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Abstract

Assessment of over-the-counter utilization of topical corticosteroids in Addis Ababa,

Ethiopia

Netsanet Bantayehu
Addis Ababa University, 2015

Topical corticosteroids (TC) are generally safe when used rationally which otherwise may
cause significant morbidity among people. Over-the-counter (OTC) use of TC is prevalent
worldwide and is found to cause undesirable adverse effects. Particularly its use for cosmetic
purpose is a very common practice in Africa including in Ethiopia. The purpose of this study
was to assess the extent of OTC use of TC, identify factors contributed for the same, the most
common types of facial dermatoses noted among the dermatology outpatient department
attendees of the selected health facilities, and also to assess the extent of availability of TC in
selected cosmetics shops of Addis Ababa. A cross sectional study was carried out in the
dermatology OPD attendees of Alert Hospital and Rank clinic, and also in selected cosmetics
shops of Addis Ababa from February 10 to March 10, 2015. Data was collected by using
screening question format, pretested questionnaires, observation check list and key informant
interview. A total of 927 patients with facial dermatoses were screened; of those 200 (21.6%)
reported to have used TC on their face. The age of the patients ranged from 18 to 65 years
with mean age of 29.96 years (SD=8.56 years). Of the 200 patients who had used TC on their
face, 158 (79.0%) obtained the drug as OTC. More females reported OTC use of TC as
compared to males (p = 0.049). The types of facial dermatoses noted in majority 46 (29.1%)
of the patients was found to be Acne, followed by Melasma in 32 (20.3%) and Rosacea in 23
(14.6%). Community pharmacies for 78 (49.4%) of the patients and cosmetics shops for 50
(31.6%) were the commonest drug sources. Out of the total 9 cosmetics shops surveyed; TC
containing preparations were available in 7 cosmetics shops. The easy access as OTC, the
unregulated sales and use of TC for cosmetics purpose are the contributing factors identified
for misuse of these groups of drugs. Public education, proper regulation of sales practice of
TC and the introduction of a continuing medical education programme or training for health

professionals are critical to reduce irrational use of TC.
Keywords: Topical corticosteroids, OTC, drug retail outlets, facial dermatoses
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1. Introduction
1.1. Background

Since their introduction in early 19505, topical corticosteroids (TC) have become the
cornerstone of treatment mainly for non-infective dermatologic disorders associated with

inflammation (Saravanakumar et al., 2012; Rathi ef al., 2012; Ference et al., 2009).

TC are generally safe when used rationally which otherwise may cause significant morbidity
among people. According to World Health Organization (WHO) estimation, more than half of
all pharmaceutical products are inappropriately prescribed, distributed, and sold and more
than half of all patients use medicines incorrectly (Yousefi et al., 2012). Likewise, apart from
the well-known indications it has become increasingly apparent that TC are being misused by
prescribers and patients in different areas of the world (Askari et al., 2013). Face is the
commonest site of such misuse, especially over-the-counter (OTC) use of TC over the face as

a skin lightening agent is a very common practice in Africa (Ly, ef al. 2007; De Souza, 2008).

Inappropriate use of TC may produce local adverse effects or systemic adverse effects.
Adverse effects mainly depends on the potency of the corticosteroid and the vehicle, the
condition of the skin on which the drug is applied such as thickness of the stratum corneum,
humidity and density of hair follicles, and patient related factors which include occlusion of
the area, as well as frequency and method of application (Karthikeyan et al., 2012; Horn et al.,
2010). Thus appropriate use of TC needs to consider different factors such as: the type and
strength of TC, the patient’s history of onset, course and duration of the disease along with
age, sex, socio economic status and special physiological conditions (Chabassol and Green

2012; Rathi et al., 2006).

Previous studies indicated significantly increased proportion of dermatological visits related
to a number of local and systemic adverse effects from misuse of TC over the face, ranging
from dermatitis and skin rashes to the development of diabetes mellitus, hypertension and
renal problems (Bhat et al., 2011; Nnoruka and Okoye, 2006). The quick amelioration of
signs and symptoms of many facial dermatoses, the easy access of TC by the people and their
use as a cosmetics agent are the most important reasons for irrational use of these groups of

drugs (Rathi ef al., 2012; Narwane et al., 2011).



Easy access to TC without medical prescription from drug retail outlets as well as from
informal sectors such as cosmetics shops and open markets encourage the practice of OTC use
and expose the community to the ill consequences for their unwarranted use. To design
interventions in the area, determining the magnitude of the problem and identifying sources of

TC are important. Such information is lacking in Ethiopia.



1.2. Statement of the problem

Inappropriate use of TC was found to cause different dermatological complications. Despite
its complex adverse effects, misuse of TC over the face for cosmetics or skin lightening
purpose has been a common practice throughout the world (Bhat et al., 2011; Rathi et al.,
2012). In particular, the use of TC as a cosmetic bleaching agent is a very common practice
among females in Africa, Middle East, Asia, Caribbean and Latin America. This is perhaps
having fair skin is associated with beauty and sign of higher social status (Rathi et al., 2012;

Sarasawat et al., 2011).

The case further worsens in developing countries, resulting in additional unplanned cost in
terms of scarce resources. In most African countries, this is intensified by the easy access as
OTC at affordable prices from informal markets, unregulated sale, inappropriate prescription
by some health professionals and poor dispensing practice by pharmacy professionals
(Malangu et al., 2006; Narwane et al., 2011; Nnoruka and Okoye, 2006). Studies indicated the
significantly high proportions of dermatological visits in Sub-Saharan Africa were related to

local and systemic complications from misuse of TC (Ly et al., 2007).

Different studies revealed that, one of the major reasons for using TC on OTC basis is for
cosmetics purpose (Rathi, 2006; Nnoruka et al., 2006). In a study conducted at 12
dermatology centers in India showed that, from a total of 2926 patients with facial
dermatoses, 433 (14.8%) were using TC, of which 126 (29%) used as a fairness/general
purpose cream (Sarasawat et al., 2011). Twenty three percent of the patients in another study
from India also used TC for cosmetics purpose (Ambica et al., 2014). In a study conducted in
Lahore, Pakistan, in 200 patients using TC; the main reasons were found to be, for
management of acne and to improve dark complexion (Chohan et al., 2014). A study
conducted to show the consequences of depigmenting agents in Nigeria, has also revealed that
from patients attending a dermatology clinic, TC were used for cosmetic purposes as

depigmenting agents by 313 (57.2%) patients (Nnoruka and Okoye, 2006).

In most cases females and youngsters living in urban or sub urban areas are more prone to
inappropriate use of TC. In Sub-Saharan Africa, its use is particularly common among women
with reported prevalence rates of use between 26-67% (Dadizie and Petit, 2009; Ly, 2007).
Majority of the patients 36% in a study from India were youngsters in the age group of 20-30
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and were from rural/suburban areas (Sarasawat et al., 2011). Another study showed that
majority 152 (76%) of TC users were found to be females (Chohan ef al., 2014). Similarly a
study done in India documented that, 71% of the patients were also females (Ambica et al.,

2014).

A number of different complications are associated with misuse of TC depending on the type
of product and extent of use (Rathi et al., 2012). According to the study that have involved
more than 21 different steroids and their combinations, class I TC (the strongest or super
potent), contributed for 89.6% of dermatological complications such as steroid-induced acne
in 45.3%, mycoses in 40.4%, and macular hyperpigmentation of face in 37.2% of the patients
(Nnoruka and Okoye, 2006). Another study conducted to study the adverse effects of topical
steroid abuse in India, revealed that from 200 patients with a history of topical steroid use on
face, majority of patients were using potent (class II) topical steroids, and the common
adverse effects reported were erythema, telangiectasia and xerosis (Bhat et al., 2007). The
commonest type of facial dermatoses noted in Indian study was found to be Acne (Sarasawat

etal., 2011)

Despite its complex adverse effects, use of TC without a medical prescription (OTC) appears
to be very wide spread in the world. And different sources of drugs for OTC use have been
reported from different countries. The study from India reported that 59.3% of TC users
obtained the drug on OTC basis without a medical prescription (Sarasawat ef al., 2011). It was
also 64% in another study conducted in India (Ambica et al., 2014). A study from China also
indicated 72.1% of TC users obtained the drug on OTC basis (Lu H et al, 2009). Local
pharmacies, beauticians and friends were identified as the source of TC for OTC use (Lu H et

al, 2009; Ambica et al., 2014).

In 2012, Food, Medicine and Health Care Administration and Control Authority (FMHACA)
released updated OTC medicines list for Ethiopia and, TC are not allowed to be accessed
without prescription (FMHACA, 2012). However, misuse of TC is widespread in Ethiopia. In
recent years haphazard use of TC on OTC basis has been noticed among the general
population and has become the sources of concern for most health professionals including
dermatologists (Nigussie and Gedif, 2014). The extent and reason for OTC use of TC, the
unregulated sale, the easy access in informal sectors like cosmetics shops and the adverse

effect caused to these groups of drugs goes unnoticed and yet not documented in our country.



This study was carried out to assess the extent of OTC use of TC, identify factors contributed
for the same, the most common types of facial dermatoses noted in the dermatology outpatient
department attendees of the selected health facilities, and also to assess the extent of
availability of TC in selected cosmetics shops of Addis Ababa, Ethiopia. So this information
will shade light on the extent of the problem and raise awareness among regulatory authorities

for taking appropriate actions.



1.3. Literature review

1.3.1. Therole of TC

Topical corticosteroids have a long history of effectiveness in a wide spectrum of
dermatological conditions especially those characterized by hyper proliferation, inflammation
and immunological involvement. Topical corticosteroids act by binding to a specific receptor
in the cellular cytoplasm and modulating the transcription of multiple genes that leads to the
suppression of the production of inflammatory substances such as prostaglandins and
leukotrienes, and also inhibits the recruitment of inflammatory cells into the skin. Based on
the United States of America (USA) drug classification system, they are classified in to seven
by their ability to constrict capillaries; class I is the strongest or super potent and class VII is
the weakest and mildest, whereas the United Kingdom (UK) classification has four different

categories (Carlos et al., 2013; Horn et al., 2010).

Topical corticosteroids are classified by their strength but the relative strength of TC are
dependent on: concentration, the presence of absorption-enhancing ingredients (e.g. urea,
salicylic acid, propylene glycol), the intrinsic activity of the compound (for instance,
betamethasone valerate is not as potent as betamethasone dipropionate) and the ability to
penetrate the barrier of the epidermis, as determined by the vehicle in which it is applied
(ointments are more potent than creams, e.g. betamethasone dipropionate 0.05% is found in a
number of categories). By changing its vehicle from a cream to an ointment its potency
increases from moderate Class III to Class II potent and even it becomes more potent to be
catagorized under class I, when it is delivered in an optimized vehicle (Divyashanthi and

Manivannan, 2014; Rathi et al., 2012).

In practical application, selection of the vehicle depends on the type of lesions and the
anatomical region; ointments are used to treat dry, scaly and hyper keratinized lesions because
ointments generally improve the drug’s penetration as they occlude the skin and enhance
hydration and absorption of their occlusive nature. On the other hand creams are used
specifically to treat lesions of intertriginous areas and are cosmetically acceptable. Generally

creams are less potent than ointment of the same medicine (Padma et al., 2013).



In persuing TC based treatment; An appropriate TC has to be selected according to the
affected area, patient’s age and clinical presentation. As an example, higher potency TC are
used in diseases such as psoriasis, lichen planus hypertrophicus, lichen simplex chronicus and
lichen amyloidosus where the skin is thickened and penetrability is decreased. Moderately
potent TC are used for various dermatoses such as atopic dermatitis and allergic contact
dermatitis as well as in other disorders such as vitiligo, polymorphous light eruptions and
discoid lupus erythematosus (DLE), Topical corticosteroids which are categorized as weaker
or low potent are preferred for treating large surface areas, for longer term application and for
older people who have increased skin fragility, in such cases the type of treatment should also
be capable to reduce inflammation for the initial treatment of face, flexures, groin and under
the breasts or armpits. The use of more potent corticosteroids should be reserved for
unresponsive cases to be used under close supervision (Brazzini et al.,2002; Rathi et al.,

2012).



1.3.2. Irrational use of TC

Most commonly used drugs in dermatology includes antifungals, antivirals, antibiotics,
antiseptics, anti parasitic, antihistamines, local anaesthetics, keratolytics, emollients, minerals,
vitamins and TC. Topical corticosteroids are among the most commonly groups of drugs used

in dermatology for the management of several dermatoses (Kumar et al., 2011).

A study conducted to assess the utilization pattern of Topical Steroids in ALERT Hospital
reported that, topical steroids and its combinations 315(28.4%) were the most commonly
prescribed classes of drugs followed by anti-fungals 245(22.1%) of the total (Nigussie and
Gedif, 2014). Another study conducted in an Indian Tertiary Care Teaching Hospital shows
that anti-fungals (23.15%) were the most commonly prescribed classes of drugs followed by
TC (19.61%) and antibiotics (16.72%), and the major combination preparations prescribed
were steroids in combination with antibiotics, anti-fungals and keratolytics (Bijoy et al.,

2012).

According to WHO's 2001 definition, rational drug use means that patients receive
medications appropriate to their clinical needs, in doses that meet their own requirements, for
an adequate period of time and at the lowest cost to them and their community. TC should be
used rationally as far as practically possible in order to avoid adverse drug effects.
Inappropriate use of TC can alter the normal presentation of superficial bacterial and fungal
infections. Also, chronic topical corticosteroid application may lead to skin atrophy and other

systemic complications (Rathi and Kumrah, 2011).

The appropriate treatment using TC depends on considering the patient’s history of onset,
course and duration of the disease along with age, sex, socio economic status and special
physiological conditions like pregnancy, lactation. In this regard attention should be paid in
course of treatment in more vulnerable groups. It is known that children are among the more
vulnerable to adverse effects of TC due to their difficulty in metabolising potent TC and their
larger skin surface area:body weight ratio increases percutaneous absorption in case of
children (Rathi ez al., 2012). The elderly are also more susceptible to adverse effects due to

skin fragility. Female patients are also more prone to TC adverse effects due to their tendency
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to use TC indiscriminately. Caution is also needed to use TC during pregnancy and lactation.
TC are classified under pregnancy category C by the US Food and Drug Administration
(FDA), Studies in animals have shown that TC are systemically absorbed and may cause fetal
abnormalities but there are no well-controlled studies of the teratogenic potential of most of
the TC in pregnancy, and thus recommended to be used only if the potential benefit justifies
the potential risk to the fetus. Although there are no reported adverse effects during lactation
TC should not be applied directly to the nipples before breastfeeding (Rathi et al., 2012;
Sarasawat et al., 2011).

For the rational and responsible use of TC, patients should be given advice about skin care.
This includes the use of soap-free cleansers and moisturizer which will affect the skin’s
overall integrity and improve the clinical outcome (Kumar ef al., 2011). Patients should also
be given advice and counseling during TC use which plays an important role to a better
clinical outcome. This includes explanation about: the amount of drug, duration of application
and avoidance of factors which may aggravate the disease or cause side-effects of the drug,
the amount of TC to be applied and the use, the side effects of TC so that they may be on the
lookout for early signs of these groups of drugs, application method because over-application
may lead to disastrous consequences and hence strict compliance and the dangers of repeating
prescriptions and sharing of medicines among friends and relatives has to be addressed, and
recently it is also recommended to use honey skin creams in order to heal and prevent the
hidden dangers of steroid creams like eczema, psoriasis and rosacea following prolonged use

of steroids (Divyashanthi and Manivannan, 2014).

The available range of formulations and potency of TC gives flexibility to treat all groups of
patients, different phases of disease, and different anatomic sites. When used appropriately
and not under occlusion, TC are generally safe which otherwise were the cause of significant
morbidity among people. TC produces more frequently local adverse effects and less

frequently systemic adverse effects (Kumar et al., 2011).
1.3.3. Adverse effects of TC

Adverse effects associated with TC use depend mainly on the potency of the corticosteroid
and the vehicle, the condition of the skin on which the drug is applied such as thickness of the
stratum corneum, humidity and density of hair follicles, and patient related factors which

include occlusion of the area, as well as frequency and method of application, too frequent or



faulty methods of application increase the chances of adverse effects (Bhat et al., 2011; Rathi
etal., 2012).

Acute effects to TC use may result in burning sensation, itching, irritation, dryness, or redness
at the site of application, and the most common local adverse effect to these groups of drugs is
atrophy of the skin. An increase in skin transparency and brightness, telangiectasia, striae,
purpura,and easy bruising scars and ulceration may also appear due to dermal atrophy as a
result of the direct antiproliferative effects of TC. The use of TC on the face can induce
eruptions such as steroidal rosacea, acne and perioral dermatitis. Other local adverse effects
include: disease recurrence due to a rebound effect when treatment is stopped, tachyphylaxis
or loss of clinical improvement after a period of use and masking or stimulation of some
cutaneous infections like tinea incognito. And to a lesser extent local adverse effects include
hypopigmentation, delayed wound healing and glaucoma when these drugs are applied around

the eye (Hengge et al., 2006).

Studies indicated significantly increased proportion of dermatological visits related to a
number of local and systemic adverse effects from misuse of TC over the face, ranging from
dermatitis and skin rashes to the development of diabetes mellitus, hypertension and renal
problems (Bhat et al., 2011; Nnoruka and Okoye, 2006). The quick amelioration of signs and
symptoms of many facial dermatoses, the easy access of TC by the people and their use as a
cosmetics agent are the most important reasons for irrational use of these groups of drugs

(Rathi et al., 2012; Narwane et al., 2011).

Topically applied high and ultra high potency TC can be absorbed well enough to cause
systemic adverse effect and produce systemic symptoms, such as headache, indigestion,
increased appetite, restlessness, and increased risk of infection. Systemic reactions such as
hyperglycemia, glaucoma, and adrenal insufficiency have also been reported to follow topical
application. Endocrine disturbance as a result of reversible suppression of the hypothalamic—
pituitary—adrenal axis (HPA) increased risk of systemic side effects in children and infants.
This is because of the increased absorption and the metabolism of the absorbed
glucocorticoids is also less rapid in children and infants. The combination of excess
absorption and less metabolism causes suppression of endogenous cortisol production. Under
these circumstances, Addisonian crisis may occur if the drug is suddenly stopped after
prolonged therapy. Prolonged suppression of cortisol production may also cause growth

retardation (Carlos et al., 2013).
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1.3.4. Factors contributing for misuse of TC

According WHO estimation, more than half of all pharmaceutical products are inappropriately
prescribed, distributed, and sold and more than half of all patients use the medicines
prescribed for them incorrectly (Yousefi et al., 2012). In recent years it has become
increasingly apparent that TC are being misused by prescribers, dispensers and patients. Apart
from the well-known indications, they are being used for undiagnosed skin rash by health
professionals, self treatment and for cosmetics purpose by patients. This is because of the
quick amelioration of signs and symptoms of many skin disorders by the application of TC in

short period of time (Narwane et al., 2011; Askari et al., 2013).

Factors which contributed for misuse of TC includes: the easy access as OTC by the people,
the unregulated sale, inappropriate administration and poor dispensing practice by the
pharmacy professionals and nonmedical advisers like friends or relatives, telling them to use it
as fairness or cosmetic creams, anti-acne, anti-fungal therapy and even for any type of skin

eruptions (Sweileh, 2006; Narwane et al., 2011).

Several studies have reported on misuse of TC and on factors contributing to it. A study
conducted in India, showed that from 200 patients with facial dermatoses who used topical
steroids over face, most of patients were between age group of 15 to 30 (55%). Females
(71%) outnumbered males (29%). The most common reason for misuse was found to be the
management of acne in 61% followed by use as a fairness cream in 23% (Saraswat et al.,

2011).

Another study undertaken in Dakar, Senegal, showed that, from 368 adult women presenting
at a dermatological centre, 194 (52.7%) were using of bleaching products at the time of the
investigation. Of the products used TC (glucocorticoids) was responsible for the majority

(70%) of the observed complications (Ly et al. 2007).

A study conducted to examine the misuse of topical steroid products for skin lightening
among patrons of pharmacies in Pretoria found that, eighty three percent of the 225

participants were females and 50.7% were in 20-40 years of age. Of the total participants,

11



majority (75.1%) were also black Africans, and the study reported that the prevalence of

topical steroid misuse for skin lightening purpose to be 35.5% (Malangu et al., 2006).

2.

Objective

2.1. General objective

>

To assess the OTC utilization pattern of TC in the selected health facilities, and to
assess the extent of availability of TC in selected cosmetics shops of Addis Ababa,

Ethiopia.

2.2. Specific objectives

>

vV V V VYV

To determine the extent of OTC use of TC

To describe the most common types of facial dermatoses noted
To identify the sources of TC for OTC use

To identify factors associated with OTC use of TC

To determine the extent of availability of TC in selected cosmetics shops
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3. Methods

3.1. Description of the study area and settings

This study was carried out in selected dermatology specialized health facilities and cosmetics
shops of Addis Ababa, Ethiopia. Addis Ababa is the capital city of Ethiopia with a total
population of 3,384,569 as reported on the 2007 census conducted by the central statistical
agency of Ethiopia with annual growth rate of 3.8% (CSA, 2007). Its area is estimated to be
540 Km® with altitudes ranging from 2200 to 3000m above sea level, average temperature of

22.8°C and average rainfall of 1,180.4 mm (AACA 1B, 2013).

The city is divided into ten sub-cities which are the second administrative units next to city
administration. The sub-cities are also divided into woredas, there are 116 woredas in the City
Administration. At the time of this study, the number of woredas varies among sub-cities
based on their size (AACA IB, 2013). The number of drug retail outlets was 747 and there
were 603 public and private health facilities (28 hospitals, 26 health centers, 507 clinics and
42 health posts) in Addis Ababa city administration.

3.2. Study design

A cross sectional study design using qualitative and quantitative data collection methods were
conducted in selected dermatology specialized health facilities and cosmetics shops in Addis

Ababa, Ethiopia. Data was collected from February 10, 2015 to March 10, 2015.

3.3. Source and study population

The source population of the study was all cosmetics shops in Addis Ababa and all patients
who attended OPD of the dermatology health facilities in Addis Ababa. All patients with
facial dermatosis who attended the OPD of ALERT Hospital and Rank clinic during the study
period were the study population. And selected cosmetics shops in Woreda 10 under Arada
sub-city of Addis Ababa were used as the study population. The study also included key
informants from FMHACA and cosmetics shops and dermatologists working in OPD of the

selected health facilities.
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3.4. Sampling procedure and sample size determination

The study facilities were selected using purposive sampling technique. During the study
period, there were seven private and one public dermatology specialized health facilities in
Addis Ababa, out of which two dermatology health facilities (ALERT hospital and Rank
clinic) were selected for the study. ALERT hospital was selected purposively due to the fact
that it is the only specialized public dermatology hospital, and Rank clinic was selected
because it is one of the private dermatology specialized public health facilities with higher

patient load.

All patients of any age and sex with facial dermatosis who attended the OPD of dermatology
health facilities during the study period were taken consecutively for the study. Cosmetics
shops in Kebele 10 of Woreda 10 under Arada sub-city of Addis Ababa were also selected by
purposive sampling techniques, because it is the area where many cosmetics shops are found
and most people are assumed to visit. The selection of key informants was based on purposive
sampling to address different issues related to TC. A total of 16 key informants, one from
FMHACA, nine from cosmetics shops and 6 dermatologists from the selected health facilities

were included.
3.5. Data collection methods and instruments

Both quantitative and qualitative data collection methods were employed. All relevant and
necessary information for the study was collected from the screening question, from the
verbal interview and by using a check list. A screening question format and a structured
questionnaire was used to assess the extent of OTC utilization of TC and the most common
facial dermatoses noted on the face of attendees in the selected dermatology specialized health

facilities.

To screen out those who used TC containing preparation, patients were asked about their
current use of any topical formulations including cream, ointment, and lotion on their face.
The formulation in question were checked weather it contained a corticosteroid or not, by
asking the patient or by seeing the prescription/used tube or by showing samples of popularly

used preparations and then a structured questionnaire eliciting patient related parameters such
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as age, sex, average house hold income, educational status and drug related data such as
description of the drug, prescription sources and reason for use were obtained after
confirming the formulation used to contain a corticosteroid (Annex II). Others data about the
sex, age and type of facial dermatoses screened by dermatologists however were recorded in

the screening question format (Annex I).

The questionnaire was designed in such a way that all the relevant variables were included so
as to meet their respective objectives. It was prepared in English and translated into Amharic,
and then to English to maintain consistency. For the key informant interviews, a semi-
structured questioner for interview was used in order to investigate core ideas related to
irrational use of TC and the reasons behind such misuse. The extent of availability, the
sources and sales practices of TC in cosmetics shops were assessed through an observation
check list and an interview by asking or by using popularly used brand preparations (Annex
I11).

Observation for availability of any TC containing preparation in the selected cosmetics shops
were done by the principal investigator using an observation checklist. Key informant
interviews with the dermatologists, an expert from FMHACA and cosmetics shop sales

managers were conducted by the principal investigator.
3.6. Study variables

> Dependent variable:
v' Extent of OTC use

» Independent variables:

v' Sex

Age

Economic status
Educational status
Occupational status

Marital status

N N N S

Reason for use
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3.7. Data quality assurance

After completing the data collection instruments, 8 nurses working in the study facilities were
recruited for the data collection and they were trained on the aim of the study, data collection
tools and procedures. Before the actual survey was conducted, pretesting of the questionnaire
was done on 10 patients in ALERT hospital and modifications were done accordingly.
Regular cross checking, inspection and scrutinizing of information on the research
instruments was done to ensure the quality of the data. During the data collection process,
supervision was made by the principal investigator and corrective measures were taken

immediately for the identified problems.
3.8. Data entry and analysis

Descriptive statistics was used to determine frequencies and percentages. Quantitative data
was checked and then entered using EPI-INFO version 3.3.2 statistical packages and the data
was exported to SPSS version 16 for data analysis. The relationship between dependent and
independent variables was also examined using logistic regression. A p-value of < 0.05 was

taken as significant with 95% confidence interval.

Qualitative data obtained from the key informant interviews was grouped based on similarities
and differences of perspectives between different respondents and analysis was conducted

thematically.
3.9.Ethical consideration

Approval and permission of the research was obtained from Addis Ababa University, School
of Pharmacy Research and Ethics Review Board. An official letter of cooperation was written
from the School of Pharmacy, Addis Ababa University to Alert Hospital and Rank clinic and

the study was conducted after securing permission from the selected health facilities.

Moreover, informed consent was sought from every participant after explaining about the
nature of the study, objective, and expected duration of the interview. Every participant was

informed that participation in the study was fully voluntary. To assure anonymity, the name
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and address of the study participants were not recorded on the questionnaires and all the

information gathered was treated as confidential.

3.10. Operational definitions

Topical corticosteroids: Any preparation in the form of cream, ointment or lotion to be
applied in the skin which contains one or combinations of TC.

Community Pharmacies: drug retail out lets which could be a pharmacy, drug shop, or rural
drug vendor

OTC use: use of TC without appropriate prescription paper

Facial dermatoses noted: As reported by dermatologists who diagnosed the patient
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4. Results
4.1. Survey findings from selected dermatology specialized health facilities
Socio-demographic characteristics of TC user patients

During the study period, a total of 927 patients (176 males, 751 female) with facial
dermatoses were screened at the OPD of dermatology health facilities, out of which 200
(21.6%) had used TC on their face (Annex VI). The age of the screened group ranged from 1
to 88 years with mean age of 28.9 years (SD=10.7 years).

Out of the 200 patients who had used TC on their face, 158 (79.0%) obtained the drug without
a medical prescription on OTC basis. The socio-demographic characteristics of patients who
had used TC are summarized in Table 1. Of those who used TC on their face, females
accounted the majority 186 (93.0%), and the age of the patients ranged from 18 to 65 years
with mean age of 29.9 years (SD=8.56 years). Nearly half 91 (45.5%) of them were married.
Majority of the patients 79 (39.5%) had higher (college or university) education and nearly
equal proportions 78 (39.0%) had attended their secondary education. Three fourth 150
(75.0%) of the patients were from Addis Ababa.
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Table 1: Socio-demographic characteristics of patients who used topical corticosteroids, in

selected dermatology health facilities of Addis Ababa, February 2015 (n=200).

Characteristics Categories Frequency n (%)
Sex Female 186 (93.0)
Male 14 (7.0)
Age group (Years) 18-24 58 (29.0)
25-31 66 (33.0)
32-38 49 (24.5)
38" 27 (13.5)
Place of Residence Addis Ababa 150 (75.0)
Out of Addis Ababa 50 (25.0)
Marital status Single 109 (54.5)
Married 91 (45.5)
Occupational status Government employee 39 (19.5)
Nongovernmental employee 12 (6.0)
Private business 62 (31.0)
Unemployed* 87(43.5)
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Educational status Illiterate
Primary (1-8)
Secondary (9-12)

College/University

Average monthly family income No income
Below 1000 ETB
1000-2500 ETB
Above 2500 ETB

Total

18 (9%)
25 (12.5)
78 (39.0)

79 (39.5)

63 (31.5)
38 (19.0)
46 (23.0)
53 (26.5)

200 (100.0)

*Students, Housewives, Pensioners

The types of facial dermatoses noted

Different types of facial dermatoses were noted among patients who used TC on OTC basis

(Table 2). The most common types of facial dermatoses noted were found to be Acne in 46

(29.1%) of the patients, followed by Melasma in 32 (20.3%) and Rosacea in 23 (14.6%).

Table 2: Types of facial dermatoses noted among patients using topical corticosteroids on

OTC basis, in selected dermatology health facilities of Addis Ababa, February 2015 (n=158).

Frequency
Type of facial dermatoses noted N (%)
Acne 46 (29.1)
Melasma 32 (20.3)
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Rosacea 23 (14.6)

Steroid Dependent Face (SDF) 8(5.1)
Perioral Dermatitis (PD) 7(4.4)
Photocontact Dermatitis 74.4)
Acne and Melasma 74.4)
Seborrheic Dermatitis (SD) 6 (3.9)
Others* 22 (13.9)
Total 158 (100.0)

*Telangiectasia, Ochronosis, Discoid Lupus Erythromatus (DLE), Tinea Incognito (TI), Tinea Faciei
(TF), Atopic Dermatitis (AD), Actinic Lichen Palinus (ALP), Irritant Contact Dermatitis (ICD),

Vitiligo and Xerosis.

Extent of OTC use of TC

Out of the 200 patients who had used TC on their face, 158 (79.0%) obtained without a
medical prescription on OTC basis. Of these, 98 (62.0%) used it for cosmetics purpose, and
the remaining 60 (38.0%) applied for treatment purpose.
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Figure 1. Patients’ reasons for OTC use of TC, in selected dermatology specialized health
facilities of Addis Ababa, February 2015 (n=158).

Length of use, frequency of use and area of application of TC by the patients who reported to
use TC on their face by the sources of prescription are depicted in Table 3. Majority of the
patients 138 (69.0%) had reported that they applied TC all over the face; while the remaining
patients 62 (31.0%) claimed to have applied it only over part of the face. The length of TC use
found to vary from less than one month to more than six months, and majority of the patients
84 (42.0%) had reported that they were using the drugs for more than 6 months. Regarding the
daily frequency of applications, majority of the patients 171 (85.5%) was applying the TC

once per day.

Table 3: Length of use, frequency of use and area of application of topical corticosteroids, in

selected dermatology specialized health facilities of Addis Ababa, February 2015 (n=200).

Sources of Prescription
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Variables Categories oTC Prescribed Total
n (%) n (%) n (%)
Length of use For more than 6 months 73 (36.5) 11 (5.5) 84 (42.0)
Between 1 and 6 months 55 (27.5) 19 (9.5) 74 (37.0)
Less than 1 month 30 (15.0) 12(6.0) 42 (21.0)
Area of application All over the face 120 (60.0) 18 (9.0) 138 (69.0)
Only over the
affected area 38 (19.0) 24 (12.0) 62 (31.0)
Daily frequency of use Three times or more 4(2.0) 0(0) 4(2.0)
Twice 14 (7.0) 11(5.5) 25 (12.5)
Once 140 (70.0) 31 (15.5) 171 (85.5)
Total 158 (79.0) 42 (21.0) 200 (100.0)
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Types of TC used as OTC

Different types and potencies of TC containing preparations were used as OTC by patients

(Table 4). Bethametasone Valerate 0.1% cream and Clobetasone propanoate 0.05% cream

were found to be the most commonly drugs used by majority of the patients, which were in 40

(25.3%) and 33 (20.9%) of the patients respectively.

Table 4: Types of TC applied among patients using topical corticosteroids on OTC basis in
selected dermatology health facilities of Addis Ababa, February 2015 (n=158).

Descriptions of TC

Frequency n (%)

Betamethasone valerate 0.1% cream
Clobetasol propionate 0.05% cream
Betamethasone dipropionate 0.064% cream
Fluocinolone acetonide 0.025%

Mometasone furoate 0.1% cream

Clobetasol propionate 0.05% ointment
Betamethasone valerate 0.1% ointment
Betamethasone dipropionate 0.064% ointment
Hydrocortisone acetate 1% cream

Others*

40 (25.3)
33 (20.9)
19 (12.0)
17 (10.8)
12 (7.6)
10 (6.3)
7 (4.4)
5(3.2)
5(3.2)
10 (6.3)

158 (100.0)

*Bethametasone dipropanoate 0.05% ointment, Hydrocortisone Acetate 1% ointment, Bethametasone

valerate 0.05% ointment, Bethametasone dipropanoate 0.05% cream, and combination of

Fluocinolone acetonide 0.025% and Bethametasone valerate 0.05% cream.
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Sources of TC for OTC use

The sources of drugs (TC) for OTC user patients are shown in Figure 2. Nearly half 78
(49.4%) of the patients identified community pharmacies as their source of TC followed by

cosmetic shops which accounts for 50 (31.6 %).

Community Cosmetics Relatives or Hospital
Pharmacies Shops Friends Pharmacies

Figure 2. The sources of TC for OTC users, in selected dermatology specialized health
facilities of Addis Ababa, February 2015 (n=158).
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Factors associated with OTC use of TC

Multinomial logistic regression analysis was used to determine association between patients’
socio-demographic variables and the source of prescription. Accordingly a statistically
significant association was detected between sex of the patients with OTC use, so that more
females reported OTC use of TC as compared to males (p = 0.049, AOR = 20.41; 95% CI
[10.10-500.00]). A significant association (p=0.003) was also detected between educational
status and OTC use (AOR = 0.005; 95% CI [0.000-0.170] However, no significant
associations were detected between patients’ age, marital status, level of income and

occupational status with OTC use (Table 5).
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Table 5: Association between patients’ socio-demographic variables with OTC use in selected health facilities of Addis Ababa, February 2015.

OTC Use
Variables Yes No Crude OR (95% CI) Adjusted OR (95%
CI)
n (%) n (%)

Sex Female 150 (75.0) 36 (18.0) 3.13 (1.02-9.62) 20.41 (10.10-500.00)*
Male 8 (4.0) 6 (3.0) 1 1

Age group (Years) 18 - 24 44 (22.0) 14 (7.0) 1.10(0.385-3.143) 0.536 (0.048-6.016)
25-31 53 (26.5) 13 (6.5) 1.427 (0.498-4.09) 1.801 (0.237-13.67)
32-38 41 (20.5) 8(4.0) 1.794 (0.570-5.646) 10.51 (0.952-116.08)
38" 20 (10.0) 7(3.5) 1 1

Marital status Single 90 (45.0) 19 (9.5) 1.602 (0.808-3.176) 1.708 (0.685-4.263)
Married 68 (34.0) 23 (11.5) 1 1

Occupational status Government employee 30 (15.0) 9 (4.5) 1.061 (0.435-2.588) 0.225 (0.022-2.314)
Nongovernmental employee 9 (4.5) 3(1.5) 0.955 (0.236-3.855) 0.107 (0.005-2.215)
Private business 53 (26.5) 9(4.5) 1.874 (0.793-4.430) 0.351 (0.037-3.322)
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Educational status

Average monthly

family income

Unemployed

Illiterate

Primary (1-8)

Secondary (9-12)

College/University

No income
Below 1000 ETB
1000-2500 ETB

Above 2500 ETB

66 (33.0)

10 (5.0)

15 (7.5)

64 (32.0)

69 (34.5)

48 (24.0)

27 (13.5)

37 (18.5)

46 (23.0)

21 (10.5)

8 (4.0)

10 (5.0)

14 (7.0)

10 (5.0)

15 (7.5)
11 (5.5)
9 (4.5)

7(3.5)

0.181 (0.058-0.568)

0.217 (0.077-0.615)

0.663 (0.275-1.597)

0.487 (0.182-1.303)

0.374 (0.182-1.303)

0.626 (0.213-1.839)

0.005 (0.000-0.170)*
0.156 (0.019-1.257)

0.347 (0.073-1.648)

1.242 (0.071-21.698)
1.242 (0.071-21.698)

0.846 (0.133-5.403)

* P-value < 0.05
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4.2. Availability of TC in selected cosmetics shops

Of the total 9 cosmetics shops surveyed, at least one TC containing preparation was available
in 7 cosmetics shops. Different types and brands of TC were obtained and are summarized in
Table 6. The drug available in most 5 cosmetics shops was found to be Betnovate cream

(Betamethasone valerate 0.1%).

Table 6: Descriptions and brand names of TC available for sale in the selected cosmetics

shops in Addis Ababa, February 2015 (n=7).

Extent of availability
Descriptions of the TC Frequency Percent
Betnovate cream (Betamethasone valerate 0.1%) 5 71.4
Dermovate cream (Clobetasol propionate 0.05%) 2 28.5
Dermovate ointment (Clobetasol propionate 0.05%) 2 28.6
Betacet-N cream (Betamethasone dipropionate 0.012%
and Neomycin 0.5%) 4 71
Dermalar cream (Fluocinolone acetonide 0.025%) 2 28.6

4.3. Qualitative data findings
Key informant interview and observation at cosmetics shops

A sales manager of each cosmetic shop was interviewed. The age of the informants ranged
from 29 years to 45 years. The majority 5 (55.6%) were males. The experience in selling
cosmetics ranged from 1 to 15 years and majority of the respondents 8 (88.9%) had an
experience of more than 4 years. As many 7 (77.8%) of the respondents had attended higher
(college or university) education while the remaining 2 (22.2%) had completed secondary

education (grade 12).

According to the key informants, the sources of TC are; informal importers (local name

Merkato), hostesses, import from Dubai and pharmacies.
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All sales managers reported that, there is no restriction and supervision from any institute
about the products they sale. However, it was observed that majority of the cosmetics shops

had shelved TC containing preparations separately from other cosmetics.
Key informant interviews with dermatologists

The key informant interviews using a semi-structured questioner were held with a total of six
dermatologists, from which 4 were males and the rest were females. The age of the

informants ranged from 33 to 52 years.

The aim of the interview was to investigate core ideas related to irrational use of TC and
factors behind for such misuse in Ethiopia. All the dermatologists described that, although the
magnitude of irrational use of TC has shown great increment time to time, it has got little
attention by the community and also by the regulatory bodies; They also mentioned that, the
number of patients who visited the OPDs of dermatology health facilities following irrational
use of TC particularly on OTC basis over the face has increased. Majority of the informants
explained that, use of TC without a medical prescription is more prevalent among the urban
community than the rural, by females, in the age group of 20 years to 30 years and by those
with high income. These groups of drugs are mainly misused as a fairness cream for

cosmetics purpose.

The key informants described that, Acne, Rosacea, Hyper/Hypohydrosis, Photocontact
Dermatitis, Melasma, Steroid Dependent Face and Telangiectasia were the most common
adverse effects seen from inappropriate use of TC by majority of their patients. Regarding the
factor for misuse of TC in our country, all the key informants believed that, the easy access
by the public as OTC from drug retail outlets as well as cosmetics shops, the unregulated
sales, use for cosmetics purpose and lack of awareness by the community are the factors
contributed for irrational use of these groups of drugs. One of the key informants explained

that,

“Apart from OTC dispensing practice of TC by pharmacy professionals, misuse of these
groups of drugs is quite common from inappropriate prescription of potent TC by some
health professionals even for undiagnosed skin rash ...It is better to restrict TC use only
based on prescription of dermatologists or by those health professionals who took special

training on dermatology practice.”

30



The key informant dermatologists lastly recommended public education through special
media programmes, proper regulation of sales practice of TC in drug retail outlets, cosmetics
shops as well as open markets and the introduction of a continuing medical education

programme or training for health professionals are critical to reduce irrational use of TC.

Key informant from Addis Ababa FMHACA

The interview was held with health professionals and institutions regulatory and inspection
case team focal person from Addis Ababa City Administration FMHACA, According to this
key informant, inappropriate utilization of drugs without a medical prescription in recent
years is becoming a common problem among the community in Ethiopia, including Addis
Ababa which could result in wastage of resources, increases resistance of pathogens, and

generally entails serious health hazards such as adverse drug reaction & prolonged suffering.

The commonest groups of drugs used as OTC described by the key informant includes
Antibiotics, Analgesics, Hormonal drugs and skin bleaching products such as TC.
Concerning the regulation of the sources of drugs, the key informant stated that,

“Drug retail outlets and informal sectors like open shops are the sources for most OTC
use..... Though it is a common practice to inspect drug retail outlets annually, OTC
dispensing practice was not given attention. However, we didn’t yet inspect informal sectors

or shops for availability of drugs.”
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5. Discussion

This study was conducted with the intention of determining the extent of OTC use of TC,
identify factors contributed for the same, the most common types of facial dermatoses noted
among the dermatology outpatient department attendees of the selected health facilities, and
also to assess the extent of availability of TC in selected cosmetics shops of Addis Ababa,
Ethiopia. This study revealed that, from the total of 927 patients with facial dermatoses
screened, 200 (21.6%) had used TC on their face, which is comparable with a study done in
India 14.8% (Sarasawat et al., 2011). This indicated that a large number of patients with
facial dermatoses who visited the dermatology OPD were following TC use, while the one

from Iraq were 7.9% (Al-Dhalimi et al., 2006).

In the current study, more females 186 (93.0%) were found to use TC than males, this finding
is in agreement with the studies done in India 71% (Ambica et al., 2014), 76 % in Pakistan
(Chohan., 2014) and 67.8% in Iraq (Al-Dhalimi et al., 2006). Most of the patients 66 (33.0%)
in this study were in the 25-31 years age group, which is comparable with a study in India
36% were in the age group of 20-30 were in India (Sarasawat et al., 2011). However,
majority 50% of TC users were in the age group of 10-19 years in Iraq (Al-Dhalimi et al.,
2006), this difference could also be attributed to the data of this study which was limited to

facial use whereas the study in Iraq was TC use anywhere in the body.

Misuse of TC over the face, especially on OTC basis is a common problem in dermatology
practice worldwide and is often associated with different dermatological complications. The
commonest types of facial dermatoses noted in majority of OTC user patients in this study
was Acne in 46 (29.1%) also similarly reported, in 45.3% of the patients from a study in
Nigeria (Nnoruka and Okoye, 2006), in 57.5% of the patients in India (Sarasawat et al.,
2011), in 36.4% of the patients in Iraq (Al-Dhalimi et al., 2006), and 52% in another study in
India (Ambica et al., 2014) while in the study from Pakistan the common type of facial
dermatoses in 51.8% of the patients was facial erythema (Chohan ef al., 2014).
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A number of studies have been reported from different countries where use of TC on OTC
basis without a medical prescription appears to be very wide spread. This study also indicated
that, from those 200 patients who had used TC on their face, 158 (79.0%) obtained without a
medical prescription on OTC basis. Similarly a study conducted in India reported that 59.3%
of TC users obtained the drug on OTC basis without a medical prescription (Sarasawat et al.,

2011). It was also 64% in another study conducted in India (Ambica et al., 2014).

With regard to the reasons for use, the current study showed that TC was used as OTC for
cosmetics purpose in 98 (62.0%) of the patients. This is also in agreement with other studies
done in different countries, it was 29% in India (Sarasawat et al., 2011), 65.7% in Iraq (Al-
Dhalimi et al., 2006), 57.2% in Nigeria (Nnoruka and Okoye, 2006) and 23% in another
study in India (Ambica et al., 2014).

This study also found that, different types and potencies of TC in different dosage forms as a
cream or ointment were identified to be used by patients as OTC; The TC used by majority of
the patients were classed as potent or super potent and the drug commonly used by majority
of the patients in 40 (25.3%) were Betamethaone Valerate followed by Clobetasol propionate
0.05% cream in 33 (20.9%) of the patients. This indicated that the use of TC particularly the
potent or super potent ones as cosmetic bleaching agent is a very common practice among the
patients, and it was also reported in studies done in many countries (Sarasawat et al., 2011;
Nnoruka et al., 2006; Lu et al., 2009; Al-Dhalimi et al., 2006; Chohan et al., 2014). The drug
commonly used by majority of the patients was also similar which is Betamethaone Valerate,
76% in pakistan (Chohan et al., 2014), 58.9% in India (Sarasawat et al., 2011), 37% and
42.1% in Iraq (Al-Dhalimi et al., 2006), But differs from the finding in China where
Clobetasol propionate 0.025% cream was used by majority 17.3% of the patients (Lu et al.,
2009).

The findings of this study indicated that, community pharmacies in majority 78 (49.4%) of
the patients and cosmetics shops in 50 (31.6%) were the commonest drug sources. This
shows that, a weak drug sales regulation and poor dispensing practice by the pharmacy
professionals could be attributed to the easy accessibility of these groups of drugs as OTC.
Similarly, local pharmacies, friends and relatives were also identified as the source of TC for

OTC use by different studies (Ambica et al., 2014; Sarasawat ef al., 2011; Lu et al., 2009).
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The current study indicated that, a significant association between sex and with OTC use.
Multinomial logistic regression analysis detected a statistically significant (p=0.049)
association between sex of the patients with OTC use (AOR = 20.41; 95% CI [10.10-
500.00]), that identified females as the fundamental element in OTC use of TC. In this and
most other studies females are more prone to use TC. This could be because; the use of TC
for cosmetics purpose is associated with beauty, and females are more concerned to look

beauty than their counter parts.

A significant association (p=0.003) was also detected between educational status and OTC
use (AOR = 0.005; 95% CI[0.000-0.170], however, no significant associations were detected
between patients’ age, marital status, level of income and occupational status, indicating that
TC are widely used on OTC basis for different purposes by dermatology OPD attendees

regardless of age, level of income or marital status.

This study also covered the extent of availability of TC at cosmetics shops, and out of the
total 9 cosmetics shops surveyed; TC containing preparations were available in 7 cosmetics
shops. Different types and brands of TC were available in the cosmetics shops. It was also
noted from the quantitative survey that dermatology health facilities finding, the sources of

TC in 50 (31.6%) of OTC user patients was from cosmetics shops.

This study also incorporated the ideas of key informants related to irrational use of TC and
factors behind such misuse, and accordingly, misuse of TC by the community particularly
among females and the youngsters in our country is a common problem and the factors
contributing for irrational use of these groups of drugs are the easy access by the public as
OTC in drug retail outlets as well as cosmetics shops, weak regulation of sales, use for

cosmetics purpose and lack of awareness by the community.

Although this result clearly showed that use of TC on OTC basis without a medical
prescription is common among OPD attendees in the selected dermatology health facilities of
Addis Ababa, the dermatological diagnoses on the face were based mainly on clinical
grounds noted by the dermatologists and not confirmed by further investigation. Future
research should investigate the prevalence and type of local and systemic complications
following TC misuse in different areas of our country. Furthermore, for detailed association
appropriate examination of the side effects of these groups of drugs need to be conducted in

every dermatology health facilities.

34



6. Strengths and limitations of the study
Strengths

v" The study objective addresses an important and new issue as use of TC on OTC basis
could be considered as one of the public health problems in a country where there is
weak drug sales regulation and lack of wide controlled medical education.

v’ The study employed a prospective study design by using mixed method approaches

v The study covered cosmetics shops

v' The study incorporated the ideas of key informants
Limitations

v As this was an OPD-based study and, therefore, it may or may not accurately reflect
the community data
v The use of a purposive sampling method to select the health facilities as well as

cosmetics shops
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7. Conclusion

The results of this study revealed that, irrational use of topical corticosteroids over the face,
especially on OTC basis is responsible for a significant proportion of visits to dermatology
health facilities. Unwarranted OTC use of TC without a medical prescription is quite
common especially among female patients. The study showed that, 158 (79.0%) of the 200
patients who had used TC on their face obtained the drug without a medical prescription as
OTC. The types of facial dermatoses noted in majority 29.1% of the patients was found to be
Acne, followed by Melasma in 20.3% and Rosacea in 14.6%.

The easy access of TC in community pharmacies, hospital pharmacies as well as cosmetics
shops by the patients contributed for misuse of these groups of drugs as OTC. Moreover, the
study determined the extent of availability of TC in cosmetics shops, out of the total 9

cosmetics shops surveyed; TC containing preparations were available in 7 cosmetics shops
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8. Recommendations

Based on the study findings, the following recommendations are forwarded,
For FMHACA,

» The sales and marketing of prescription only drugs like TC must be controlled, which
could be done by imposing fines and penalties on the marketers of these groups of

drugs.
For FMoH, Ethiopian Dermatology and Venereology Society and AACAHB,

» Health education to the general public about the dangers of using prescription only
drugs including TC as OTC through media. Health education programmes should
target females by using leaflets, television and radio.

» Sensitizing primary health care providers and other health professionals regarding the
adverse effects of TC misuse on the face and enable them to recommend suitable and

safe alternatives.
For health facilities, dermatologists and other healthcare professionals,

» Training programs should be organized to promote awareness of other healthcare
professionals who prescribe and dispense the drugs.
» Avoiding irrational prescription and OTC dispensing practice of TC pharmacy

professionals
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Annexes

ADDIS ABABA UNIVERSITY
SCHOOL OF GARDUATE STUDIES
DEPARTMENT OF PHARMACEUTICS AND SOCIAL PHARMACY,
SCHOOL OF PHARMACY

I.  Screening question format

Name of the dermatological center...............ccoovveiiiiiiin.... identification

number............

Interviewer

10E:) 11 (P Qualification....................... Signature.............
Current use of any The formulation in
topical formulation question contained a
cream/ointment/lot corticosteroid

ion to the face

Type of facial
dermatoses noted

Ser. Age

No. Date Sex (yr.) Yes or No Yes or No
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ADDIS ABABA UNIVERSITY
SCHOOL OF GARDUATE STUDIES
DEPARTMENT OF PHARMACEUTICS AND SOCIAL PHARMACY,
SCHOOL OF PHARMACY

1I. A structured questioner for patient interview in selected dermatological health facilities

Questioner ID /....../......./....../

The aim of this study is to assess the associated factors, the most common types of facial
dermatoses noted, and the extent of OTC utilization of TC on the face in the dermatology
OPD attendees of the selected health facilities, and also to ascertain the extent of availability
in selected cosmetics shops of Addis Ababa, Ethiopia. Your participation is encouraged as

your feedback is vital for the successful completion of the study.
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You are kindly requested to be honest in answering all question’s as it will be solely used for
research purpose. The interview will take around 20-25 minutes of your time and your
responses will be confidential, anonymous and data will be analyzed in aggregates. If you
have any questions, please contact the principal investigator Netsanet Bantayehu with a

mobile phone number of +251 911 976 449 or e-mail: netsanetba@yahoo.com.

Questioner Information

This questioner will be conducted for patients with facial dermatoses who have a

positive answer for TC use in the screening question.

Name of the dermatological center...............ccoovvviiiiiniin.... identification

number............

Start time /...... /hour /...... /minute

End time /...... /hour /...... /minute

Interviewer
J1F:011 [T Qualification....................... Signature.............
No. Question Descriptions Answer Code
Part 1. Patient Information
1. | Gender 1. Male 2. Female

2. | Age (in years)

3. | Marital status 1. Single 2. Married

3. Divorced/Separated 4. Widowed

4. Place of residence/address 1. Addis Ababa 2. Out of Addis Ababa
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Occupational status

1. Student 2. Government employee

3. Non-governmental organization employee

4. Private business 5. Unemployed

5. Other

Household average monthly

income

—

$ © =N kv DD

—
=

No income

Less than 450 ETB

Between 450 and 1000 ETB
Between 1000 and 1500 ETB
Between 1500 and 2000 ETB
Between 2500 and 3000 ETB
Between 3000 and 3500 ETB
Between 3500 and 4000 ETB
More than 3500 ETB

. I don’t know

Educational background

o N kLD

Cannot read or write

Read but cannot write

Read and write only

Primary education first cycle (1-4)
Primary education second cycle (5-8)
Secondary education first cycle (9-10)
Secondary education second cycle (11-12)

College, University or higher

The type of facial dermatoses
noted (Check from the patient
card)
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Part II. Drug (TC) use related questions

9. | Where do you get the preparation you 1. Community pharmacies
applied? 2. Hospital pharmacies
3. Cosmetics shops
4. Relatives and friends
5. Ididn’t remember
6. If other, specify
o 1. Prescribed 2. OTC
10. | What was source of the prescription?
11. | Brand name and composition of TC
containing product used on the face
(Name, strength &
dosage form and brand name)
12. | To which part of your face did you 1. All over the face
apply the preparation? 2. Only over the affected area
13. | For what purpose did you apply the 1. For cosmetics purpose
preparation? 2. For treatment purpose
3. [If other, specify
14. | For how long did you apply the | . For more than 6 months
preparation?
2. Between 1 and 6 months
3. Less than 1 month
15. | How frequently did you apply the | 1. Continuously
preparation? )
2. Intermittently
16. | How many times did you apply per | 1. Three times or more
day?
Y 2. Twice
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3. Once

THANK YOU FOR YOUR RESPONSE

A%.0 ANA LZACAE
LVL-P°LP TIVCT (e
4CTIENAT AN 4-CoON0. TPUCTH hFd:
4CT0. TUCT Ot

Qtavlar 284 VIPT 710hAT ALt har- Yao-a7y 0418 PP

paomek avhp /....../...... .../

PHU PG AATT NAG0 ANQ PAQT PRThA DCEDOECLLN A PNI° TIHM AmPPI® AT AMLU7Y
@QUft PA Yg° FOHH (hmdav FNTIPF AL PM1LRCAMT 1T AdPAAT 1@ hHYP
O ten189° (Favdm- SongPthiy aP@AACT aeTit ANPTTFF@RT  L4A0AA:: TG A0NTE AN
PATHA DCEPAECLLN AMPPI® ANTPRA LCIA:: LBI° ATIMNLAN TTHOL ATPEMC AG AFSNMS
ANAF A0ALDT 970rFNE ACIPE ATP@AL @444 ::

(HY PA-0oMEP QAT A29ATE PRt TR ASS NAFPT OATLFHH-T AThA hCthakCeLn
AAPIS ACAL L9° AHY TGF hrtevdmt evhhd A% 1P PA-om@e h20 L&F PTILNAT LH
PHONL AT TATEPT (oo §FLTTE AT SALATTT TPE AAdPavp(l FAN AGT® N717F D.I°
Akt PO oM@ET TIRLT AN aPANE NTLATLPIT P70 BIPGA TINTI® AP+ PA aPmPd AL
ALMPOI® AT NTIFE@I° LH PANPT DACAL OC ARLENHIO::NA TG TTIFQI° TOE NAPT PTGk
aog  ePFT  M1Rrt A7FPu- APALA eTC 0911 976449 @L9  NA-TLLA h&e

netsanetba@yahoo.com 917t e AM::

| Cla 1% - il (4 e }

2V aomed PNGOIM. P4t 88 TIAC AIMIPFA. A NevAf@. TPE PRThA hCthakeeSn
MPTPED. AL FNTLPT LIPGA::

hecn 1H @0t AT NeefN5TE holamdor: 4+ POPF (W78 AHATE 0. $OT...) AP
TmPaOPH?

?84 Y9G Toha: Ag° DAL B Commemmmmmeemmmeme

amPE UL T:- ¢ oC q 9o
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ADDIS ABABA UNIVERSITY

SCHOOL OF GARDUATE STUDIES
DEPARTMENT OF PHARMACEUTICS AND SOCIAL PHARMACY,
SCHOOL OF PHARMACY

III. Observation checklist for availability of any TC in selected cosmetics shops and

interview guide for cosmetics shop sales persons

Questioner ID /....../......./....../

Questioner Information

Type of the Shop.......ccovviiiiiiiii, identification number............
Address of the cosmetics shop: - Sub city.................. Local area..................
Date of the interview /...... /date /...... /month /....... /year



Eal S

Ser.

No.

Gender 0 Male o Female

Age in years:

Total years of professional experience as a cosmetics sales keeper years
Educational status

Cannot read or write

Read but cannot write

IS

Read and write only

& ©°

Primary education first cycle (1-4)
Primary education second cycle (5-8)
Secondary education first cycle (9-10)

Secondary education second cycle (11-12)

B @ om0

College, University or higher
Check for availability of TC containing preparation by asking or by showing samples

of popularly used brand preparations and check the generic name in the list below.

Check for the availability of the following TC A NA  Brand name if available
Betamethasone dipropionate 0.05% ointment

Clobetasol propionate 0.05% ointment

Betamethasone valerate 0.1% ointment

Mometasone furoate 0.1% ointment

Mometasone furoate 0.1% cream

Betamethasone dipropionate 0.05% cream
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10.

11.

12.

13.

14.

15.

6.

7.

8.

Betamethasone dipropionate lotion

Betamethasone valerate 0.05% ointment

Betamethasone valerate 0.05% cream

Triamcinolone acetonide 0.1% cream

Methylprednisolone aceponate 0.1% ointment

Clobetasone 0.05% cream

Hydrocortisone or hydrocortisone acetate 0.5%

Hydrocortisone or hydrocortisone acetate 1%

Desonide 0.05%

If any TC preparation is available, where are the sources of these TC?

Is there any restriction to any product you want to sell? If there is any restriction, from

which institute?

If there is anything you would like to add
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THANK YOU FOR YOUR RESPONSE

ADDIS ABABA UNIVERSITY
SCHOOL OF GARDUATE STUDIES

DEPARTMENT OF PHARMACEUTICS AND SOCIAL PHARMACY,
SCHOOL OF PHARMACY
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IV. Interview guide for dermatologists working in the selected dermatology centers

Questioner ID /....../......./....../

The aim of this study is to assess the associated factors, the most common types of facial
dermatoses noted, and the extent of OTC utilization of TC on the face in the dermatology
OPD attendees of the selected health facilities, and also to ascertain the extent of availability
in selected cosmetics shops of Addis Ababa, Ethiopia. Your participation is encouraged as

your feedback is vital for the successful completion of the study.

You are kindly requested to be honest in answering all question’s as it will be solely used for
research purpose. The interview will take around 20-25 minutes of your time and your
responses will be confidential, anonymous and data will be analyzed in aggregates. If you
have any questions, please contact the principal investigator Netsanet Bantayehu with a

mobile phone number of +251 911 976 449 or e-mail: netsanetba@yahoo.com.

Questioner Information

Name of the dermatological center...............ccoevvvvvininnnnn.. identification
number............

Date of the interview /...... /date /...... /month /....... /year

Start time /...... /hour /...... /minute

Interviewer
NAME. . ..vet et eeeeeeeeeenannans Qualification....................... Signature.............
1. Gender o Male o Female

Age in years:

Total years of professional experience years

2
3
4. What is the highest education level you completed?
5. What is your professional title?

6

How do you explain the irrational use of TC in Ethiopia?

54



7. How do you explain the extent of TC use without prescription?

8. Do you think use of TC on OTC basis is common among the community? Among

your patients?

9. What do you think inappropriate use of TC result in?

10. How common do you think each the following factors are known to contribute to

irrational use of TC? (Can choose more than one factor)

ii.
iii.

1v.

The easy access by the people OTC in drug retail outlets
The easy access by the people OTC in cosmetics shops
The unregulated sales

Their use for cosmetics purpose

Lack of awareness by the community

11. What possible methods do you recommend so that factors or practices which

contribute to irrational use of TC could be addressed?
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12. If there is anything you would like to add

THANK YOU FOR YOUR RESPONSE

ADDIS ABABA UNIVERSITY
SCHOOL OF GARDUATE STUDIES

DEPARTMENT OF PHARMACEUTICS AND SOCIAL PHARMACY,
SCHOOL OF PHARMACY
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V. Interview guide for FMHACA drug regulatory and inspection case team

Questioner ID /....../......./....../

The aim of this study is to assess the associated factors, the most common types of facial
dermatoses noted, and the extent of OTC utilization of TC on the face in the dermatology
OPD attendees of the selected health facilities, and also to ascertain the extent of availability
in selected cosmetics shops of Addis Ababa, Ethiopia. Your participation is encouraged as

your feedback is vital for the successful completion of the study.

You are kindly requested to be honest in answering all question’s as it will be solely used for
research purpose. The interview will take around 20-25 minutes of your time and your
responses will be confidential, anonymous and data will be analyzed in aggregates. If you
have any questions, please contact the principal investigator Netsanet Bantayehu with a

mobile phone number of +251 911 976 449 or e-mail: netsanetba@yahoo.com.

Questioner Information

1. Gender o Male o Female

2. Age in years:

3. Total years of professional experience years
4. Highest level of education you completed

5. Current position in FMHACA

6. Work experience in your current qualification:

7. How do you describe OTC utilization of prescription only drugs by the community in

Ethiopia, Particularly in Addis Ababa? What are the commonest groups of drugs?

--Probe, what about TC?
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8. How do you describe the sources of prescription only drugs for OTC use?

Probe, what about TC?

9. What do you think inappropriate use of drugs particularly TC use without a medical

prescription result in?

10.Is there any regulatory manual that govern sales practice of TC containing
preparations?

o Yes o No

11. Is there any regulatory structure/mandate of your office for the regulation OTC selling

practices of drugs in drug retail outlets and informal shops like cosmetics shops?
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12. What methods does FMHACA utilize to improve the rational use of drugs,
particularly TC?

Probe, how effective each of the described methods at improving such practices?

13. What do you think the barriers to regulate the sales practice of TC as OTC in drug

retail outlets as well as and cosmetic shops?

14. If there is anything you would like to add

THANK YOU FOR YOUR RESPONSE
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VI.

Patients with facial dermatoses screened among OPD attendees, in selected

dermatology health facilities of Addis Ababa, February 2015 (N=927).

Usage of TC
Types of facial dermatoses screened Yes No
N (%) N (%)

Acne 58(6.3)  216(23.3)
Melasma 37 (4.0) 181 (19.5)
Atopic Dermatitis (AD) 7 (0.8) 79 (8.5)
Rosacea 31(3.3) 50 (5.4)
Photocontact Dermatitis 9 (1.0) 34 (3.7)
Vitiligo 5(0.5) 25(2.7)
Seborrheic Dermatitis (SD) 7(0.8) 22 (2.4)
Perioral Dermatitis (PD) 10 (1.1) 15 (1.6)
Hyperpigmentation 0 (0) 17 (1.8)
Acne and Melasma 8(0.9) 7(0.8)
Xerosis (Dry Skin) 1(0.1) 12 (1.3)
Actinic Lichen Palinus (ALP) 5(0.5) 8(0.9)
Cutaneous Leshmaniasis 0 (0) 12 (1.3)
Discoid Lupus Erythromatus (DLE) 2(0.2) 9(1.0)
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Steroid Dependent Face (SDF) 10 (1.1) 1(0.1)

Mollescum Contagiosum (MC) 0 (0) 10 (1.1)
Irritant Contact Dermatitis (ICD) 2(0.2) 7 (0.8)
Tinea Incognito (TT) 2(0.2) 6 (0.6)
Tinea Faciei (TF) 2(0.2) 5(0.5)
Hyperhydrosis 0 (0) 6 (0.6)
Tinea Corporis (TC) 0 (0) 3(0.3)
Telangiectasia 3(0.3) 0(0)
Impetigo 0 (0) 1(0.1)
Ochronosis 1(0.1) 0(0)
Folliculitis 0 (0) 1(0.1)

Total 200 (21.6) 727 (78.4)

VII. Information sheet

TC are the most commonly used drugs in dermatological practice. Over the last 60 years TC
have become the cornerstones of treatment for many inflammatory skin conditions. However,
it has become increasingly apparent that these groups of drugs are being abused by

prescribers, dispensers and patients. Misuse of TC is found to cause different dermatological
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complications worldwide and particularly in developing countries like to additional
unplanned cost in terms of both scarce resources and the adverse drug effects. The easy
access by the people OTC, the unregulated sale, their use for cosmetics purpose and poor
dispensing practice by the pharmacies contributed to the irrational use of these groups of

drugs.

The aim of this study is to assess the associated factors, the most common types of facial
dermatoses noted, and the extent of OTC utilization of TC on the face in the dermatology
OPD attendees of the selected health facilities, and also to ascertain the extent of availability
in selected cosmetics shops of Addis Ababa, Ethiopia. The study will employ a descriptive,
cross sectional study design using both qualitative and quantitative methods of data
collection. Prospective data collection method in the selected dermatologic centers will be
conducted with dermatological outpatients to assess the extent of OTC utilization of TC and
the most common dermatological problems. Observation check list will also be employed to
assess the extent of availability of TC in cosmetics shops and a key informant interview will

be conducted to collect the qualitative data.

Before entry into the computer statistical program like Excel and EPI-INFO, the collected
data will be checked and cleaned by the principal investigator. Quantitative data will be
analyzed using SPSS for Windows software version 16. Descriptive statistics such as mean,
frequencies and percentages will be used to describe the data and tables and figures will be
used to summarize the data. Qualitative data obtained from the key informant interviews will
be grouped based on similarities and differences of perspectives between different

respondents and analysis will be conducted thematically.

Participation in the study is encouraged as their feedback is vital for the successful
completion of the study. There are no direct risks to the participants. However, there will take
their time while they are being interviewed. There are also no direct benefits to participants.
However, it is hoped that their participation will ultimately contribute to the rational use of
TC. Your responses will be confidential, anonymous and data will be analyzed in aggregates.
Participation of the interviewees is completely voluntary. They can refuse to answer any
questions or withdraw from the study at any time. All the responses will remain strictly
confidential: their name will not appear on the interview guide (will not be recorded), and the

responses will not be linked to your identity at any time. All data will be kept in a secure
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location and only those directly involved with the research will have access to the data. And

the interview recorded will be erased after the completion of the study.

This study will be important by determining the extent of TC use OTC, the most common
dermatological problems resulting from misuse of TC and by showing the extent of
availability in cosmetics shops for non prescribed use to these classes of drugs in Addis
Ababa. This will help regulatory authorities for the curbing of the problem associated with
misuse of TC. The study will be conducted in selected dermatological centers and cosmetics

shops in Addis Ababa.

After the completion of the study, It will be presented to AAU, SOP and printed and
disseminated to the dermatological centers, FMHACA and FMoH.

For any questions, please contact the principal investigator Netsanet Bantayehu with a mobile

phone number of +251 911 976 449 or e-mail: netsanetba@yahoo.com or the advisor Dr.

Teferi Gedif via email at tgedif@gmail.com

PavlE PR

A8 NAFPT vh9eG holmPar: aogyypF aohhd AThd hethkCeLn PITE AP hhddT 60
Aav gt BI°C ATALR ALTE 284 N UhICS ALININ 150 IPTI° 7 NANI® APe £28 AIHU7Y
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@Yt PARINN aPmbd® (WhIPG AAdP-2PTG N FNTLPTF AN N9P6Ra74 AAANLATL T9T ARSLT
A7 O FART® 01381, A1t AtenT1é ORS T ALIAM- L1501 PATIHY avRY1AF7 NbAA TIT T+
aFAT ADAERATE oM WPGUIP PP RPTC TN ATTUT aRPLAT PARCINN AgPmPbge
A729°NTOT T LTl TFAL::

PHY TG AmPAL AATT NA%O ANO LAQT PFTHA DCEROECLLN PA NP TIHM AmFPPI® hG
RIHY? aoRULT PA 7090 FOHH Otmbor: FhoLPF AL ¢99.00CNAT 4T AdPd AT 10k hHYI®
O FnT189° (1Havlme PhadERa aPRACT aPTTH AAPTTHF@T £80AA:: P76k H&GPT 1019 7y
P73 NeemP avlf apNAN: PhAPENN aPRACTT ao(UTHS Nyt +MME AAav-PF: (154
vho°s AL AFAALH £L4LT YRLT APAU9° hbadetha evfAC G (et  IC PA-omeP
@y PkFA: POk NTLACNEF PUhIPE TI6nAt 0904 ICOT ATINITE e BPF (1aemed
AT80000 8LLIA (temIS9® (tavlme LoOq>tha aP@ACT aPTTH AAPTTHF@T 904

erANAN@I® avlE ne xetama. EPI Info Version 6.0 OG-+ BC AT A7910 L2200 NavPmAI®

OSPSS version 16 TC1-9° ¢+ALE eAFthA HE&PTT NoPm$bI® emSPife:: AI8.U0-9° hPh-avmed
PILTF 17 a0l PTF WILPYANVFAL +avAd et HN4EAD. EMGPLt::

a/GPTT 0TIN0AN L&+ 0T PPHE 4T 2ULLCANT v-BF PAIP:: TIC 1T PA-PMLP NTLNLLNF
A%F 272007 LH 25N &V (ALY ALA FAFLPE LoLeTTT OHAP TP 0LTCI° +hhAT @gd°
A0NTE LAQ. CFTAA DCEPOECLLN AMPPI°® W79.07M RLAA::

0TS E AL P99AF 4 Navte NFAIFFD. AT NTGE SFTT PART AG APFFAL (197 NTLATC SPHA::
NSk OC PTG ATEYE MATFQ. HAFLPTF (AHPC e aOZBEPTF (TLATC SOHN: TS E S PP

(A OET aoPLm, PTPLAD. PA-0PMEP h79.LP0N LLLIA::

TG AN AAD. PRThA hCEPOECLLN AnFPPI® ANTPRA PLCIA:: LUI° ATSMMS Ahat
ANLALAY LU0 HNNA ACTPE AT9.DNE LLAA::

TGk AMTPP 0TGE UG AN0NTH AVFAL AhAT 291.$CNGT TP PTLACT LT :

AL
PTGt avg: 131t Q7300

0N £7C 0911 9764497 A.-92L4A netsanetba@yahoo.com

VIII. Written informed consent

You are kindly invited to participate in a research study conducted by Netsanet Bantayehu,

from Addis Ababa University, School of Pharmacy, Department of Pharmaceutics and Social
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Pharmacy. The research topic is “Assessment of over-the-counter utilization of topical

corticosteroids in Addis Ababa”.

The aim of this study is to assess the associated factors, the most common types of facial
dermatoses noted, and the extent of OTC utilization of TC on the face in the dermatology
OPD attendees of the selected health facilities, and also to ascertain the extent of availability
in selected cosmetics shops of Addis Ababa, Ethiopia. So that it will be important by
determining the magnitude of the extent of TC use OTC, the most common dermatological
problems resulting from misuse of TC and by showing the extent of availability in cosmetics
shops for non prescribed use to these classes of drugs in Addis Ababa. This will help

regulatory authorities for the curbing of the problem associated with misuse of TC.

You were selected as a possible participant in this study because you fit for this topic and the
study is about OTC utilization of TC. The interview will take around 20-25 minutes of your
time and the interview will be tape recorded. Your participation is completely voluntary. You
can refuse to answer any questions and/or withdraw from the interview at any time. All your
responses will remain strictly confidential: your name will not appear on the interview guide,
and your responses will not be linked to your identity at any time. And the interview recorded

will be erased after the completion of the study.

You are kindly requested to be honest in answering all question’s as it will be solely used for
research purpose. Your responses will be confidential, anonymous and data will be analyzed
in aggregates. If you have any questions, please contact the principal investigator Netsanet
Bantayehu with a mobile phone number of -+251 911 976 449 or e-mail:

netsanetba@yahoo.com or the advisor Dr. Teferi Gedif via email at tgedif@gmail.com

Your signature indicates that you have read and understand the information provided above,
that you willingly agree to participate, that you may withdraw your consent at any time and

discontinue participation without any consequences.

Yes I agree [ | No, I don’t agree [ |
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Signature

Date

PRUG G 2LV 7017 P

ha%a ANO RzOCAT 94-COT0L TPUCT OF h4CoO0EhA AT AAA 4CO10. SFIPUCT hed 1At
023 Pu- N9LL1A. PG AL AN T4 +HINHPA:: 275 E Con “Assessment of over-the-counter
utilization of topical corticosteroids: a cross-sectional facility level study in Addis Ababa”

7.
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AATI@I° (A0 ANA LAQT PFTHA hCEPAECLLN PA SNLI° TN AMPPI® AT RILYUT PLVLAT £A
709° FOHH (hmebar- FTLPTF AL 091LLCAMT Tt AP AT 10 NHYI® (e 169 (HaPla
PhAPENA PLANCT aPTTF AAPTTHFRT  RANAAN:: TG A0NTH AAQ. PRThA hCEPOECLLN
AMPPI° AT PR PLCION:: BBI° ATSMME AnAt ANALAT PUI0vHRNA ACTE ATL.OAL BLAN::

(HY FPA-aomLP ANT A29AT4 etmeet TGk APS NAFPT AATLFHHH-F AThd hethabeeen

QAPPIS ACAP £99° AHY TG rtavsmet avnhd A% 1941 PA-aomed n20-25 L& LTI00AT L,
PIONL LT TATEPT (oot §PLTIEF AT COLATTT TEE AAPavAl FAN AGT° (9775 Q9P
AxT PA PMRET 0T AN ANE (TLATERTF PTLEH LT TINF® (PP S0 omPd AL
ALMPOT® AGT® NTFF@QI° LH AAPT NACHP OC ALLPHIP:: TGk htmGPd (A OET aoplen,

PrPLam. PA-aoMLP h19.LaP0N LLLIA::

QA TGk 775 @I TR NAPT PTGET 004 12TF A7FPu- NP02A TC 0911 976449 @LI° NA-TLLA

AL:¢q netsanetba@yahoo.com @LI° PPGET A91ME &/C 4.6 126 Nh-"2LA tgedif@gmail.com
ATrt@. aomPP S AN ::

&CTP BT W(NQ W85G NGEPLY T WiL9LA T4 WI8.U9° €PLATHEPT N9 @9 11,
avt@. }ILT) e PLIIMA::

G L hAOT7Tg ]

&G
+7

67



AAN ANA LRCACL
0 4C7 1 Addis Ababa University School of Pharmacy

Chcthd Ao DCE Ethical Review Board

1 : :

it Pocember 31, 2014
IEE eRp/sOR/a2/12/2014
Wil M A

To:  Netsanet Bantayehu
School of Pharmacy

Subject: Ethical Clearance

It s to be recalled thit you submitted o study proposal entitled, “Assessmaent of Over-The
Counter Utilization of Topical Corticosteralds: A Crosssectional Facllity Level Study in Addis
Alaba * for ethical approval by the Scheal's Fthical Review Board (ERB). The Board thoroughly
reviewed the proposal based on s operational gindelines and Tound it 1o tultill all ethical
regquiremuents stipulated in the puidelines, This is, therefore, to infarm you that the praposal is

ethically approved for Implementation.

With best n;&p;.'ﬂ'ﬂ:!,l;'”h O i,

(o, B\

|

o/
Secretary, LRB %

M x| |
Esubplew Adugna (BPharm, iﬂy
&Y
*

Ay !
Hnt

o P Lk ahif LAY
B ooraeor iz [ ey hax: D02 11) 1550 Ciible: AAUMIY
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