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Abstract:

Introduction: Rhinoscleroma is a chronic granulomatous infectious disease of the upper respiratory tract.
It affects the nose in the majority of patients, but the upper air passages, trachea, and bronchi may also be
involved either with or without nasal granuloma.

Objectives: To evaluate the efficacy of Rifampicin 300 mg twice daily for six weeks in treating
histologically active rhinoscleroma patients. Evaluation of the drawbacks and side effects of Rifampicin
used in the treatment of rhinoscleroma.

Patients and Methods: This prospective randomized descriptive clinical trial was conducted from
January 2018 to December 2019 on 20 patients diagnosed clinically and histopathologically as
rhinoscleroma scheduled for treatment and received the usual regimen given for free by the Ministry of
Health in Egypt; Rifampicin 300 mg twice daily one hour before meals for six months.

Results: The impact of medical treatment with Rifampicin on histopathological examination after
treatment showing that only 25% of cases are cured.

Conclusion: Rifampicin is a less effective and safe drug in the treatment of active rhinoscleroma. Clinical
assessment and histopathological examination are nearly correlated and could be used as a parameter in
follow-up and assessment.
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Introduction

Rhinoscleroma (RS) is a chronic specific
granulomatous  disease that primarily
involves the nose but can affect any part of
the respiratory passages. *

It is prevalent in Egypt® and other separate
areas all around including, India, Central
Africa, Central America, Chile, Indonesia,
and Middle East countries. >

Many patients can't provide the
expensive antibiotics to which Klebsiella is
sensitive due to their low socioeconomic
standard.’

If not managed properly, the disease
progresses to the final fibrotic phase, where
permanent complications due to marked
scarring in the tissues leading to nasal
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deformities, anosmia, and even stridor could
happen. >’

The Klebsiella rhinoscleromatis is not
susceptible to many antibiotics and, being an
intracellular organism, will not be exposed
to valuable drug concentrations. A clinical
cure is difficult because the end-stage is
mucosal fibrosis, which interferes with the
respiratory passages' normal function. The
fibrosed mucosa also can become
secondarily infected with Klebsiella. *

To the greatest extent, treatment of
rhinoscleroma is medical and depends on the
use of antibiotics. By many analysts, surgery
should be confined to treating respiratory
tract obstruction and residual stenosis. Both
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of these complications may also gain a
benefit from laser treatment °. K.
rhinoscleromatis seem to be sensitive in
vitro to many antibiotics. However,
according to Ssali, only bactericidal
chemotherapeutic agents like streptomycin,
ampicillin, and TMP-SMZ 8 rifampicin have
proven to be competent against the disease
both systemically nine and local *°.

Antimicrobial therapy must be offered
for long periods from months to years .
Clinical improvement is indolent and vague,
and recurrence is predictable 2.

On the ground that K. rhinoscleromatis is
an intracellular organism, prolonged courses
of Rifampicin would be more convincing
due to their high concentration in
macrophages. Thus Rifampicin induced
encouraging curative results ** . But it
should be used for prolonged periods *.
Rifampicin was presented as a part of
multiple therapies for TB in the 1960s,
Rifampicin revolutionized treatment and
shortened the duration of therapy from 18 to
9 months *°, the optimal dosage of
Rifampicin has not been settled. The current
recommendation of 10 mg/kg in guidelines
from the WHO has not changed since the
introduction of rifampicin " *8. rifampicin
600mg daily for three months used in Egypt
as it is available and cheap. *°

Aim of the work
This study aimed at:

e Evaluate the efficacy of Rifampicin
300 mg twice daily for six weeks in
treating patients presented  with
histologically active rhinoscleroma.

e Evaluation of the drawbacks &side
effects of the long course of
Rifampicin in the treatment of
rhinoscleroma.

Patients and methods

This prospective randomized descriptive
clinical trial was conducted in the
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otorhinolaryngology department in Assiut
University Hospital from January 2018 to
December 2019 after obtaining approval
from the Medical Ethics Committee, Faculty
of Medicine, Assiut University
prospectively registered in Clinical Trials.
Gov (no: NCT03326050).

Ethical considerations:

Confidentiality:

The confidentiality of all contributors
included in this study was fully protected
possible. The study participants haven’t
been identified by name in any report or
publication resulting from data collected in
this study.

Research statement:

Ethical aspects, whether substantial or
procedural, were involved in this research.
Before participants were admitted to this
study, the purpose and nature of the study,
as well as the risks, were explained to them
as red discoloration of urine, skin rash, and
yellowish discoloration of sclera. All
participants agreed that he/she understands
the investigational nature of the study, its
inherent risks and benefits, his/her rights to
terminate participation in this study without
affecting his/her rights in having proper
health care in the study site, whom to
contact with questions regarding the study
and that he/she was freely given informed
consent to participate in this study.

Informed consent:

The signed informed consent form was a
permanent part of the participant’s study
records and was maintained in the same
manner as other records.

Study design:

This was a prospective randomized
descriptive study conducted on 20 patients
diagnosed clinically and histopathologically
as rhinoscleroma scheduled for treatment
and received the usual regimen given for
free by the Ministry of Health in Egypt:
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Rifampicin 300 mg twice daily one hour
before meals for six months
Inclusion criteria:

1. Age above 18 years.

2. Active rhinoscleroma (proved both

clinically and histopathologically).
Exclusion criteria:

1. Patients younger than 18 years old.

2. Inactive rhinoscleroma.

3. Contraindication to treatment, e.g.,
severe renal or hepatic impairment.

4. Refusal of recruitment in the study
by the patient.

5. Known hypersensitivity to the drugs
used in the study.

6. Pregnant or lactating woman.

Method:

Each patient was subjected to the
following scheme:
I- History taking:

e Age, gender, educational and
economic status.

e Detailed ENT history, including
purulent  rhinorrhea,  postnasal
discharge, nasal crustation,
hyposmia, and nasal obstruction.
Family history, history of any
surgery related to the condition,
history of any medication related to
the condition, history of any chronic
disease.

[1- Clinical examination:

Detailed general and
otorhinolaryngological examination,
including endoscopic nasal examination.

I1- Diagnostic workup:

Punch biopsy was taken from suspected
lesions for histopathological examination
pretreatment & post-treatment using luc’s
forceps or small punch forceps.
Histopathological examination:

Punch biopsies were immediately fixed in
10% formalin solution and processed by
automated tissue processing till paraffin
embedding and then serially cuts into 5 um
thick sections on clean glass slides. The
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slides were stained for microscopic
examination.
Clinical Evaluation:

1. Nasal symptoms: nasal obstruction,
crustation, and discharge were
compared at the beginning of the
treatment & at the end of the
treatment

2. Laryngeal symptoms: dysphonia
&cough were compared pretreatment
&posttreatment in  patients who
presented by laryngeal affection
besides the nasal affection.

3. Laryngoscopic examination in all
patients.

4. A liver function test was done for all
patients pre & post-treatment.
Endoscopic examination: using Karl Storz
(Germany) endoscope grade 0.

Follow up

e Patients were asked to come back for

clinical Follow up for Evaluation of
liver function test and at the end of
treatment for biopsy. In each visit, the
symptomatic assessment was done. At
the end of the endoscopic assessment
was done.

eThe patients were asked for nasal

obstruction,  crustation,  postnasal

discharge, dysphonia, cough,

Statistical analysis:

Categorical variables were described by
number and percent (N, %), where
continuous variables were described by the
mean and standard deviation (Mean, SD).
Non-parametric Chi-square test was used to
compare between categorical variables. A
two-tailed p < 0.05 was considered
statistically convincing. All assays were
done by the IBM SPSS 20.0 software.
Results:

Thirty patients diagnosed clinically and
histopathologically ~ with  rhinoscleroma
(figure 1) scheduled for treatment were
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eligible for this study. Eight patients were
lost during follow-up, two women get
pregnant and were excluded. Finally, twenty
patients who were given the usual regimen
given for free by the Ministry of Health in
Egypt: Rifampicin 300 mg twice daily for
six months daily)

Clinical data and observations:

Age and sex incidence:

The age range was from 18 to 50, with a
mean age was (31, 55 £9.54). The disease
was common in femalel2 (60%) of studied
patients were females while males were 8
(40%). (Table 1, figure 2&3)

Of interest, about 3 cases (15%) of studied
patients had a positive family history. As
regards the economic status of studied
patients, there were 2 cases (10%) of high
educational and economic status.

Table 1 showing age and sex incidence and
distribution among patients studied.

Rifampicin 300
mg P.
No. o value
(n=20) | 7
Gender
Male 8 40.0
0.371
Female 12 60.0
Age
Range 18 - 50
Mean+SD 31.55+9.54

Corresponding author; asmaabakhiet1992@gmail.com

Figure 1: Photomicrographs of sections from a case
of active rhinoscleroma. A, a low magnification
image showing expansion of the subepithelial tissue
by heavy inflammatory reaction covered by intact
epithelium (H&E, 100X). B, a higher magnification
image showing the component of inflammatory
reaction characteristic of active rhinoscleroma in the
form of macrovauolated histiocytes (Mikulicz cells,
arrow) on a  background  of  chronic
lymphoplasmacytic infiltrate (H&E, 400X).

Gender

H Male

B Female

Figure 2: Showing gender distribution.
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Symptoms: In all the cases, 20 cases

Age
50

40 T

30 -

20 -

MeantSD

10 -

Figure 3: Showing means to age.
Anatomical sites:

All patients showed the disease in the
nose, pharynx, and larynx. The nose was the
commonest site of affection accounting for
100%, the next in order was the secondary
pharyngolaryngeal affection, accounting 10
%. There was no isolated laryngeal or
pharyngeal affection (table 2, figure 4).

Table 2: Showing the incidence of cases according to
the site of involvement

Anatomical sites No. of Percentage
cases
Nose alone 18 90%
Nose & pharynx & 2 10%
larynx
Pharynx alone 0 0%
Larynx alone 0 0%
Anatomical sites
90%
100%
50% 10% 0% 0%
0% - : = =
) ' 2 2
%OQ $o‘0 K oQ %OQ
& &
0‘7 ¢\° \\Q
% Q\\Ib \:bK

Figure 4: Showing anatomical sites distribution
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(100%) complained of bilateral nasal
crustation, most of them (18 patients 90%)
complained of bilateral nasal obstruction
partial or complete and sometimes nasal &
postnasal discharge in cases where pharynx
was involved 2 cases (10%). There was
dryness of the throat and thick postnasal
discharge in seven cases. In cases where the
larynx was involved 2 cases (10%), there
was hoarseness of voice which progressed to
respiratory obstruction, which necessitated
tracheostomy (in both cases). The nasal
symptoms were in all cases, bilateral.
Besides these symptoms, epiphora was
present in one case.

Signs: Bilateral nasal crustation was found
in 20 cases (100%). Subglottic granulation
tissue was found in two cases presented by
stridor. Both had a tracheostomy. one case
showed extension to the lacrimal passage
and obstructed the lacrimal ducts where
DCR was planned.

The stage at presentation:

All the twenty cases presented in the
atrophic stage. No case could be detected in
the fibrotic (inactive) stage.

All cases 100% complained of bilateral
nasal crustations. After medical treatment,
the number of cases who complained of
nasal crustations decreased by 40% (table 3,
figure 5)
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Table 3 showing the incidence of nasal crustation
and the impact of treatment on it.

Nasal obstruction

Rifampicin 300 mg 90%
No. % P. value 100%
(n=20) 35%
Crustation >0%
Pretreatment 20 100.0 0% - T T
Follow up 12 60.0 0.157 Pretreatment Follow up
Figure 6 shows the incidence of nasal
Crustation obstruction and the impact of medical treatment.
100% .
L00% As regard nasal o_Ilscharge, only 2 cases
60% presented by nasal discharge accounting for
50% 10% of cases. After medical treatment
decreased to one case (table 5, figure 6)
0% - T T
Pretreatment Follow up Table 5 shows the incidence of nasal discharge and
the impact of treatment.

Figure 5 >>>>> describe

As regards bilateral nasal obstruction, there
were 18 cases (90%) presented mainly by
nasal obstruction. The number of cases
which complaint of nasal obstruction
decreased by 55% in (table 3, figure 5)

Table 4 shows the incidence of nasal obstruction and
the impact of medical treatment.

Rifampicin 300 mg
No. o P. value
(n=20) /o
Nasal discharge
Pretreatment 2 10.0
Follow up 1 5.0 0.564

Nasal discharge

10% I
0% - T T
NG
Q‘Q} &

Rifampicin 300 mg
No. o P. value
(n=20) | %
Nasal obstruction
Pretreatment 18 90.0 *
Follow up 7 35.0 0.028
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Figure 7 shows the incidence of nasal discharge and
the impact of treatment.

Only two cases presented with dysphonia;
one of them had partially improved as there
was bilateral vocal cord impairment. (Table
6, figure 7)
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Table 6 shows the incidence of dysphonia.

Table 8 shows the impact of medical treatment on
liver function test.

Rifampicin 300 mg
No. . P. value
(n=20) /0
Dysphonia
Pretreatment 2 10
0.564
Follow up 1 5.0

As regard histopathological examination
after medical treatment, only 25% of cases
cured.

Table 7 shows the impact of medical treatment with
Rifampicin on histopathological examination after
treatment.

Group A
No. (n=20) %
Liver function test
Normal 18 90.0
High 2 10.0

Rifampicin 300 mg
No. o P. value
(n=20) o
Biopsy
Negative 5 25.0 *
Positive 15 75.0 0.025
Biopsy

B Negative

M Positive

Figure 8 histogram showing the impact of medical
treatment with Rifampicin on histopathological
examination after treatment.

As regard liver function test, only two cases
had elevated liver enzymes post-treatment.
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Discussion

RS is very common in Egypt % up till
now, it was considered prevailing in some
delta regions ?°. We could find a large scale
of patients diagnosed with scleroma disease
in Upper Egypt in our work. The disease is
problematic to patients and specialists. This
urged us to carry out the present work; it is
clear that extensive work in rhinoscleroma is
needed, especially in our country where the
disease is common.

Although RS is an endemic disease in
Egypt, yet most investigators reported few
cases. Botros, Hamilton ** reported only 14
cases. Elwi % reported an average of 40
cases Barbary, Fouad ?* noted 300 patients
over many years. Ahmed, El-Badawy 2
examined 53 cases diagnosed as
rhinoscleroma. Abdel-Naby Awad and
Hammad ?* examined 30 patients over 2
years. Fawaz, Tiba ® reported 88 cases.
Gaafar, Gaafar % included 56 patients in
their study. Fattah, Elwany *® had 48 cases
diagnosed as scleroma were studied over 4
years. All other publications were studying
different aspects of the disease by recording
a few cases 2’

Gamea, El Tatawi reported Only 28
patients in his series over 5 years.

In Upper Egypt, where this work was
done in Assiut University Hospital, thirty
cases were seen in a relatively short time (2
years). This in contradiction to EIl-Mofty %,
who assumed that the prevalence was
decreasing.

28
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As compared with what was seen before
the Isolated Tracheal and nasopharyngeal
scleroma, Bilateral Maxillary swellings,
Unilateral nasal mass, diffuse Sino nasal
affection  with  intracranial  extension
reported by Ahmed, Hassan tonsillar
affection noted by Fattah, Elwany ?°. Lips
and gums involvement described by Malkud
and Mahajan ' oropharyngeal stenosis
described by Mukara, Munyarugamba ** all
these not seen in this current study. This
may be attributed to early diagnosis and
early treatment in Assiut University Hospital
with good diagnostic facilities.

Quevedo *° stated that in every country
where the disease was endemic, there was a
certain locality where the disease was more
prevalent, which constituted the nucleus of
the area. However, in the present work, most
of the patients were noticed to come from
rural areas near Assiut provinces, where we
couldn't select a special area of endemicity.

The age of patients included in this
current study ranged from (18to 50years)
with a mean age of 30.98+9.02years. This
wide range can be imputed to the very long
contact time needed for infection to be
presented clinically. In agreement with
Fattah, Elwany *® who reported forty-eight
scleroma patients, their age ranged from (17
to 60 years) with a mean of 39.04 + 10.5
years, Ahmed, El-Badawy 2 in their study
found that the patients’ age ranged between
(12 and 72 years) with a median value of 35
years. Gaafar, Gaafar 2° found that the ages
ranged from (13 to 73 years), and the
highest incidence of the disease was in the
third and fourth decades of life by (85%).
Pattankar, Roohi ** in their study reported
that the age range was between (6-80 years)
with a mean age of 29.4yrs. Gamea, El
Tatawi % reported that Patient age ranged
from (16 to 62 years). de Pontual,
Ovetchkinen * in their study reported that
the median age at diagnosis was 35.7 years.
Maguifia, Cortez-Escalante *® reported eight
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cases of Rhinoscleroma from Peru where the
age range was (25to 66 years). Fawaz, Tiba °
found that the disease usually presents in the
second and third decades of life.

In a study done by Zafar, Khan ¥ the peak
age of presentation of the disease was in the
4th decade. Ahmed, Hassan * in their study
included eleven patients; their age ranged
from 33 to 60 years old with a mean of
4lyears old. Maguifia, Cortez-Escalante *°.
In Peru, noticed that the most common age
group of patients was in the 3rd decades
(50%), which correspond to the current
study. In another study conducted in the
Gulf region by Abalkhail, the median age of
the patients was 24 years. *. Another study
was done by Hart and Rao ® also showed a
peak incidence in the age group of the 2nd
and 3rd decade. ®. However, Schwartz and
Goriniene® diagnosed scleroma in patients
aged10-30 years. This narrower range
maybe because of the availability of
diagnostic facilities aiding early diagnosis
and management of patients involved in
their study.

There is sex difference in the incidence of
RS with female predominance by 60% of
the cases (table 1&figure 2) which coincide
with Mukara, Munyarugamba %2 Hart and
Rao 3., Abalkhail, Satti *® showed a female
predominance of 1.3:1, and 25:1
respectively. Fattah, Elwany % found that
there were 20 males and 28 females in his
study. Ahmed, Hassan *° study included 11
patients; 7 females and only 4males, with a
higher prevalence in females. de Pontual,
Ovetchkine® found the male: female ratio
was 6:5 (54.5% male). Gamea, El Tatawi %
in their study found that there were 13 males
46.5% and 15 females53.5%. Gaafar, Gaafar
2 found that There were 26 males (46.4%)
and 30 females (53.6%). Pattankar, Roohi >
in their study reported female predominance
in (65.4%) of the cases. Abdel-Naby Awad
and Hammad ** in their study foud10 males
(33%) and 20 females (67%). However,
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Massoud and Awwad “° found gender
incidence to be equal. Shaw and Martin
found sex incidence 4:1 with male
preponderance in contradiction to our
observation and other workers.

A positive familial history was observed
in our series, where 3 cases were presented
by positive family history of rhinoscleroma,
accounting for 15% of cases. There was an
Italian study that reported 15 cases in one
Italian family, and Another American study
Z(Zeported 7 cases in a single American family

Research published by de Pontual,
Ovetchkine * found that 3 out of 11 patients
had a positive family history of
rhinoscleroma. Gonzales Zamora and Murali
* had a case series; his patient had three
relatives with a history of rhinoscleroma.
Gamea, El Tatawi®® found positive family
history in 7 cases 25%. Gaafar, Gaafar =
reported A positive family history in 9
(16%) of their cases. In our study, three
affected patients from consanguineous
families were significantly younger at
presentation than were patients with no
family history of RS, which coincides with
de Pontual, Ovetchkine *.

Although many investigators concluded
that the disease was common among the
poor natives living under unhygienic
conditions and low socioeconomic standard
Botros, Hamilton %!, Yasin and Safwat *,
Ahmed, El-Badawy ?, Gaafar, Gaafar”®, yet
10% of our cases were found educated with
good sanitation and this agrees with
Quevedo * observation.

Of the 20 RS cases studied 100% was
detected in the nose with secondary
involvement of the pharynx and larynx in 2
cases 10% (table 2). This coincides with
Quevedo **, Yasin and Safwat*, Sinha,
Pandhi ** who reported 100% affection for
the nose. Abalkhail found that the nose was
involved in 100% of cases . Pattankar,
Roohi 3 reported nasal affection in all the
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cases. de Pontual, Ovetchkine * found (10
of 11 patients) presented with nasal
involvement with scleroma. Schwartz and
Goriniene  ** also documented nasal
involvement in 100% of cases. Fawaz, Tiba
® noticed nasal involvement occurred in
100% of their patients. Gamea, El Tatawi %
found that the nose was affected in all 28
cases 100% Gaafar, Gaafar 2° reported that
the nose was affected in all the patients
included (56 cases, 100%) in their study.

As regard laryngeal affection Abalkhail,
Satti *® found that 11 cases out of 25 cases
showed laryngeal involvement, de Pontual,
Ovetchkine * found 1 patient presented with
laryngeal invasion. Pai and Bhat *° found
laryngeal affection in two patients (7%),
which coincide with the current study in
which only 2 cases (10%) had laryngeal
involvement, which coincides with a study
done by Schwartz and Goriniene ¥, who
found rhinopharyngolaryngeal involvement
occurred in 8% of cases. Ahmed, El-Badawy
2 in their study, found that combined nasal
affection with other regional involvement
was most frequently encountered with the
larynx in 65% of his cases. Comparing these
studies, laryngeal involvement in our current
study was less and may be due to early
presentation of the patients to the hospital
and early diagnosis and start of adequate
treatment.

As regard nasopharynx affection no cases
of nasopharynx could be detected; this
coincides with Abalkhail, Satti *, who
found that the nasopharynx was involved in
6 cases only out of 25. Pai and Bhat *
reported nasopharyngeal involvement in
four cases only out of 28. Ahmed, EI-
Badawy 2 found that the nasopharynx was
affected in 13 patients out of 56 patients
(23%). Schwartz and Goriniene *°
nasopharyngeal involvement occurred in
18%-43% The low incidence of
nasopharyngeal involvement in this series is
probably due to the difficulty of direct
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Visualization as the nasal cavities were
usually blocked by crusts.

The observation of most investigators is
that the common primary site of RS is in the
nose and the pharynx, and the larynx
affection is often secondary infiltration from
the nasal site. In many cases, the nasal
affection is mainly anterior, where the
posterior part of the nose, the nasopharynx
was found to be free of any infiltrate. Mani,
Bapuraj *’ found a case report of isolated
laryngeal scleroma. Elwi 2 found only 3
cases of isolated laryngeal scleroma all over
a period of 25 years. None of the cases of
our study has revealed affection of the
trachea, middle ear, cervical lymph glands,
orbit, and brain it may be noticed that some
investigators documented extension of RS to
the trachea (Bigi, Bartolomeo *®, Yigla, Ben-
Izhak *°, Umphress and Raparia >°, Mukara,
Munyarugamba 2, Verma, Kanawaty >,
Maguifia, Cortez-Escalante %) middle ear
(Malkud and Mahajan *, Maguifia, Cortez-
Escalante®®, Ali, Natu *?, Kakeri and Patel >3,
Barbary, Fouad %) cervical lymph nodes
Gaafar, Gaafar 2°, Akhtar, McArthur >,
Gadomski ).

In our study, all patients presented nasal
crustation, which disagrees with Fawaz,
Tiba ° found that crustation in 46% of his
cases.

The second most common complaint was
nasal obstruction by 90% of our cases
Fawaz, Tiba ° found that 100% of their cases
were presented by nasal obstruction. All our
patients presented with bilateral nasal
affection, which may be asymmetric; this
result coincides with previous reports
Fawaz, Tiba ®, Schwartz and Goriniene *°.
Absolute unilateral affection isn’t seen.

Dysphonia was found in only 2 cases;
both had stridor & and had a tracheostomy,
de Pontual, Ovetchkine * found only 1 case
of laryngeal affection.

Surgical treatment:
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A variety of surgical procedures were
performed on our patients. Tracheostomy
was performed for two patients with
laryngeal or upper tracheal obstruction. one
case was planned for
dacryocystorhinostomy.

Medical treatment:

Antimicrobial chemotherapy has been
tried obviously against scleroma. Clinical
cures can be obtained with various
chemotherapeutic agents but relapse is high
*® S0 vigorous therapy must be carried out
> Antibiotics are the gold standard
treatment of rhinoscleroma °. Systemic
streptomycin *® was the first drug to be used
successfully, and for years it was the main
drug against rhinoscleroma, but it has many
drawbacks, especially in the vestibular
system, and it has now acquired resistance.
Tetracycline is a historical agent due to its
low cost and efficacy °%). Tetracycline is to
be avoided in the pediatric age group and
glouring pregnancy because of teeth staining

Cephalosporin is effective in vitro, but
recurrence may occur on the stoppage of
treatment °®%. Rifampicin is one of the most
potent  chemotherapeutic  agents
Rifampicin has been used systemically with
good results in the treatment of scleroma.
But patients receiving this drug should be
strictly checked for signs of toxicity %.

Although Ciprofloxacin is an expensive
agent, it has good compliance and
competence ®.

Antimicrobial chemotherapy must be
sustained for prolonged periods (3 to 6
months)  until  the histopathological
examination is negative .

In this study, we used Rifampicin as a
drug of treatment; only 25% of the cases
were cured histopathologically, and that
coincides with Bhargava and Date ®, who
reported no response to Rifampicin 450 mg
daily for four months. However, in clinical
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assessment follow up nasal obstruction
decreased by 55% of cases, and nasal
crustation decreased by 40% of cases
another regimen of 6months of treatment
was continued for those who experienced
clinical improvement despite positive
biopsy. Also, in the liver function test post-
treatment, 2 cases developed raised liver
enzymes which returned to normal one
month later. This low cure rate is in contrast
to Gamea and El-Tatawi *° in; their study on
15 patients treated with Rifampicin
systemically showed that Rifampicin is
efficient in the treatment of rhinoscleroma.
A probable explanation of this low cure rate
could be drug resistance or patient non-
compliance.

Despite the improvement of nasal
obstruction and nasal crustation by
55%,40%, respectively, the free
histopathological examination in the group
was documented only in 25% of cases.

Summary

This is a prospective randomized
descriptive  study conducted in the
Otolaryngology Department, Assiut
University Hospital, from January 2018 to
December 2019 after obtaining approval
from the Medical Ethics Committee, Faculty
of Medicine, Assiut University and was
prospectively  registered in  Clinical
Trials.gov (no: NCT03326050). This study
was conducted on 20 patients diagnosed
clinically and histopathologically as
rhinoscleroma scheduled for treatment
(twenty patients who were given the usual
regimen given for free by the Ministry of
Health in Egypt; Rifampicin 300 mg twice
daily for six months daily)

There were 60% of studied patients were
females while males were 40%. The age of
patients included in this current study ranged
from (18to 50years) with a mean age of
31.55+9.54years.
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Histopathological examination: Punch
biopsy was taken after the end of treatment.
Clinical Evaluation:

1. Nasal symptoms: nasal obstruction,
crustation, and discharge were
compared at the beginning of the
treatment & at the end of the
treatment.

2. Laryngeal symptoms: dysphonia
&cough were compared pretreatment
&posttreatment in  patients who
presented by laryngeal affection
besides the nasal affection.

3. Laryngoscopic examination in all
patients.

4. A liver function test was done for all
patients pre & post-treatment.
Endoscopic examination: using Karl Storz
(Germany) endoscope grade 0.

Follow up

e Patients were asked to come back for
clinical Follow up at four weeks for
Evaluation of liver function test and at
the end of treatment for biopsy. In
each visit, the symptomatic assessment
was done. At the end of treatment, an
endoscopic assessment was done.

e The patients were asked for nasal

obstruction,  crustation,  postnasal
discharge, dysphonia, cough,

Conclusion:

Rifampicin is a less effective and safe
drug in the treatment of active
rhinoscleroma. Clinical assessment and
histopathological examination are nearly
correlated and could be used as a parameter
in follow-up and assessment.

Recommendations

e Close follow-ups are needed to detect
future recurrences, and Long-term
follow-up is required to monitor for
re-activation of disease after treatment.

e There is growing evidence that
Rifampicin is not an appropriate
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antimicrobial agent and possibly
lengthens the duration of therapy.

e Further investigation of the use of
other antibiotic agents to treat
rhinoscleroma, including comparative
trials with other therapies, would b of
considerable interest.

e Further  studies of the  sex
predominance, family history,
economic and educational status on
larger scales should be recommended.
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