrhoids. Grade-I and Grade-II of internal hemorrhoids
can be coped conservatively for a short time but ultimately
definitive treatment is needed as required for Grade-III
and Grade-IV which includes sclerotherapy, cryotherapy,
rubber-band ligation, electrotherapy, and surgical hemor-
rhoidectomy (Chugh et al. 2014). For symptomatic exter-
nal or interno-external hemorrhoids with severe symp-
toms, surgical excision is the only treatment option.

In Unani literature, hemorrhoidal disease is described
under the Arabic term Bawasir which is the plural form of
Basur, that means wart or polyp like swelling. Bawastr are
enlarged or engorged veins of the internal mucous mem-
brane of the rectum plus excessive growth at the mouth of
vessels present in the anus (Dandroo et al. 2017). It is pri-
marily caused by the accumulation of the Sawdawi matter
(Khan 2011). It has been classified based on shape, bleed-
ing tendency, and location. Based on the shape, it may be
classified as (a) Sulili; (b) 'Inabi; (c) Tuati; (d) Nafakhi,
(e) Nakhli; (f) Tint and (g) Tamri (Ahmad al-Hasan 2010;
Najar et al. 2018; Ibn Sina 2014). On the basis of bleed-
ing tendency, it may be called as (1) Bawasir Damiyya,
(2) Bawastr Ummiyya, and based on location, it may be
classified as (1) Nabati and (2) Ghaira (Ahmad al-Hasan
2010; Najar et al. 2018; Ibn Sina 2014).

The treatment approach is based on pharmacotherapy,
diet therapy, and regimen therapy. Pharmacotherapy
includes drugs possessing Muhallil-i Waram (resolvent),
Mulayyin (laxative), Musakkin-i Alam (analgesic), and
Habis-i Dam (hemostatic) properties (Ahmad al-Hasan
2010; Ibn Sina 2014; Standard Unani treatment guidelines
for common diseases. Vol. I. 2014). For this purpose, vari-
ous single and compound drugs have been recommended
including Muqil (Commiphora mukul), Rasawt (Berberis
aristata), Habb-e-Mugqil, Habb-e-Rasaut, Habb-e-Bawastr
Khiint, Habb-e-Bawastr Badr, etc. (Ahmad al-Hasan 2010;
Ibn Sina 2014; Standard Unani treatment guidelines for
common diseases. Vol. I. 2014). Regimen therapy includes
procedures like Abzan (sitz baths), Fasd (venesection),
Hijama (cupping), Irsal-i 'Alaq (leeching), etc. Among
these recommendations, Safif Zaj and Marham-i Mazi
are described to have anti-hemorrhoidal, analgesic, anti-
inflammatory, antiseptic, powerful astringent, and wound
healing properties, but these drugs had not yet been sub-
jected to scientific parameters (Razi 2004). Therefore,
Marham-e-Mazu and Phitkiri (Ahmad et al. 2011; Naim
2017) were chosen for the evaluation of their efficacy in
hemorrhoids. Additionally, the study is aimed at explor-
ing the improvement in overall well-being and QoL of the
participants of Bawasir.
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Materials and methods
Study design and setting

This study was a single-arm clinical trial conducted on out-
patient population addressing the Moalajat department of
Lugman Unani Medical College Hospital and Research
Center, Vijayapura, Karnataka, India, from March 2020 to
December 2020. The study was proposed as single-arm due
to lack of feasibility of standard control in the setting and
placebo may worsen hemorrhoidal manifestation.

Inclusion criteria

Male or female patients of age 18 to 65 years with symp-
tomatic uncomplicated hemorrhoids of any type; internal,
external, or interno-external and internal hemorrhoids
patient with Golghar classification grade-I and grade-II were
included.

Exclusion criteria

Participants aged less than 18 years with severe anemia
(Hb-*8gm); pregnant and lactating mothers; bleeding dys-
crasias; systematic illness (including hypertension and dia-
betes mellitus) were excluded. Similarly, patients with severe
complications during the study, allergy to the interventions,
and the individuals who preferred to be excluded from the
study were also excluded.

Withdrawal of participants

Participants were withdrawn if they had failed to follow the
protocol therapy or if they had developed any adverse drug
reaction or adverse event during the period of study.

Trial interventions

Marham-e-Mazi (gall ointment) and Safiif Zaj (powdered
alum) were selected from authentic Unani pharmacopeial
literature; Qarabadeein-e-Majidi and Al-Hawt (Anony-
mous 1986; Kabeeruddin 2010). The drugs including galls
of Quercus infectoria G.Olivier, alum, and wax (for oint-
ment base) were provided by the Unani pharmacy of LUMC,
Bijapur, and identified and authenticated in the department
of pharmacology LUMC by the chief pharmacologist. For
the preparation of Marham-e-Mazi, at first, 400 g of Mazi
was ground in the mortar and pestle and sieved through
sieve no 85; then 4 kg of Mom Safed (wax) was added to
the finely powdered Mazu and again the whole formulation
was ground in mortar and pestle to render into an ointment
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(Anonymous 1986). For the preparation of Safiif Zaj, alum
was roasted in an iron pan at moderate flame till it got melted
and became dry and was rendered into a fine powder by mor-
tar and pestle (Kabeeruddin 2010). The participants were
instructed to dissolve 20 g of Safiif Zaj into 2 L of lukewarm
water in a tub and sit into it for 10 min twice daily followed
by topical application of Marham-e-Mazi in sufficient quan-
tity for 2 weeks.

Study outcome measures
Primary outcome measures

Change in pain intensity, anal itching and defecate discom-
fort were assessed on a 100 mm visual analog scale (VAS)
every week (0, 7th, and 14th days). Per-rectal bleeding was
assessed on the 4-point arbitrary Likert scale (0-absent,
1-mild, 2-moderate, and 3severe) every week. However,
change in the external hemorrhoidal mass was assessed on
an arbitrary scale assuming the size of hemorrhoidal mass as
lentil daal (~4-6 mm in diameter), rosary beads (~6—8 mm
in diameter), pea (~8-9 mm in diameter), Kabuli chickpea
(~9.0-10 mm in diameter) and groundnut (~ 15-20 mm in
diameter) at every week.

Secondary outcome measures

Grades of internal hemorrhoids were evaluated by Goligher
classification and QoL was assessed on the SF-12 version
1.0 (via https://orthotoolkit.com/sf-12/) questionnaire on O,
7th, 14th days.

Safety and adverse event monitoring

The safety evaluation was done on clinical assessment and
adverse event documentation.

Study duration and follow up

The duration of the protocol therapy was 2 weeks (14 days).
The follow-up was done on the 7th and 14th-day from the
baseline of the study & post-treatment follow-up on the 21st
day. At every visit, participants were enquired about the pro-
gression or regression in their symptoms and were subjected
to the clinical assessment, and findings were recorded in
case report form.

Statistical analysis

The sample size was 30 participants which were taken on
the basis of feasibility as no previous data is available on the
trial drugs to derive the variables necessary for sample size
calculation. Descriptive and inferential statistical analysis

was done using SPSS version 23.0. Data were illustrated
as the proportion (%), mean and standard deviation (SD)
appropriately. Baseline and after treatment categorical and
continuous variables were compared using one way ANOVA
test, Chi-square/Fisher’s exact test, and paired t-test. p-Value
less than 0.05 was considered significant.

Ethical consideration

The study protocol was analyzed and validated by
the local institutional ethics committee (BJP/LUMC/
PG/IEC/04/2018-19/MOALIJAT/04), and prospec-
tively registered with the Clinical Trials Registry-India
(CTRI/2020/03/024135). The study was started only after
explaining the study to participants and obtaining their
written and signed informed consent. The study was exe-
cuted conferring with updated tenets of the Declaration of
Helsinki.

Results

Participant flow

A total of 80 patients were screened for eligibility in which
36 participants were enrolled, of which 30 patients com-
pleted the 14 days duration of treatment; 6 participants
dropped out of the study due to loss to follow-up (Fig. 1).

Clinico-demographic profile
The mean + SD age of patients was 35.03 +11.44 years.

There were 19 (63.3%) females and 11 (36.7%) males. Of 30
participants, 90% participants had a history of a mixed diet

[Assessed for eligibility (n=80) ]

l

Excluded (n=44)
* Not meeting inclusion criteria (n=39)
* Declined to participate (n=04)
* Other reasons (n=01)

I

[Allocated to intervention (n=36)}

I

( Lost to follow-up (n=06) J

l

[ Analyzed (n=30) }

{ Allocation W

( Follow-up W

( Analysis W

Fig.1 Flow diagram of the participants included in the study
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Table 1 Clinico-demographic

o . Demographic profile Value p-Value* (Comparison among inter-
profile of participants studied

nal, external, and interno-external)

Age, years (mean + SD) 35+ 11 years 0.09
Gender 11 (36.7%) 0.885
Males, n, % 19 (63.3%)

Females, n,%

Marital status 23 (76.7%) 0.118
Married, n,% 6 (20.0%)

Unmarried, n,% 1(3.3%)

Divorce, n,%

Family history 4 (13.3%) 1.000
Present, n,% 26 (86.7%)

Absent, n,%

Mizaj (temperament) 6 (20.0%) 0.076
Damawi, n,% 8 (26.7%)

Balghami, n,% 6 (20.0%)

Safrawi, n,% 10 (33.3%)

Sawdawi, n,%

Diet 3 (10.0%) 0.568
Vegetarian, n,% 27 (90.0%)

Mixed, n,%

Socio-economic status 1(3.3%) 0.964
Lower, n,% 13 (43.3%)

Lower middle, n,% 10 (33.3%)

Upper lower, n,% 6 (20.0%)

Upper middle, n,%

*One-way ANOVA

Pain on VAS (Mean) Defecation Discomfort (Mean) Hemorrhoidal Itching (Mean)
mmmm Internal s External s Internal s External s [nternal s External
e Interno-external  ----- Linear (Internal) s Interno-external  ----- Linear (Internal) s Interno-external  ----- Linear (Internal)
-~---Linear (External) Linear (Interno-external) -~---Linear (External) Linear (Interno-external) -~---Linear (External) Linear (Interno-external)
3 *Paired sample t-test 2 8 *Paired sample t-test - i *Paired sample t-test
~. - - - N
’ - e s = = - -
S o o . S.B S m o
- 0 S 88 S 8 s B- ~ g g8
Rz 24} g S < R T i i e - ¢ S <
& » 8% = A & N =i I o B a A A
=l 2 B N ®
il I I
BASELINE 1ST FOLLOW-UP AFTER BASELINE 1ST FOLLOW-UP AFTER BASELINE 1ST FOLLOW-UP AFTER
TREATMENT TREATMENT TREATMENT

Fig. 2 Pain, defecate discomfort and hemorrhoidal itching assessment of patients studied at different study points

and only 10% had a vegetarian diet; 86.7% cases had no fam-  Types of hemorrhoids
ily history whereas only 13.3% cases had a positive family
history; 76.7% were married, 20% were unmarried and 3.3%  Most of the cases had internal hemorrhoids (50%), followed

was divorcee; most of the participants were of the lower by external hemorrhoids (30%) and interno-external hemor-
middle class (43.3%) followed by upper-lower (33.3%),  rhoids (20%).
upper-middle (20.0%) and lower (3.3%) strata (Table 1).
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Table 2 Per rectal bleeding:

. > Per rectal bleeding
assessment of patients studied at

Baseline assessment

1st follow-up After treatment ~ Statistical analysis

X . analysis
different study points
Internal hemorrhoids
Absent 0(0.0%) 3 (20.0%) 13 (86.7%) % difference: 86.7%
Mild 7 (46.7%) 9 (60.0%) 2(13.3%) Negative ranks: 15
Moderate 5(33.3%) 3 (20.0%) 0 (0.0%) ?‘i’s:‘z)’e ranks: 0
Severe 3 (20%) 0 (0.0%) 0 (0.0%) £ <0.0001
External hemorrhoids
Absent 7 (77.8%) 9 (100%) 9 (100%) % difference: 22.2%
Mild 2(22.2%) 0 (0.0%) 0 (0.0%) Negative ranks: 2
Positive ranks: O
Ties: 7
p=0.157
Interno-external hemorrhoids
Absent 0 (0.0%) 2 (33.3%) 4 (66.7%) % difference: 66.7%
Mild 2(33.3%) 3 (50.0%) 1(16.7%) Negative ranks: 5
Moderate 3 (50.0%) 1 (16.7%) 1 (16.7%) positite ranks: 0
Severe 1(16.7%) 0 (0.0%) 0(0.0%) p=0.038

*Wicoxon Signed Ranks Test

Change in pain severity

The pain severity was measured on VAS score for pain in
internal, external, and interno-external hemorrhoids was
29+25,48 + 14, and 58 + 10 at baseline; 18 +20, 27+ 14
& 35+ 08 at 7th-day follow-up; and 7+ 16,10+ 09 &
15 +05 on the 14th day respectively. Statistical analysis
showed a significant (p <0.0001) decrease in the sever-
ity of pain in all three types of hemorrhoids. The trend of
pain severity continuously decreased with trial interven-
tions (Fig. 2).

Change in defecation discomfort

With trial therapies defecation discomfort in internal,
external, and interno-external hemorrhoids decreased
continuously from 36+ 18, 36 + 11 & 43 +05 at base-
line to 21 +16, 20+ 09 & 22 + 04 at 1st follow up and
09+16,04 +07 & 15+ 05 at end of the trial respectively.
The statistical analysis unveiled a significant (p <0.0001)
reduction in defecation discomfort in all three types of
hemorrhoids (Fig. 2).

Change in hemorrhoidal itching

The patients experienced amelioration in hemorrhoi-
dal itching severity with the progress of the trial. The
Mean + SD VAS score for itching in internal, external,
and interno-external hemorrhoids was 23 + 14, 20 +22,
and 30+ 06 at baseline; 13+ 14, 11+ 13, and 17 +05 at

1st follow up; and 07 + 15, 04 + 07, and 08 + 04 at the
end of the study respectively. The data shows that there
were significant (p < 0.0001, p <0.033, and p <0.0001)
decreases in the severity of Hemorrhoidal itching in all
three types of hemorrhoids respectively (Fig. 2).

Change in rectal bleeding

Out of 15 internal hemorrhoids cases, all participants had
a history of rectal bleeding at baseline in which 7 (46.7%)
had mild, 5 (33.3%) had moderate and 3 (20%) had severe
rectal bleeding. At 1st follow-up, there was a significant
reduction in rectal bleeding as 3 (20%) were free from
rectal bleeding; 9 (60%) cases had mild bleeding while
only 3 (20%) had moderate rectal bleeding. At the final
follow-up, most of the cases, 13 (86.7%) cases, had no
rectal bleeding and only 2 (13.3%) cases had mild rectal
bleeding. The pre-post difference was statistically signifi-
cant (p <0.0001) (Table 2).

Out of 9 external hemorrhoids cases, most of them 7
(77.8%) had no history of rectal bleeding at baseline, only 2
(22.2%) participants had a history of mild rectal bleeding. At
1st follow-up, there was statistically insignificant (p <0.157)
reduction in the rectal bleeding as 2 (22.2%) were free from
rectal bleeding. Further, there was no recurrence of rectal
bleeding in the final follow-up (Table 2).

Out of 6 Interno-external hemorrhoids cases, all partici-
pants had a history of rectal bleeding at baseline in which
2 (33.3%) had mild, 3 (50.0%) had moderate and 1 (16.7%)
had severe rectal bleeding. At Ist follow-up, there was a
significant reduction in rectal bleeding as 2 (33.3%) were
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Table 3 Hemorrhoidal mass
assessment of patients studied at

different study points

Size

Baseline assessment

After treatment analysis Statistical analysis*

Internal hemorrhoids
Not applicable

External hemorrhoids

15 (100.0%)

Not measurable mass 0 (0.0%)
Kabuli chick pea 2 (22.2%)
Lentil 0 (0.0%)
Pea 3 (33.3%)
Rosary 4 (44.4%)
Interno-external hemorrhoids
Not measurable mass 0 (0.0%)
Lentil 1 (16.7%)
Pea 2 (33.3%)
Rosary 3(50.0%)

No statistics was com-
puted as variables are
constant

15 (100.0%)

3(33.3%) % difference: 88.8%
0(0.0%) Negative ranks: 9
5(55.5%) ?(i)es;flge ranks: 0
0(0.0%) p=0.004

1(11.1%)

2 (33.3%) % difference: 66.7%
3 (50.0%) Negative ranks: 6

0 (0.0%) %)esglge ranks: 0

1 (16.7%) p=0.031

*Wicoxon Signed Ranks Test

free from rectal bleeding; 3 (50.0%) cases had mild bleed-
ing while only 1 (16.7%) had moderate rectal bleeding.
At the final follow-up, most of the cases 4 (66.7%) cases
had no rectal bleeding and only 1 (16.7%) case had mild
and 1 (16.7%) had moderate rectal bleeding. Statistical
analysis revealed significant difference in pre-post vari-
ables (p =0.038) (Table 2).

Change in hemorrhoidal mass

Out of 9 (30%) external hemorrhoids cases, 2 (22.2%), 3
(33.3%) & 4 (44.4%) participants had size of hemorrhoidal
mass as Kabuli chickpea, pea & rosary respectively at base-
line. At the end of the trial, there was a substantial reduction
in the size of the hemorrhoidal mass, as 3 (3.33%) patients
had immeasurable mass and the rest 5 (55.5%) & 1 (11.1%)
cases had lentil and rosary sized mass respectively. The total
percentage change was 88.8% which inferred a statistically
significant (p =0.004) result in favor of intervention reduc-
ing the external hemorrhoidal mass based on the reduction
in size of hemorrhoidal mass.

Out of 6 (20%) interno-external hemorrhoids, 1 (16.7%),
2 (33.3%) & 3 (50.0%) cases had lentil, pea & rosary sized
hemorrhoidal mass respectively at baseline. At the end of
the trial, there was a significant reduction in the mass as 2
(33.3%) had unmeasurable mass, whereas 3 (50.0%) & 1
(16.7%) cases had lentil & rosary sized hemorrhoidal mass
respectively. The total percentage reduction was 33.3% that
was statistically significant (p =0.031) inferring that the
interventions are efficacious in reducing the external palpa-
ble mass (Table 3). Although, for 15 cases of internal hem-
orrhoids, this assessment was not applicable as only grade-I
and grade-II patients were included.
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Table 4 Goligher grade assessment of patients studied at different
study points

Grade Baseline assessment  After Statistical analysis*

treatment
follow-up
Internal hemorrhoids
Absent 0 (0.0%) 7 (46.7%) % difference: 46.7%
1 8 (53.3%) 1(6.7%) Neg.a.tive ranks: 7
2 7 (46.7%) 767 rosiveranks0
Total 15 (100%) 15 (100%) »=0.016
Interno-external hemorrhoids
Absent 0 (0.0%) 1 (16.7%) % difference: 33.3%
1 1(16.7%) 2 (33.3%) Neg:a.tive ranks: 3
2 5 (83.3%) 3 (50.0%) %’j;“;e ranks: 0
Total 6 (100%) 6 (100%) p=0.25
External hemorrhoids
Absent 9 (100%) 9 (100%) No statistics was

computed as vari-
ables are constant

*Wicoxon Signed Ranks Test

Change in Grade

Out of 15 internal hemorrhoids cases, 8 (53.3%) partici-
pants had Grade-I and 7 (46.7%) had Grade-II hemorrhoids
at baseline. After treatment, there was a significant reduc-
tion in Grade-I i.e., 7 (46.7%) out of 8 (53.3%) cases were
relieved completely leaving only 1 (6.7%) case with Grade-I;
while in the cases with Grade-II, no significant changes were
seen. The percentage change was 46.7% in the participants
having no grade which is a significant result in favor of the
trial drugs (p =0.016) (Table 4).
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Table 5 Physical and mental Type N Baseline After treatment Mean p-Value®
component (PCS & MCS) (mean +SD) (mean +SD) difference®
summary scale assessment
Physical score (PCS)
Internal 15 34+5 47+5 03 0.0001
External 9 35+6 52+5 02 0.0001
Interno-external 6 31+6 51+4 01 0.0001
Total 30 37+8 51+6 02 0.0001
Mental score (MCS)
Internal 15 35+4 50+5 00 0.0001
External 9 46+8 56+4 06 0.001
Interno-external 6 45+7 56+2 06 0.015
Total 30 49+38 55+4 05 0.0001

3Mean difference between after treatment variables and US population mean (50), ®Paired sample ¢ test

Out of 6 Interno-external hemorrhoid cases, 1 (16.7%)
participant had grade-I while 5 (83.3%) had grade-II hem-
orrhoid at baseline. After-treatment evaluation it is revealed
that 1 (16.7%) case relieved completely while 2 (33.3%)
participants’ grade-II was changed to grade-I. The total per-
centage change was 33.3% which is statistically insignificant
(p=0.25).

No analysis could be performed in external hemorrhoids
as the grading does not applicable there (Table 4).

Change in quality of life

At baseline, the mean + SD physical score (PCS) was 34 +35,
35+6, & 31+6 in internal, external & interno-external
hemorrhoid respectively, while at the end of trial, there was
an increase in mean PCS i.e., 47+5, 52+ 5, & 51 +4, which
is statistically significant (p <0.0001 for internal, external &
interno-external hemorrhoid respectively) with reference to
the difference between US mean population.

The mean + SD MCS at baseline was 35+4, 46+ 8 &
45 +7 in internal, external & interno-external hemorrhoid
respectively while after completion of therapy there was an
increase in mean MCS i.e., 50+5, 56 +4, & 56 +2, which
is statistically significant (p <0.0001, p<0.001 & p<0.015
for internal, external & interno-external hemorrhoid respec-
tively) with reference to the difference between US mean
population (Table 5). This infers significant change in mean
MCS & PCS from pertinent positive to pertinent negatives
with reference to mean US population.

Discussion

This study was commenced to investigate the clinical effi-
cacy of Abzan with Safif-i Zaj (sitz baths with alum) fol-
lowed by local application of Marham-e-Mazii (gall oint-
ment) in Bawasir. Likewise, the study was aimed to explore

a novel therapeutic approach in Bawasir to improve the over-
all well-being and QoL of the sufferer of Bawasir.

The mean + SD of age was 35.03 + 11.44 years; following
Coulibaly et al., Ali et al. and Riss et al. who reported the
common occurrence of piles in the age group of 30-39 years
(Ali and Shoeb 2017; Coulibaly et al. 2016; Riss et al. 2012).
Gender-wise, the female to male sex ratio was about 2:1,
contrary to Najar et al. and Ravindranath et al. who found
a higher incidence in male (Ravindranath and Rahul 2018;
Sakr 2014). But Johanson and Sonnenberg has a viewpoint
of equal incidence in women due to pregnancy, childbirth,
increased pelvic pressure, and menstruation. Also, the
lesser incidence may be due to fewer visits of women in
the hospitals mentioning hemorrhoidal symptoms (Johanson
and Sonnenberg 1990). The familial association was only
13.3% contrary to G. G. Ravindranath and B. G. Rahul who
reported 73.8% of patients with positive family history. The
majority of the cases studied hailed from lower-middle soci-
oeconomic status contrary to Johanson et al. who reported
hemorrhoids were 1.8 times more common in higher socio-
economic than in the lowest social class (Johanson and Son-
nenberg 1990).

The per-protocol analysis unveiled that Marham-e-Mazii
(gall ointment) and Safiif Zaj (powdered alum) significantly
improved the primary and secondary outcomes (except a
few), and the effect may be accredited to biomedical proper-
ties inherent in trial drugs. The trial drugs ‘Zaj’ and ‘Mazi”
are the potent Habis al-Dam (hemostyptic); Mujaffif-e-
Qarih, and Da’fi-i Ta'affun (antiseptic) drug of Unani
medicine (Kabeeruddin 2018; The Unani pharmacopoeia
of India part-1,vol 3, 2007). Thus, reduction in rectal bleed-
ing is mainly due to Habis al-Dam and Mujaffif-e-Qiiriih
properties (Saffiuddin 2002) which act through constricting
the blood vessels and decreasing exudation and thus helps
in healing of wounds and ulcers (Standard Unani treatment
guidelines for common diseases. Vol. I. 2014). Pharmaco-
logically and clinically, Zaj (alum), as well as Mazi has
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been reported for its antihemorrhagic and anti-ulcer activity.
Gattegno B et al. concluded the significant effect of intra-
vesical instillation of potassium alum in the treatment of
hemorrhagic cystitis caused by cyclophosphamide (Gattegno
et al. 1990). According to Al-Abbasi AM, application of
aluminum potassium sulfate (>99% pure) in tonsillar fossae
during tonsillectomy procedures exhibited significant hemo-
static effects (Al-Abbasi 2009). In another study, Takashi
M. et al. and Goel AK et al. evaluated the anti-hemorrhagic
action of alum irrigated intravesically, in massive bladder
hemorrhage and found that it can check the blood promptly
but not for much duration (Takashi et al. 1988). Altaei TS
et al. conducted a randomized double-blind placebo control
study and noted a significant reduction in the time required
for complete healing of the ulcer when compared with the
placebo group (ALtaei and Al-Jubouri 2005). Moreover,
the effect has been ensured due to analgesic, anesthetic, and
resolvent, the action of trial drug Mazi. Pharmacologically,
Quercus infectoria has been affirmed for its anti-inflamma-
tory, analgesic, and anesthetic action (Dar et al. 1976). Dar
et al. reported that a dried acetone treated methanol extract
of galls dissolved in the water had a significant analgesic
effect in rats (Dar et al. 1976; Rastogi and Mehrotra 1993).
In another study on isolated frog sciatic nerve, chloro-
form—methanol extract of Quercus infectoria galls showed
local anesthetic activity by complete blockade of nerve con-
duction (Dar et al. 1976; Rastogi and Mehrotra 1993). Kaur
et al. concluded the significant anti-inflammatory action of
alcoholic extract of galls (Kaur et al. 2004).

The reduction in palpable mass may be due to Habis al-
Dam (hemostyptic) and astringent actions of Safiif Zaj and
Mazii (Mohammad Abdul Hakeem 2011). Moreover, Mazii
is a potent antimicrobial drug that may inhibit superinfection
in the setting of piles as reported by Hashim et al. (Hashim
et al. 2013).

The significant amelioration in QoL may be due to anal-
gesic, anesthetic, anti-inflammatory, and anti-hemorrhagic
activities of trial drugs as reported by Dar et al. and Kaur
et al. (Dar et al. 1976; Kaur et al. 2004).

Overall, the trial interventions were found to be effec-
tive and well tolerated, with no significant undesired effects
observed during the research period.

Limitations

Some limitations ought to be taken into consideration for
interpretation and generalization of study results such as
nonspecific hemorrhoidal disease evaluation, small sam-
ple size, and absence of control in the study. Furthermore,
because this was a validation trial, there was no assessment
of the intervention's maximum tolerated dose because the
treatments were chosen from the Unani pharmacopoeia and
can only be administered according to the recommended
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dose and dosage form. Another limitation was dose and dos-
ing frequency variation, even though the participants were
first taught how to apply gall ointment and do sitz baths in
the hospital, there was the chance of dose and dosing fre-
quency variability. Moreover, the study was managed dur-
ing the Covid-19 pandemic and nationwide lockdown which
resulted in the enrolment of only patients from the hospital's
immediate vicinity, posing a risk to the generalizability of
the study. Thus, dose response multicentric, randomized
control trials with a large sample size should be carried out
on the specific type of hemorrhoidal disease to verify the
proposed results.

Conclusion

The study inferred that Safif Zaj (powdered alum) and
Marham-e-Mazu (gall ointment) are efficacious, well toler-
ated, and economical regimen for the patients of Grade-I &
II internal hemorrhoids, external hemorrhoids, and interno-
external hemorrhoids. The interventions improved almost all
outcomes except reduction in grade and per rectal bleeding
in interno-external and external hemorrhoids respectively.
Therefore, it can be concluded that Safiif Zaj and Marham-
e-Mazu have potential properties for an alternative treatment
for amelioration of hemorrhoids symptoms as well as quality
of life. The drugs may be investigated further with carefully
designed dose response multi-centric, randomized control
trial with a larger sample size on specific type of hemor-
rhoidal disease to verify the proposed results.
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