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ABSTRACT

Introduction: Cervical ectopy (quruhal Rahim) is a benign and common gynaecological condition in India with 19% of the total
population. About 80-85% of women suffer from Cervical Erosion. Cervical erosion is diagnosed by per speculum examination.
Considering these facts methi, alsi,babuna, nakhuna, karamkalla, has been selected to evaluate the efficacy in the form of Abzan
in Quruhal Rahim.

Objective: To evaluate the efficacy of Abzan in Quruhal rahim with unani formulation.

Methods: This is an open observational clinical study in clinically diagnosed woman (n=30) in the age group of 18-45 yrs hav-
ing symptoms of vaginal discharge, normal or inflammatory changes in pap smear were included and patients with malignancy,
Pelvic inflammatory disease, systemic illnesses & Sexually transmitted disease, oral contraceptive Pills and Intrauterine con-
traceptive device, pregnancy and lactation were excluded. Joshanda of methi 5gms, alsi 5gms, babuna 3gms, nakhuna 5gms,
karmkalla 10 gms in 2 litres of warm water. After menses use daily one time for sitz bath for 15minuts for 21 days. The primary
and secondary outcome was assessed. Cervical ectopy by arbitrary grading scale and SF-12 for Quality of life were health-relat-
ed quality of the life is measured by SF-12 Questionnaire. To provide easily interpretable scales for physical and mental health.

Results: Vaginal discharge mean score before and after treatment is 2.37+0.57 and0.367+0.49 respectively with p<0.0001. In
cervical erosion, grading means score before and after treatment is 1.7+0.65 and 0.47+0.58 respectively with a p<0.0001. Highly
significant improvement is found in subjective and objective parameters.

Conclusion: This data suggests that the test drugs were safe, effective in improving and relieving symptoms of cervical erosion.
Further, research in a larger sample size for longer duration is recommended.
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INTRODUCTION there are decreased mucosal barriers to sexually transmitted
infections (STIs), including HIV. Prior observational epide-
miological studies have suggested that cervical ectopy can
increase the risk of acquiring diseases like chlamydia tra-
chomatis, human papillomavirus, and cytomegalovirus, but
not Neisseria gonorrhoea.’

Cervical erosion is also known as cervical ectopy. It is a be-
nign lesion and a common gynaecological condition seen
in outpatient departments.'> About 80-85% of women suf-
fer from cervical erosion.’ It is the commonest finding in
routine pelvic examinations during the fertile age group 1.!
Pathologically cervical erosion is a condition where squa- 1n€ common causes of ectopy are trauma by multiple child-
mous epithelium of the ectocervix is replaced by the colum- births, tampon use of intrauterine contraceptive device
nar epithelium of the endocervix.> The exposed columnar chemicals, infections, hormones (oral contraceptive pills) or
epithelium looks red because of the blood vessels just be- ~carcinoma ete. Cervical ectopy is more common in women
low the surface.* A single layer of glandular cells that reside of lower socioeconomic groups, poor general hygiene, early
in close association with the underlying vascular cervical —Marriage and multiple pregnancies.® Clinically, the patient
stroma appear. It is thin and vascularized epithelium fragile ~May present with vaginal discharge, low backache, contact
tissue. With easy access to the blood and lymphatic systems, ~Pleeding in the form of post-coital bleeding or intermenstru-
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al bleeding, dyspareunia, etc.” Cervical erosion is diagnosed
by per speculum examination. It reveals a bright red area
surrounding and extending beyond the external os in the ec-
tocervix. The outer edge is demarcated. It may be smooth or
having small papillary folds. It is neither tender nor bleeds
to touch.” It is asymptomatic and physiological then needs
no treatment but when it is symptomatic and infected then
the treatment is needed.*’ Cryo-cauterization, electroco-
agulation and cautery with laser is the treatment of choice.
Side effects like prolonged excessive mucoid discharge per
vagina, seldom cervical stenosis, accidental burns, bleeding
and recurrence are associated with this treatment.® In classi-
cal Unani literature which is caused by external factors such
as wound due to trauma, instrumentation, the drug which is
caused by external factors such as wounds due to trauma,
instrumentation, drug-induced i.e use of /aad drugs in the
form of humool, or internal factors like difficult labour or
mismanagement of labour, sometimes, it may be because of
acute yellow bile causing gradual erosion of cervix due to
its acute nature or inflammation and rupture of pustules.®’
In symptoms like backache, pelvic pain, abnormal vaginal
discharge, excessive tiredness etc. Use of (relaxant) drugs is
harmful while gabiz (astringent) drugs are beneficial in its
treatment.®1°

Unani system of medicine has several drugs available for
healing of cervical ectopy as a local treatment in the form
of a sit bath, which is safe and cost-effective. In present
study research drug comprises of Methi (Trigonella foenum
graeceum) 5 gms, alsi (Linum usitatissimum) Sgms, babuna
(Matricaria chaemomilla) 3gms, nakhuna ((Trigonella unca-
ta) Sgms, karmkalla ka dant’hal (Brassica oleracea)10 gms
Joshanda is prepared in 2 lots of warm water. After menses
use daily one-time forsitz bath for 15minuts for 21 days."
In unani system of medicine various drugs with medicinal
properties like munzij, muhallilawram (anti-inflammatory),
Jjaali (detergent), muqawiebadan, mushil ( laxative), mu-
Jaffif, mudammilquruh, dafi-i-taffun, mullayan, mussakinetc
are used locally to treat this disease.

MATERIALS AND METHODS

Study design: An open observational study.

Study duration: One and a half years from March 2019 to
January 2020

Study centre: OBG Dept. National Institute of Unani Medi-
cine Hospital, Bangalore.

Sample size: 30 patients

Ethical clearance No.: Ethical clearance was obtained
from the institutional ethical committee vide no NIUM/
IEC/2017-18/013/ANQ/05; and CTRI registration done vide
no.CTRI//2019/03/024426.

Informed consent: all participants gave written informed
consent before study

Drugs Identification: was done at FRLHT Bengaluru. with
an acc. No. 5510-5514

Participants: Total 60 patients were screened for the study,
10 patients refused participation and 20 patients didn’t meet
the inclusion criteria, hence were excluded. 30 patients were
allocated in- an open observational study.

Selection criteria: Married women between the age group
of 18-45 yrs. Having symptoms of vaginal discharge, low
backache, dyspareunia, post-coital bleeding, normal or in-
flammatory changes in pap smear were included and patients
with malignancy, PID, systemic illnesses like Hypertension,
diabetes mellitus & STIs, OC Pills and IUCD’s, pregnancy
and lactation were excluded.

Study procedure: The patients fulfilling the inclusion cri-
teria were enrolled after explaining the study in detail and
receiving informed consent. In each patient, history was
evaluated and a complete physical examination including
breast, abdominal examination and per vaginal examination
was performed. Personal details, history, clinical features
and investigations were recorded in the Case record form
structured for the study.

Criteria for selection of drug: the research drug possess
properties like muhallilewaram, mujaffif, mudammilequruh,
dafi-i- ta’ffun,qabid, musakkin, '*' properties. Moreover,
pharmacological studies show that research drug exhibit
anti microbial, anti-inflammatory, anti oxidant, anti-cancer,
anti-ulcer, analgesic, hepatoprotective wound healing activi-
ties. 13141820 Further methi, alsi, nakhoona, baboona, kara-
mkallacontains flavonoids, saponins (glycosides), alkaloids
(terpenoids, steroids) arachidonic acid, ethanol, histamine,
leukotriens, polysaccharides, saponins (glycosides), carbo-
hydrates, tannins, triglisoraletc; '*'4!% which are considered
as the active principle of anti-ulcer activity. Flavonoids are a
group of a polyphenolic compound having anti-ulcerogenic,
anti-inflammatory, anti-bacterial, antioxidants properties*
which provide strength to the mucosal barrier & promote the
ulcer to heal fast. 2*The wound healing activity of Unani for-
mulation as abzan might protect against microbial invasion
by providing better tissue formation. Further, it enhances the
rate of wound healing & tissue epithelization* Thus, research
Unani formulation is anticipated to be effective in the healing
of cervical ectopy and relieving the associated symptoms.

Method of preparation

The best quality of methi, alsi, babuna, nakhuna, and karm-
kalla was provided by the pharmacy of NIUM, and was fur-
ther authenticated by FRLHT Bengaluru. with an acc. No.
5510-5514. All the drugs were finely powdered. Drugs were
weighed and mixed. The powdered drugs were dispatched in
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plastic self-lock bags. To avoid any confusion regarding dos-
ages one lock bag was used to dispatch 28gm of the drug for
a single day which was to be used daily for one measure for
sitz bath. So every patient was given 7 packets of the drug for
one week at each visit and continued for 3 weeks.

Route of administration: Locally

Initial assessment and laboratory screening

1. Baseline Laboratory investigations like haemoglobin
percentage, total leucocyte count, differential leuco-
cyte count, erythrocyte sedimentation rate, Veneral
Disease Research Laboratories test and random blood
sugar were done to exclude general diseases. Ultra-
sonography of pelvis was done to exclude pelvic pa-
thology. Pap smear was done to exclude genital malig-
nancy in each case.

2. Assessment of the extent of erosion was graded as 0, 1,
2 and3; as follows. Grade 0: No erosion Grade 1: cov-
ering 1/3%of cervix Grade 2: from 1/3" to 2/3* area of
the cervix, and Grade 3: overs 2/3" of the cervix. The
assessment was done before treatment, at -each follow
up during treatment and after treatment. Patients were
also enquired for any side effects during the trial.

3. Assessment of Health-related quality of life (HRQol)
was assessed by the SF-12 questionnaire.

4. Assessment of low backache is done by using the
Visual Analogue Scale (VAS)

5. Assessment of vaginal discharge was graded from 0 to
4 grade: score: 1-No discharge; 2- Mild ( No staining
or moistness of undergarments); 3-Moderate (stain on
undergarments); Score:4- severe (using pads).

6. Dyspareunia and post-coital bleeding were based on
the arbitrary four-point scale (0= None,1=Mild,2=
Moderate, 3= Severe ).

Treatment was subsequently started in patients fulfilling the
inclusion criteria.

Intervention

Joshanda of methi (Trigonella foenum graceum) Sgms, alsi
(Linum usitatissium graceum) Sgms, babuna (Matricaria
chaemomilla) 3gms, nakhuna (Trigonella uncata) Sgms,
karmkalla ka danthal (Brassica oleracea) 10gms was pre-
pared by soaking the drugs in 400ml of water for the whole
night. Next day in the morning the soaked drugs with wa-
ter was boiled until it was concentrated to 180 ml. Abzan
were prepared according to the standard method of prepara-
tion. It was used for 15minuts daily for 21 days after men-
ses. Assessment of erosion and health-related quality of
life (HRQol) was done at baseline, each follow up during
treatment (weekly) and after treatment (once in 15 days for
a month). Patients were also enquired for any side effects
during the trial. Patients were advised to maintain personal
hygiene and avoid intercourse during the treatment.

Subjective parameters
Vaginal discharge, low backache, contact bleeding, dyspare-
unia

Objective parameters:

1. Changes in Cervical ectopy assessed by the arbitrary
grading scale
(Direct visual assessment of the appearance of cervix,
healing of erosion and vaginal discharge).

2. SF-12 score to assess for QOL

Outcome measures:
Primary outcome measure: changes in white discharge and
low backache.

Secondary outcome measure: Improvement in cervical ec-
topy grading and SF-12 (12 items short-form survey) Health
Questionnaire score (Figure 1).

Patient screened
(n=60)

Willing to participate
(n=50)

Refused to
participate=10

.I P-ati-e;ns investigated
(50)

} Patient excluded (n=20)

Y

= v
[ Patients included

Pregnancy (n=2)

(a30) — Lactating (n=3)
) Cu T(n=3),0CP(n=2)
Analvzed | Diabetes mellitus (n=2)
[ (n=30) } HIV(n=1)

PID (n=7)
Figure 1: Study design.

Statistical analysis

Descriptive and inferential statistical analysis has been car-
ried out in the present study. Results on continuous measure-
ments are presented on Mean SD (Min-Max) and results
on categorical measurements are presented in Number (%).
Significance is assessed at 5 % level of significance. The
Statistical software namely SPSS 22.0, and R environment
ver.3.2.2 were used for the analysis of the data and Microsoft
Word and Excel have been used to generate graphs, tables
etC.ZZ,Z}
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RESULTS AND DISCUSSION

Demographic characteristics

Age: Majority of the patients (63.3%) were in the age group
of 31-40 years & remaining 30% were in 21-30 years and
6.7% in 41-50 years of age. Hashmi et al*, Mirza et al**, Patil
et al 26 and Latafat et al.*” 40% and 44% in two groups in 31-
35 yrs, reported 39.2% in 31-40 yrs., reported 40% &37.8%
in 26-30 yrs. respectively. The result of present study corre-
lates with the above studies. Evidence suggests that cervical
ectopy is common in women of reproductive age group.*’
Mean£SD of age of patients was 33.93+5.37, which is in ac-
cordance with the study of Jindal et al.> who reported 31.32
and 33.7 in two groups, Al- Kaseer reported®® 27.1 + 5.9,
Cekmez et al.® reported 34.4+4.3.

Socioeconomic status: In present study, 23.3% patients be-
longs to upper middle class, 63.3% to lower middle class;
and 13% to lower class. Hashmi S et al.?* reported 43.3%
patients in upper lower, 36.6% in upper middle, 16.6% in
lower middle and 13.3% in lower class. Mirza et al.* report-
ed 42.2% patients in upper lower class, 40% in lower mid-
dle, 11.1% in upper middle & 6.7% in upper class. Shivanna
et al. *reported 72% and 75% patients respectively from low
Socioeconomic status. Gautam et al.*! reported majority of
the patients belong to lower middle class. Bengal et al.** re-
ported that maximum patients having cervical ectopy belong
to low socioeconomic class, low literacy level, poor personal
hygiene and poor health awareness. Literature report says
that low socio economic status predispose to poor nutrition,
poor personal hygiene leading to infection which may cause
cervical ectopy.?>33

Literary status: Most of the patients had low educational
level i.e.; 36.7% patients had primary school education,
while 13.3% were illiterate, 23% & 16.7% had education
up to secondary and higher secondary school while graduate
and post graduate are 6.7% and 3.3 % respectively. Mirza
et al.? reported 20% illiterate, 33.3% had middle school
education, 10% each in primary school and high school &
13.3% graduate. Hashmi S et al.* reported 44.44% illiterate,
20% had middle school education & 13.3% had education
in each primary, secondary and higher secondary. Gautam et
al.*'reported 40% of the patients had high school education.
Al-Kaseer et al.*® reported low educational level among pa-
tients of cervical ectopy.

Occupation: In this study house wife are more affected than
the working class. Out of 30 patients 73.3% of patients are of
house wife affected with cervical erosions where as 26.7%
are working women.

Dietetic habit: In this study out of 30, 20 (66.7%) patients
are of mix diet. Whereas 10 (33.3 %) are vegetarian. In Una-
ni system of medicine importance has been given to dietetics
in health and disease.** Unani physicians mentioned certain
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foods which are to be taken and to be avoided according to
age, season, place, and mizaj of the person. The tempera-
ment of meat is har, when consumed in excessive quantity;
it causes increase production of khilte dam, and can lead to
amrazedamvi. As, mentioned earlier that cervical erosion
with cervicitis is a damvi marz,* it may be assessed that non
vegetarian diet has its impact on this disease as per the mizaj
and akhlat theory.

Mizaj: Most of the patients, 86.7 % possessed damwimizaj,
while 13.3% had balghamimizaj, none of the patients had
safrawi or saudawimizaj, which is in consonance with the
studies of Hashmi et al.* reported 66.67 % patients with
damwimizaj, Mirza et al.” reported 53.3% with damwimi-
zaj. Moreover, it coincides well with the theories of eminent
Unani Scholars in etiopathogenesis of guruh, who states that
hararat and ratubat are essential component of ufunat which
forms an inflammatory swelling and when it get secondarily
infected, it result in rupture of this swelling which in turn
leads to ulcer formation.!%3¢

Table 1: Baseline characteristics.

Age in years No. of patients (N=30) %

21-30 9 30.0
31-40 19 63.3
41-50 2 6.7

Mean + SD:33.93+5.37 P > 0.10

Socio Economic Status

Lower 4 13.3

Lower Middle 19 63.3

Upper Middle 7 23.3

Occupation

H.W. 22 733
Others 8 26.7
Diet

Mixed 20 66.7
Veg 10 333
Literary status

11 4 13.3
Prim u 36.7
Sec. 7 23.3
Hr. Sec. 5 16.7
Graduate 2 6.7

Post G. 1 3.3

Subjective parameters

Vaginal discharge: At baseline, all patients were complain-
ing of vaginal discharge. During treatment, on 1% & 2™ fol-
low up, it persists in 96.3% and was absent in 3.3% patients
respectively. After treatment, it persists in 36.7% with mild

I~
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discharge. & was absent in 63.3%.At baseline, vaginal dis-
charge was mild, moderate & severe in 3.3%, 56.7% & 40%
patients respectively. During treatment, on 1* follow up vag-
inal discharge was mild & moderate and severe in 3.3% ,
70% and 26.7% patients respectively, whereas none of the
patients had severe vaginal discharge; on 2™ follow up, vagi-
nal discharge was not present in 3.3% and 26.7% and 70%
patients had mild and moderate vaginal discharge respective-
ly. After treatment, vaginal discharge was mild in 36.7% &
absent in 63.3% patients, though no patient had moderate and
severe vaginal discharge. After treatment, vaginal discharge
with mean of 2.37+0.57 and 0.367+0.49 before and after
intervention with P<0.001, considered as highly significant,
which is consistent with the study of Gupta P et al.,’” Monroy
OL*® & Anees S, ¥ studies who reported vaginal discharge
in 100% patients before treatment and relief in 86.6% af-
ter treatment. Cekmez Y et al.*reported vaginal discharge in
91.9% patients with complete relief in 89.5%.Kamini D re-
ported 93.45% and Hashmi S et al.**reported 100% improve-
ment in vaginal discharge. Moreover, research drug possess
muhallilewaram, daffi-i- tafun, anti-microbial, anti-fungal,
anti-viral activities, which might resolve the inflammation

Vaginal Discharge Before I

Treatment Follow up
Nil 0(0%) 0(0%)
Mild 1(3.3%) 1(3.3%)
Moderate 17(56.7%) 21(70%)
Severe 12(40%) 8(26.7%)
Total 30(100%) 30(100%)
Meanz=sd BT 2.37+0.56
P value

after removing the infection and thus improves the vaginal
discharge (Table 2).!416:17.19:40-43

The unani formulation was most successful in managing
white discharge as all 30 patients presenting with vaginal dis-
charge were having no discharge after the treatment. Other
associated symptoms of cervicitis like low backache, lower
abdominal pain, and dyspareunia were significantly relieved.
Pharmacological studies reported that methi, alsi, babuna,
nakhunaand karamkalla' are proved for antimicrobial effect
that may have inhibit the growth of organism and also these
drugs are having anti-inflammatory property.'#4%4> The im-
provement in these symptoms is most probably because of
the effect of the test drugs having musaffikhoon, muhallil,
dafetaffun, qabiz, mujaffifqurooh properties and baridwaya-
bismiz.** As discussed earlier in etio-pathogenesis zoefequ-
wateghazia is one of the main causes of saylanurrahim that
leads to this disease and baridwayabismizaj of drugs tone up
the quwateghazia of rahim' and thereby rectifying the qual-
ity and quantity of khilte dam. Further, astringent drugs have
been reported to decrease the secretions, which may have
inhibitory effect.

Table 2: Assessment of Vaginal Discharge in cervical erosion patients studied.

11 111 After %
Follow up Follow up Treatment Difference
13.3%) 2(6.7%) 19(63.3%) 63.3%
8(26.7%) 24(80%) 11(36.7%) 33.4%
21(70%) 4(13.3%) 0(0%) -56.7%
0(0%) 0(0%) 0(0%) -40.0%
30(100%) 30(100%) 30(100%) -
AT 0.37+0.49
P<o0.0001

Test used: Paired proportion test

Low backache: After treatment, compared to baseline low
backache was relieves in 90% patients with mean of 1.93+0.37
and 0.1+0.36 before and after intervention respectively, with
P<0.0001 considered as highly significant. Anees* reported
100% patient’s with complaining of low back pain and re-
lief in 66.7%. Mirza et al® reported 53.3%, Hashmi et al.*
reported 30%, Kamini® reported 64 %, and Al-Kaseer et al.*®
reported 65% improvement in low backache. low backache
at baseline, after treatment was nil, mild, moderate, and se-

vere, ie 90%, 10%,0%,0% respectively with P<0.001, con-
sidered as highly significant, which is in accordance with
the studies of Kamini et al.’ reported1.26+0.4 and 0.46+0.4,
Sharma et al.*reported 1.90+0.60 and 0.95+0.60 & Gautam et
al3'reported 1.12+0.169 and 0.75+0.619 as Mean +SD of low
backache before and after treatment. Moreover, research drug
possess muhallilewaram, musakkin, anti-inflammatory, anal-
gesic, sedative activities which might resolve the inflamma-
tion and hence improves low backache (Table 3).!41617:194043

Table 3: Assessment of Low Backache of in cervical erosion patients studied.

Low Backache BT I-FU II-FU I11-FU AT % Difference
Nil 0(0%) 0(0%) 1(3.3%) 13(43.3%) 27(90%) 90.0%
Mild 3(10%) 6(20%) 26(86.7%) 17(56.7%) 3(10%) 0.0%
Moderate 26(86.7%) 24(80%) 3(10%) 0(0%) 0(0%) -86.7%
Severe 1(3.3%) 0(0%) 0(0%) 0(0%) 0(0%) -3.3%
Total 30(100%) 30(100%) 30(100%) 30(100%) 30(100%) -
Mean+SD BT 1.93+0.37 AT o0.1+0.31

P value P<o0.0001

Test used: Paired proportion test
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Dyspareunia: Dyspareunia in 70% of patients with mild
and moderate 46.7% and 23.4% respectively was observed.
Whereas 30% of patients are free of dyspareunia. In first
follow-up of treatment 36.7% are free with dyspareunia in
mild and 20%in moderate dyspareunia patients. Where as in
second follow up 46.7% patients were free of dyspareunia
where as 53.3% were having mild dyspareunia. Where as in

third follow up it is improved to 80% with dyspareunia free
and 20% with mild Dyspareunia. The mean is 0.9340.734and
0.03+0.18 before and after treatment respectively with
p<0.0001 which is highly significant. After treatment 96.7%
patients are free of this symptom with a % difference of 66.7,
and 3.3% with mild dyspareunia with a% difference of -43.4
(Table 4).

Table 4: Assessment of Dyspareunia in cervical erosion patients studied.

Dyspareun-ia BT I-FU II-FU III-FU AT % Difference
Nil 9(30%) 11(36.7%) 14(46.7%) 24(80%) 29(96.7%) 66.7%
Mild 14(46.7%) 13(43.3%) 16(53.3%) 6(20%) 1(3.3%) -43.4%
Moderate 7(23.3%) 6(20%) 0(0%) 0(0%) 0(0%) -23.3%
Severe 0(0%) 0(0%) 0(0%) 0(0%) 0(0%) 0.0%
Total 30(100%) 30(100%) 30(100%) 30(100%) 30(100%) -
Meanz+sd BT 0.93+0.74 AT 0.03+0.8

P value P<o0.0001

Test used: Paired proportion test

Contact bleeding: In this study out of 30 patients 25 (83.4%)
had contact bleeding. with mild in 14(46.7%), moderate in
9 (30%) and severe in 2 (6.7%) patients. In first follow up
of treatment one severe case of contact bleeding responded
well. Where as in second follow up 43.3% are free of con-
tact bleeding. Whereas 46.7% had mild type and 6.7% had
moderate and 3.3% has severe contact bleeding. In third fol-

Table 5: Assessment of Contact bleeding in cervical erosion patients studied.

low up 70% got relieved totally from contact bleeding and
only 26.7% had mild contact bleeding and 3.3% had mod-
erate bleeding in patients of cervical erosion. The mean is
1.2740.83 and 0.03+0.18 before and after intervention with
p<0.0001 which is highly significant. After treatment 96.7%
of patients are free of contact bleeding and 3.3 % with mild
contact bleeding. This show the effect of abzan of unani for-
mulation as mentioned in unani literature (Table 5).

Contact Bleeding BT I-FU II-FU III-FU AT % Difference
Nil 5(16.7%) 5(16.7%) 13(43.3%) 21(70%) 29(96.7%) 80.0%
Mild 14(46.7%) 14(46.7%) 14(46.7%) 8(26.7%) 1(3.3%) -43.4%
Moderate 9(30%) 10(33.3%) 2(6.7%) 1(3.3%) 0(0%) -30.0%
Severe 2(6.7%) 1(3.3%) 1(3.3%) 0(0%) 0(0%) -6.7%
Total 30(100%) 30(100%) 30(100%) 30(100%) 30(100%) -
Mean+SD BT 1.27+0.83 AT 0.03+0.18

P value P<o0.0001

Test used: Paired proportion test

Objective parameters

Cervical ectopy grading: At base line, cervical ectopy
was observed in 100% patients, which remains in 43.3%
patients after treatment. Cervical ectopy was in grade I in
40% patients, grade II in 50% & grade III in 10%; dur-
ing treatment, After treatment, on 1% follow up, 40% pa-
tients had cervical ectopy in grade I, 3.3% in grade II and
none of the patient had cervical ectopy in grade III; Thus,
cervical ectopy was reduced in 43.3% and cured in 56.7%
patients with P=0.0054, considered as highly significant.

The mean is 1.7+£0.66 and 0.47+0.58 before and after inter-
vention with p<0.0001 which is highly significant. Shivana
et al.* reported healing of cervical ectopy in 60% patients
after 7 days, 30% after 14 days and 10% after 21 days of
treatment. Sharma et al.* reported improvement in 65.85%
patients, Cekmez et al.” reported in 95.9% patients after 6
weeks. Gautam et al*'reported improvement in 53.4%pa-
tientsafter 7days. Hence, complete healing of cervical
ectopy as observed in 20% patients only after 2 weeks
of treatment. Moreover, research drug possess mussakin,
muhallil- i- auram mullayan, mujaffif, mudammillequruh,
qabid, antiulcer, antioxidant & wound healing activities,
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which might be helpful in healing of cervical erosion (Ta-
ble 6).14,16,17,19,40-43

Table 6: Assessment of Grading of cervical erosion
patients studied.

Grade Before  After Treatment % Difference
Treatment

o 0(0%) 17(56.7%) 56.7%

1 12(40%) 12(40%) 0.0%

2 15(50%) 1(3.3%) -46.7%

3 3(10%) 0(0%) -10.0%

Total 30(100%) 30(100%) -

Meanzsd 1.7 £0.66 0.47+0.58

P value P<o0.0001

Test used: Paired proportion test

QOL by SF-12 score: Cervical erosion with its symptoms
has a broad impact on HRQoL and puts a heavy economic
burden on society.*’ The meant SD before intervention was
382.73+ 52.33 and after it was 910.17+56.30 with mean dif-
ference 0f 910.17 and p value <0.0001. It shows strongly
significant improvement in the quality of life (Table.7).

Table 7: Assessment of SF-12 in cervical erosion pa-
tients studied.

SF-12 BT AT % difference
<300 2(6.7%) 0(0%) -6.7%
300-400 15(50%) 0(0%) -50.0%
>400 13(43.3%) 30(100%) 56.7%
Total 30(100%) 30(100%) -
Mean+sd 382.73£52.33  910.17+56.301

P< 0.0001

Test used: Paired proportion test

Primary outcome measures

Vaginal discharge: the mean of vaginal discharge before
and after treatment is 2.37+0.57and 0.37+0.49 respectively
with a P<0001. Improvement in vaginal discharge was nted
in 90% patients; while it persist in 10% patients after 2 weeks
of treatment; Anees S*'reported 86.6% after 1 week, Jindal
M 2reported 100% and 92% in two groups after 4-6weeks of
treatment (Table 8).

Low backache: The mean+ sd of low back ache before in-
tervention was 1.93+0.37and after it was 0.1+£0.36 with mean
difference 0f 90.0% and p value <0.0001. Absence of low
back ache was noted in 90% patients, where it was in mild in
10% of patients after 3 weeks of treatment, which correlating
with the study of Jindal M 2 reported relief in 96% & 76% in
two groups after 4-6weeks of treatment (Table 8).

Dyspareunia: The mean is 0.93+0.74and 0.03+0.18 before
and after treatment respectively with p<0.0001 which is

highly significant. This study shows dyspareunia is absent in
the 96.7% of patients with mild in 3.3%.. In first follow-up
of treatment 36.7% are free with dyspareunia 43.3 in mild
and 20%in moderate had dyspareunia. Where as in second
follow up 46.7% patients were free of dyspareunia where as
53.3% were having only mild dyspareunia. In third follow up
in80% were dyspareunia free and 20% with mild Dyspareu-
nia. After treatment 96.7% patients are free of this symptom
with a % difference of 66.7, and 3.3% with mild dyspareunia
with a% difference of -43.4. It show that unani formulation
having muhallileawram, jail, mussakinealam etc. properties
helps in relieving pain (Table 8).

Contact bleeding: The mean is 1.27+0.83 and 0.03+0.18
before and after intervention with p<0.0001 which is highly
significant. In this study patients with contact bleeding, mild
in 14(46.7%), moderate in 9(30%) and severe in 2(6.7%) pa-
tients. In first follow up of treatment one severe case of con-
tact bleeding responded well. In second follow up43.3% are
free of contact bleeding. Whereas 46.7% had mild type and
6.7% had moderate and 3.3% has severe contact bleeding. In
third follow up 70% got relieved totally from contact bleed-
ing and only 26.7% had mild contact bleeding and 3.3% had
moderate bleeding. After treatment 96.7% of patients are free
of contact bleeding and 3.3 % are with mild contact bleeding
with % difference of 80.0% (Table 8). This show the effect of
abzan of unani formulation as mentioned in unani literature.

Secondary outcome measure

Cervical ectopy grading: complete healing of cervical
ectopy was observed in56.7% patients & no improvement
in 43.3% patients after 3 weeks of treatment. The mean is
1.7+0.65 and 0.47+0.58 before and after intervention with
p<0.0001 which is highly significant. Hashmi S et al.* re-
ported cure in 26.66% patients after 9 weeks of treatment.
Shivanna S et al.*® reported in 60% patients after 1week and
in 40% after 3 weeks of local application of albothyl solu-
tion. Jindal M et al.? reported 92% & 76% respectively in
two groups (electro cautery/ cryocautery) after 4-6weeks.
Cekmez et al.*reported in 95.9% patients after 6 weeks of
cryocautery (Table 8).

QOL by SF-12 score: The eight domains of SF-12 meas-
ures are as follows: physical functioning role: role limita-
tions due to physical health, role limitation due to emo-
tional problems, energy /fatigue, emotional wellbeing
social functioning, pain general health.”The meant sd
before intervention was 382.73+ 52.33 and after it was
910.17+56.30 with mean difference 0f 910.17 and p value
<0.0001. It shows strongly significant improvement in the
quality of life. Cervical erosion with its symptoms has a
broad impact on HRQoL and puts a heavy economic burden
on society (Table 7). Hence the unani formulation makes a
strongly significant change in SF-12 score hence improve-
ment in quality of life (Table 8).
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Table 8: Assessment of primary and secondary outcome in cervical erosion patients

Outcome BT
Primary outcome

Vaginal discharge 2.37+0.57
LBA 1.93* 0.37
Contact bleeding 127 £ 0.83
Dyspareunia 0.93+0.74
Secondary outcome

Cervical erosion grading 1.7 +0.65
SF-12 382.73+ 52.33

AT P value
0.37£0.49 P<0.0001
0.1£0.31 P<o0.0001
0.03+0.18 P<o0.0001
0.03+0.18 P<o0.0001
0.47+0.58 P<o0.0001
010.17+56.30 P<o0.0001

Interpretation; significant reduction in primary and sec-
ondary outcome parameters.

DISCUSSION

The present study entitled “Efficacy of 4bzan with Unani for-
mulation in Quruhal Rahim - An open observational study”
was effective in the healing of cervical erosion and relieving
the symptoms. In the present study, it was demonstrated that
complete healing of cervical ectopy was achieved in 56.7%
of patients with mean of 1.7+£0.66 & 0.47+.57before and af-
ter respectively. Vaginal discharge was improved in 63.3%
patients with mean of 2.37+0.56 and 0.37+0after treatment
respectively (Table 1 and 2). While it persists in mild form
in 36.7%. Low backache was relieved in 90% patients, and
remains 10% in mild form, with mean of 1.934+0.37 and
0.1£0.36 (Table 3). Highly significant improvement in vagi-
nal discharge and low backache was might be due to healing
of cervical ectopy, which cause relief in these symptoms. No
adverse effect of research unani formulation was reported
during the study.

Hence, marked improvement in outcome measures with just
3 weeks of intervention with research unani formulation as
topical application was due to the effect of research drug
which possess muhallilewaram, mujaffif, mudammilequ-
ruh, dafi-i-ta’ffun, qabid, musakkin, >1314151617  properties.
Moreover, pharmacological studies shows that research
drug exhibit anti microbial, anti-inflammatory, anti oxidant,
anti cancer, anti ulcer, analgesic, hepato protective wound
healing activities.!>!*181920 Further methi, alsi, nakhoona,
baboona, karamkalla contains flavonoids, saponins (gly-
cosides), alkaloids (terpenoids, steroids) arachidonic acid,
ethnol,histamine, leukotriens, polysachorides, saponins
(glycosides), carbohydrates, tannins, triglisoraletc,'>!* which
are considered as the active principle of anti ulcer activity.
Flavonoids are group of polyphenolic compound having anti
ulcerogenic, anti inflammatory, anti bacterial, antioxidants
properties* which provide strength to the mucosal barrier &
promote the ulcer to heal fast.”! The wound healing activity

N Int J Cur Res Rev | Vol 13 « Issue 03 - February 2021

of unani formulation as abzan might protect against microbi-
al invasion by providing better tissue formation. Further, the
it enhance the rate of wound healing & tissue epithelization.*

Thus, research unani formulation was effective in healing
of cervical ectopy and relieving the associated symptoms.
Moreover, significant improvement would be expected
if duration of treatment was at least 6-8 weeks. Hence, it
can be inferred that research unani formulation shows po-
tent wound healing action, the recovery of wound might be
due to the presence of chemical constituents which might
favored wound healing action. Hence, it serves as an effec-
tive alternative in patients with cervical ectopy, particularly
in those patients who are either not willing for cryotherapy
or in whom cryotherapy is contraindicated.

This study was first of its kind; where treatment was given as
abzan form which directly affects the eroded cervical area.
However, small sample size, short duration of intervention,
short follow up, colposcopy was not done during the study
are some limitations.

Future recommendation:

e Use of research unani formulation as abzan for longer
duration (6-8 weeks) on large number of patients with
long follow up for better therapeutic outcome.

e To conduct RCT’s with abzan of research formulation
with standard treatment i.e.r electrocautery or cryo
cautery.

e Future trial with use of this research formulation in
patients with abnormal cervical cytology or Cervical
intraepithelial neoplasia

CONCLUSION

It can be inferred that Abzan of unani formulation is effective
in healing of cervical erosion and the inflammatory response
due to associated cervicitis. It was found to be safe drugs
when used as abzan for 21 days. Thus, the formulation may
be effective and safe for the management of cervical ectopy.
Hence, it serves as an effective alternative in patients with
cervical erosion.
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