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Abstract

Background: Breast cancer is certainly the most common form of cancer among women in
Ethiopia. For a long time the focus has been on clinical management of cancer but nowadays
Quiality of Life is emerging as an important healthcoate which requires to be incorporated

in the holistic management of patients. Breast cancer is becoming a major health problem in
many developing countries such as Ethiopia. Even though the burden of breast cancer is
increasing, there are no studies cartdd in Ethiopia that have investigated QoL among

breast cancer survivors.

Objective: The purpose of this study was to assess the quality of life of Ethiomarem
with breast cancer who wepatients at Tikur Anbassa Specialized Hospital, Addis Ababa,

Ethiopia.

Methods: This study was an institutional based cresstional research conducted on 250
breast cancer patients from June to August, 2016. The Amharic version of European
organization for research and treatment of cancer QoL questionnaire<CQLQQuality of

Life QuestionnaireCancer 30) and QL@R23 (Quality of Life Questionnairddreast Cancer

23) were used to measure the quality of life. The data entered to EpiData 3.0 and then
exported cleaned and analyzed using SPSS 20 version softwdtipldvand binary logistic
analysis was performed to examine the association between independent variables on QoL.
Furthermore, analysis of variance (ANOVAs) anted$t was performed to examine the
relationship between independent variables and functiandl symptom scales of both

guestionnaires. Informed consent was obtained from the participants of the study.

Results: Overall, the results of this study are based on 250 respondamtthe EORTE
QLQ-C30, participants scored low quality of life (Mean FH2SD = 26.0). Functional scale
scores ranged from a mean of 52.6 (SD=42.6) for role functioning to a mea#.lof
(SD=28.59) for social functioning even though the items discriminatory ability was shown to
be poor [ =0.32) Except for pain and appetitess all symptoms scales received scores
above 50 implying most of breast cancer patients were symptomatic. Like wises, among

QLQ-BR23 scales, the best score was observetutare perspective (mean 82.1, SD 30.3)
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which indicates that patients have hads worries about their future healMost of the
sociademographic variables, except theel of incomeand age of participants, did not show
significant association with QoL of the participants.

Conclusion: The quality of life among Ethiopian women tivibreast cancer is poor and
measures should be taken to improve this.
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1. INTRODUCTION

1.1. Background

Breast cancer is one of the most common health problems in the world. Annually, 1.3 million
women are diagnosed with breast cancer worldwidieh makes it the second most common
form of cancer next to lung cancer worldwidéichelle 2013. Different studies have shown

that the number of patients with breast cancer is rising shiarpgcent yearsBreast cancer

is the primary cause of death among women globally and it represents the most common
female malignancy in both developing and developed countiesson and Jatoi 2012
Cancer has become one of the major health problems in Africa. Similar to the
epidemiological transition, loincome and middléincome countries now face a canc
transition with infectiorrelated and preveable cancers and an increasepmviously less
common cancers, sues breast cancéKnaul 201). Cancer and some other communicable
diseases may overtake some infectious diseases as a leading cause of death by the year 2030
in the African region(WHO 2015. Currently breast cancer is the ntocsommon cancer in

Africa (Parkin et al. 2014 Moreover; it is reported to be the leading cause of cancer death in
Africa (Parkin et al. 2014

Ethiopia is one of the developing countries, which is a home to a growing population of more
than 84 million peopléWoldeamanuel, Girma, and Teklu 201Annually, around 60,000

new cases of breast cancer are diagnosed in Eti{Mf#® 2015. The major obstacla the
country is the lack of trained health professionals such as oncologists and other health
professionalfWHO 2015. In 2006, oncology service started in an organized way at Tikur
Anbassa SpecialigeHospital, Addis AbahaEthiopia Tikur Anbassa Specialized Hospital is

the only natiors cancer referral center. This study will utilize this institution as a -cross
sectional study to assess QoL of patients with breast cancer. A study which was designed
assess the pattern of cancer from 12080 in Oncology center in Ethiopia showed that
breast cancer was about 26% of the cases, which makes it the second most common
malignancy in female next to gynecological malignancy (4{Pi@geneh et al. 20)5Due to

lack of awareness, breast cancer patients in Ethiopia often ignore lumps and usually seek
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treatmenonly when symptoms such as pain and itching occur which can be a reason to poor
prognosigWoldeamanuel, Girma, and Teklu 2Q13his in turn, can lead to a deterioration

of thequality of life of breast cancer patients.

The quality of life is a concept that came to focus after World War |l antethavebeen

many attempts dhe definition of the concegPoradzisz and Florczak 2013 he quality of

lifei s defined as dAindividual s’ p ext of thepctilture n o f
and value systems in which they live and in relation to their goals, expectations, standards
and c o (WHE®r2018. dhe general welbeing of individuals and societies has being
eval uated by t he(Heydarnejad, Blagsargpour, tng Saafi J0EBtudfes 6
conducted onthe quality of life in breast cancer patientsade a hge contribution to
improving breast cancer caf®lontazeri 2008 Therefore, this research endeavors to bring
insights on QoL of breast cancer patients at Tikur Anbassa Specialized Hosdda,

Ababa, Ethiopia.

1.2. Problem Statement

Breast cancer is the second most prevalent cancer in African women next to cervical cancer
(Obrist et al. 201 Despite the rise in the prevalence of breast catlvesurvival rate of

clients with breast cancer in most dieyeed countries has been increasing recently which is
believed to be due to earlier detection and improved treatfBzehmer et al. 2032
However, the survival rate of clients with bregancer in most low and middiecome
countries are still relatively lonf{Omotara et al. 20)2About twothirds of the annual cancer
mortality and more than 50% of all new cancers worldwide happen in low income and
middle-incomecountries(Knaul 201). The incurable naturef breast cancer along with its
reoccurrence causes psychological distress to clients than the diagnosis of primary breast
cancer that in turn affects the quality of life of thgmtientqPerry, Kowalski, and Chang

2007, Grabsch et al. 2006

During the search of literaturéhere is only asingle published study in Ethiopia which

encompasses QoL of cancer patigfitadele 201h The study used a quality of life scale
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which was not specifically designed for breast cancer survivors but for meathaoeglity

of life in all cancer patients. Even though breast cancer is among the leading causes of
morbidity and mortality among womenp report has been published that measures QoL
specific to breast cancer patients in Ethiopia. Therefore, this study is probably the first study
performed to measutbe QoL among Ethiopian breast cancer patients using the-BREZB

and QLQC30 instrumentMoreover, a better understanding of these variables may improve
the design and evaluation of interventions and the integration of quality of life assessment
during patient care.

1.3. Significance of the study

Studies suggest that QoL assessment is importandetect and treat physical or
psychological manifestations. A studyggests thattudies that asse€¥oL provide crucial
information about the impact of a disease and its treatment on physical, functionakusdcial
emotional welbeing to the patiestand health care provideiisesley 2002 The quality of

life measurements have become increasingly significant in different stidasly, the
measurements are becoming significant in various disciplines such as medicine, nursing,
sociology and psycholog{Salonen et al. 201).aThere has long been agreement among
clinicians and social scientists to use quality of life assessment to measure the outcome of
medical intervention(Bowling 1995. Survival prediction, response to treatment and
psychological morbidity screening in breast cancer clinical trials are being assessed by using

quality of life measurement too{Scott et al. 2008

It is evident that breast cancer patients experience physical symptamgswchological
distress which can negatively affect their quality of (fRerry, Kowalski, and Chang 2007

The main purposes of diffent cancer treatments are improving the quality of life of clients
either by cure or alleviating the adverse symptoms as much as possible (ibid). QoL
assessment tools help to identify tidfluence of a disease and its treatments on various
spheres of g of affected individual¢KuleszaBronczyk et al. 2014 Moreover, these tools

can be used to guide a clinician abouthaéent's illness, design preventive measures and to
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identify how certain tr ea (Parg,nKovelskmang Chayf f ec t
2007).

Since there isa scarcity of information about the quality of life and its associated factors
among breast cancer women in Ethiopia, this study aims to assess the quality of life of
Ethiopian women with breast cancer at Tikur Anbassa Spesdakiospital, Addis Ababa,
Ethiopia. This study can be used by poliogkers and it can guide further reseatch

improve QoL and treatment outcomes.

1.4 Literature review

1.4.1.Breast Cancer Morbidity and Mortality

Breast cancer is the most common guadincy which accounts almost 0.5 million deaths
annually in the worldBenson and Jatoi 20L2ver the pst three decades, the prevalence of
breast cancer has increased and its number has almost d@dmsdnand Jatoi 2012 The

risk of acquiring breast cancer increases as increased age and every woman in any age range

are at risk of breast cang@motara et al. 2032

Evidence suggest that as we compare it to the previous times, the survival rates for breast
cancer patients has improved over the dexadethe developed worlBenson and Jatoi
2012. Among women who had breast cancer only 35% would be aliter ten years ithe
1960s; howeverthis figure was changed to 77% by the fhBOs(Michelle 2013. In the
developed countriegarly detection through the use of various advanced tretiopéions

can be accredited for much of the recenprovement in outcome for women with breast
cancer(Shulman et al. 2030In comparison to other cancer types, breast caenen with

the presence of metastases has a long course of illness than other commonGealeerh

et al. 2008. The recognition of the incurable nature is of the disease with reoccurrence is
associated with greater distress fiaany clients than the diagnosis of primary car{Perry,
Kowalski, and Chang 200.7
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Despite a higher prevalence in wealthier countribe incidence of breast cancer is rising
steadily in less affluent societies. The countries thataradderate incidence rate in the past
such as Eastern Europe, South America, southern Africa and Asia or those countries that had
a low incidence rate inrsubSaharan Africa are now experiencing rapid increase in the
incidence(Benson and Jatoi 20L.2Vhen wdook at the rate of change of the breast cancer at
risk population of a typical African country, Nigeria, the size of theskt population is
increasing steeply than that of the developed country such as K@gaediran, Akarole
Anthony, and Adebamowo 2010Most African countries at this time hawoneshaped
population pyramids which reflect a high fertility rate. Therefore, the majority of citizens of
Africa are children and young adults and there are only small aging populations. When we
look at the prevalence of breast cancer in African diniceast cancer among young women
encompasses a higher proportion of the cases than among older women since African
population has a low median a@@gundiran, AkaroleAnthony, and Adebamowo 20L0n
contrast with older women, young breast cancer patients has a tendency to have clinically and
patholaically aggressive breast cancer with rapid progression and a higher mortality in any
population (ibid). Therefore, since African breast cancer patients tend to be young, the pattern
of breast cancer that presents to clinics are mostly aggresdivedlinical course which is
considered to have a high fatality rai@gundiran, AkaroleAnthony, and Adebamowo
2010. Ethiopia is one of the developing countries with a estmped population pyramid.
Ethiopia is one of the developing countries with a high prevalenbeeakt carcinomaext

to gynecologichmalignancy(Tigeneh et al. 2005 Moreover, the number of death due to

breast cancer is increasingtive country (ibid).

1.42.Qualityof | i fe of patientsd with breast cance

For this particular study QoL among breast cancer clients should be understood as the
perception of the clients about their physical, psychological, and social functioningifgllow

the diagnosis and treatment of the disease. QoL of patients with breast cancer is investigated
in different studies mainly in the developed countries; however, there is a knowledge gap

concerning the relationship between breast cancer and QoL oftpatiéfrica.

The influence of a disease and its treatments on various spheres of life of affected individuals
can be investigated by QoL scof&sleszaBronczyk et al. 20104 The EORTC QO€C30 is
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a tool that is currently being used to assess the quality of life of patients with cancer. This
tool has a possible mean range betwed@@® with the scores for global health stawhich

with high score represents better Qélaronson et al. 1993This tool incorporates different
items which investigate the different dimensions of QoL in cancer patients staictienal,
symptom,a global health status/QoL scale and different symptoms commonly reported by
cancer ptients. Moreover, breast canaetated symptoms are being investigatesingthe
QLQ-BR23 questionnaire in addition to the core questionnaire to assess the quality of life for
breast cancer patients.

Therefore, different studies conducted to as€®sl of patients with breast cancer by using
these toolIfEORTC QOQC30andQLQ-BR23)reported different scores of different scales.
According to theséools, a studyconducted in Iran showed a laylobal health status among

breast cancer patients which indicates low (8hfaee et al. 2008This means that those

breast cancer patients who were investigatedhienstudy had low QoL. Low global health

score is also reported among women with advanced breast cancer in-sectms®al study

conducted in Australi@Grabsch et al. 2006This implied that the study participants had low
QoL.

According toEORTC QOQC30, a high functional scale score represents a high/healthy level
of functioning (Aaronson et al. 1993 The best functional outcomes (high level of
functioning) were found for the cognitive and social functioningssales among breast
cancer patients who were admitted and treated in chemotherapy ward of Namazi hospital,
south of Iran(Safaee et al. 2008 However, the same study showed low emotional
functioning among the participants of the sti®afaee et al. 2008In addition to cancer
related symptoms, breast cancer patients exggrienceinacute side effect of the treatment
which can be emotionally distressing and debilitating which in turn may affect their QoL
(ibid). Different studies showthat clients with breast cancer can experience impaired body
image and sexual healtluelto changed anatomipss of function and poor cossis related

with breast cancer and its treatm@finamore 2008
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1.4.3. Factors associated it quality of life of patient's with breast cancer

Studies show that different factors can atte heath-related quality of life (HRQb) of

breast cancer survivo(Moro-Valdezate et al. 20)4A study conducted in Bahrain revealed

that lreast cancer patients who had high income, were premenopausal, were not married and
had no history of metastases teddo have better global healtated quality of lifgJassim

and Whitford 2013 Monthly family income less than 100 USD was associated with poor
social functioning among Nepalese breast cancer pafidatsandhar et al. 2@). Moreover,

the level of education, occupation, household income and type of health insurance were
significantly associated with QoL of Chinese breast cancer pai¢aiset al. 2015 Which

imply that social support and financiatiaan improve patients QolAn association between

level of employment and body image reported; as employed women with breast cancer in
Finland had a smaller risk of negative changes in body image than retired \(®at@men et

al. 2011&. Mean sexual functioning and sexual enjoyment scores were higher for women< 50
years old when compared to women >50 years old among UK breast cancer survivors
(Hopwood ¢ al. 2008.

Some studies showed that time after treatments has an association with QoL of breast cancer
patients. As reported by a study done in Swedieme since diagnosis tended to have an
association with HRQoL thus, breast cancer patients reporiproved HRQoL over time
(Larsson, Sandelin, and Forsberg 201®urthermore, a study done in Poland showed that
QoL among breast cancer patients surveyed one year after mastectomy turned out to be
significantly higher than in thosex@mined one month after surggiuleszaBronczyk et al.

2014). A study conducted in Bahrain showed thatast cancer patnts who were recently
diagnosed were more worried about their future, complained of more symptoms and more
upset by the loss of haidassim and Whitford 20).3

Some studies reviled that there is a significant association &ettype of treatments and
QoL in breast cancer patients. For exampde study conducted in Iraq describes this
association in which breast cancer patievit® took chemotherapy had medium impairment

of QoL regarding physical problems while those who took radiotherapy had bad effects on

their QoL (Alzabaidey 2012 However, Chinese breast cancer patients who received
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chemotherapy reported lower scores for @®hn et al. 2016 Among Indian breast cancer
patients those who had mastectomy habetter sexual funatning and sexual enjoyment as
compared to those who had breast conservation th€bagyashi et al. 200 On the other

hand, physical health was similar across mastectomy group compared to breast conservation
group among Indian breast cancer patiéDtsbashi et al. 20)0Distress due to hair loss was

seen to be significantly associated with chemotherapy, type of surgery a(tdopgeood et

al. 2008. More intense upset by hair loss was noted among breast cancer patients who were
recently diagnosed, divorced as opposed to single women and those who had intermediate
education in BahrainJassim and Whitford 20)3Jassim andNhitford (2013 further
reported that advanced staging, metastases and shorter time since diagnosis had a major effect
on QoL of breast cancer patients. The evidence above shows that QoL of breast cancer
patients researched in different parts of the world produced different results. Several factors
have been identified, therefore, it would be interesting to investigatstueiation between

the experience of breast cancer, sat@onographic characteristics and QoL among Ethiopian

women with breast cancer.

Page8



2.0OBJECTIVE

2.1. General Objective

The purpose of this study wé&s assess the quality of life of Ethiap women with breast
cancer who werpatients at Tikur Anbassa Specialized Hospital, Addis Ababa, Ethiopia.
2.2. Specific Objectives

1. To describeghequality of life of Ethiopian women with breast can@rTikur Anbassa

SpecializedHospital.

2.To asgss the association between satgonographic charaetistics and quality of life of

Ethiopian womermwith breast cancer.

3. To assess the association between type of treatment and qualityobBtf@opian women

with breast cancer

4.To assess the agsation between duration of treatment and quality ofdif&thiopian

women with breast cancer

Research Questions

The following researchugstion will be addressed in thagidy.
What is the association between the experience of breast cancerdemcgaphic

characteristics and QoL among Ethiopian women with breast cancer?
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3. METHOD OF DATA ANALYSIS

3.1. Questionnaires

3.1.1. Sociedemographicand clinical Characteristics

The questionnaire included soaiemographic characteristics such as agedars) marital
status, educational status, occupation and moirtbyme(in birr). Moreover, it includes the
clinical characteristics such as time since diagnosis and type of therapy they have taken.

3.1.2.Quality of life

In addition to a questionnaircontaining sdo-demographic characteristics atype and
duration of treatment, the European Organization for Research and Treatment of Cancer
(EORTC) version 3.0 of QL&30 questionnaire was used to exaathe QoL Moreover,

QoL breast cancer specifieersion (EORTC QLEBR23) questionnaire was used to assess
breast cancer speifpredictors of QoL Therefore, the total of 60 items were incorporated in

the questionnaire which includes the Q30 (30 items), EORTC QLBR23 (23 items)

and sociedemografic characteristics, type and duration of treatment (7 items) questions.

The data was collected using the Amharic versioB@RTCQLQ-C30 and EORTC QLQ

BR23 questionnaire in additio to the basic background sodemographicand clinical
characteristicgjuestions. The EORTC is an organization that hastafsa standardized
questiomrs targeted to assess th@oL of cancer patients in general and different
supplementary modules targeted for specific cancer types such as breast cancer
(WHOQOLGROUP 1998 The QLQC30 is the main questionnairehigh is aimed to
address healtrelated quality of life of cancer patients in general. It incorporates 30 items
among which are nine muliem scales: five functional scales (Physical, Role, Cognitive,
Emotional and Social Functioning); three symptom scales (Fatigue,aifdirNausea or
Vomiting), a global health status / QoL scale, and a number of single items assessing

additional symptoms commonly reported by cancer patients (dyspnoea, loss of appetite,

PagelO



insomnia, constipation and diarrhoea) and perceived financial inopadbe diseaséWhile

the QLQBR23, which assesses the quality of life for breast cancer patients, has 23 items
assessing disease symptoms, side effects of treatment (surgery, chemotherapy, radiotherapy
and hormonal treatment), body image, sexual funcigm@nd future perspective to predict

the pecific breast cancer related Qeoredictors(Aaronson et al. 1993 Therefore, the 53
guestions from EORTC (3§uestionQLQ-C30 and 23juestionNLQ-BR23) in addition to

the 7 sociedemographi@and clinical characteristiaguestions were used to collect data from

the study participants in this study.

The participard of the studyequestedo select only one answémom ( & &Not at all,2- A

little, 3- Quite a bit or4- Ve r y  mtorcthe @irét 28 questions and they were asked to select

one between the range from 1 (which means Very poor) to 7 (Excellent) IOREEQLQ

C30 itemsglobal health status question&/hen it comes to EORTC QLBR23 questions,

the participants r eqgue §Notdalll-A little, 8IQated bitornl y o n
4Very muchoé6) for each question

3.2 Scoring procedure (Statstical analysis)

A supplemental scoring manual is provided with the questionnaire which was followed in the
analysis.The QLQC30 is composed of both multem scales and singleem measures.
These include five functional scales, three symptom scatgebal health status / QoL scale,
and six single items. Each of the mutém scales includes a different set of iterm® item
occurs in more than one scale. All of the scales and sitegiemeasures range in score from

0 to100.Range is the differencketween the maximum possible value of Raw ScR&

and the minimum possible value. The QB30 has been designed so that all items in any
scale take the same range of values. Therefore, the range of RS equals the range of the item
values. Most items arscored 1 to 4, giving range = 3. The exceptions are the items
contributing to the global health status / QoL, which ag@int questions with range = 6
(Aaronson et al. 1993
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A high scale score represents a higher response level. Thus a
a High score for a functional scaleepresents a high / healthy level of functioning
a High score for the global hedh status / QoL represents a high QoL, but
a A high score for a symptom scale / itemepresents a high level of symptomatology /
problems.
The principle for scoring these scales is the same in all cases:
1. Estimate the average of the items that contributee scale; this is the raw score.

2. Use a linear transformation to standardize the raw score, so that scores range from 0
to 100; a higher score represents a higher ("better”) level of functioning, or a higher

("worse") level of symptoms.

In practical tems, if items 11, 12, ... In are included in a scale, the procedure is as follows:
Raw score

Calculate the raw score
Raw Score=RS=(I1+12+...+1In)/n

Linear transformation
Apply the linear transformation tc 100 to obtain the score S,

Functcnal scal RS)PI0= {171 (

Range
Symptom scales / items: S = {(RS 11)/range} *
Gl obal health status / QolL: S = { (RS 1T 1)/ r a

Range is the difference between the maximum possible value of RS and the minimum
possible valueThe QLQC30 has been designed so that all items in any scale take the same
range of values. Therefore, the range of RS equals the range of the item values. Most items
are scored 1 to 4, giving range = 3. The exceptions are the items contributing tobtle glo

health status / QoL, which areppint questions with range =(8aronson et al. 1993
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Similar quesions were analyzed together for both questionnaires as presented in the tables 1

and 2 below.

Table 1 Scoring of items in EORTC QLQ-C30 V3with their analysis categories

Analysis Category Scale Number Item range Question numbers

of items analyzed together

Global health status/QoL
Global health status/QoL QL 2 6 29,30

Functional scales

Physical functioning PF 5 3 1to5
Role functioning RF 2 3 6 and 7
Emotional functioning EF 4 3 211024
Cognitive functioning CF 2 3 20and 25
Social functioning SF 3 3 26 and 27
Symptom scales/items

Fatigue FA 3 3 10,12 and 18
Nausea and Vomiting NV 2 3 14 and 15
Pain PA 2 3 9 and 19
Dyspnea DY 1 3 8
Insomnia SL 1 3 11
Appetite loss AP 1 3 13
Constipation CO 1 3 16
Diarrhea DI 1 3 17
Financial difficulties Fl 1 3 28

* [tem range is the difference between the possible maximum and the minimum response to

individual items; most items take values from 1 to 4, giving range = 3
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Table 2: Scoring of tems in EORTC QLQ-BR23 with their analysis categories

Scale name Number of items Item range* QLQ-BR23 item number

Functional scales

Body image BRBI 4 3 9-12
Sexual functioning BRSEF 2 3 14,15
Sexual enjoyme#nt BRSEE 1 3 16
Future perspective BRFU 1 3 13
Symptom scales / items

Systemic therapy sid BRST 7 3 1-4,6,7,8
effects

Breast symptoms BRBS 4 3 20-23
Arm symptoms BRAS 3 3 17,18,19
Upset by hair loss BRHL 1 3 5
Remarks

1. Sexual enjoyment (BRSEE) is not applicable ifitem 15issddredot at al | . 0O

2. Upset by hair |l oss (BRHL) is not applicab
* iltem rangeo is the difference between the
individual items.

A ltems for the scales maekedmlclad ei sSchhe £1d) |
use the same algebraic equation as for symptom scales; however, the Body Image scale uses

the algebraiequation for functioning scal¢éaronson et al. 1993

In this study the raw scores for both EORTC QLCBO and EORTC QLEBR23 were
transformed to scores ranging from 0 to 100. There are no clear threshold levels steted in
search of literatures and in the scoring manuals for the EORTCGCA0and EORTC QL

BR23 scales to indicate the threshold scores that are likely to mean significant impairment.
Therefore, in this study, after transformation of each domaiwas diclotomized into
AAffectedraeoamandda@ No tn whithfaescotedelow &3 (abave 75 . I
meanno problem at all) for functional and QoL scales which indicate affected domain at any

degreeare used as affectedc@es above 2Eean(below 25 indicates no symptom at all)
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which indicate there was a problem at any degrees have been used as affected for symptom

scales.

3.3 Statistical analysis

The data was entered into EpiData 3.0 and then exported to the Statistical Package for Social
Sciences (SPS version 20.0 for furthaerleaning and analysis. Befoa@alyzing the surveys,

responses were reverse coded as appropriate. Simple descriptive statistics such as
frequencies, means, and standard devia{i8Dy were calculated as appropriate. The interna
consistency of the questionnaires was assess

ofthemultii t em scales based on the recommendati on

Missing values were treated according to the scoring manual, which allows up to 50%
missing olservations per score. This means that the patient had to answer at least half of the
items on the scale. In addition, the singéan measures were transformed into the same
percentile scale. The transformation from raw score to percentile scale all@vaditiior to

runamore sophisticated analysis of the data.

Mean scores and mean differences of EORQCQ-C30 and EORTEQLQ-BR23 were
calculated. After Qb, symptom and functional scales haveen dichotomized bivariate and
multivariate logistic regressin analyses were used to explore the association between age,
marital status, educational status, average montidgme,type of anticancer treatment,

time since diagnosiand Qd andthe possible association between fuootl and symptom

scales with Qb. Crude and adjusted odds ratio (COR and AOR) at 95% level of confidence
were calculatedOne way analysis of variang@NOVA) was performed to see if there were

a significant mean difference between thé#felent scale groups and soaiemayraphic
variades which includeage, marital status, income, educational status and occupation and
time since diagnosisand type of antcancer treatmentwas included from clinical
characteristicsFor those scales with more than one item, the internal consistencyg of th
instrument was assessed by calculating the
Cronbach's alpha (U > 0.7) generally shows r

(U < 0.7) may indicate questionable internal
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4. MATERIAL AND METHODOLOGY

4.1 Study Area and Period

This study was conducted at Tikur Anbassa Specialized Referral Ho$pA&RH)
oncology unit from JuneAugust 2016.

Tiruk Anbassa SpecializeReferral Hospital is government ownearbe referral teaching
hospital, located in Kirkos sweity under the administration of Addis Ababa University,
College of Health sciences. Addis Ababadscapital city ofEthiopia. The hospital has been

i naugurated by the titl e AP MemorakeHodfa loonnen
3/11/1973 and merged with tpancess Tsehay memorial Hospitad 24/5/1975 by the name

of Tikur Anbassa Hospital.

The oncology centeat the Hospitals the only referral centeén the country. The hospital has

600 bed, of which 18 are allocatl tocancer treatment. Of the 201 physicians at the hospital,

only two are hematologists, four are medical oncologists, four are radiotherapists, two are
surgical oncologists, and one is a pediatric oncologist. Three palliative pain specialists also
workat the hospital. Only 26 of the Black Lio
The hospital has one CT scanner and one MRI scanner. In 2010, more than 260 000 patients

in total were treated in the hospital, including more than 2000 adults andtinaore200

children with cancer. Treatments afe at the Black Lion Hospital cancer cenisslude

anti-cancer drugs, surgery, and radiothergppldeamanuel, Girma, and Teklu 2013

The Tele Therapy (commonly known as radiotherapy) center whidbcated and part of
Tikur Anbassa Hospital The hospitals the only institution which provides radiotherapy in
Ethiopia The radiotherapy center is opened in 1997 and & jsint project between the
Ethiopian government and the International Atomic Energy Agency (IAEA). In its first four
years, the facility hasreated 1,300 patients, with the number of patients growing steadily.
Though a complete and recent data is not available, 2008 there isarecord oftreatment

provisionfor 11,983 patients who came from all regions in the country.

Pagel6



4.2.Study Desgn

Institution based crossectional research design was employed in this study.

4.3. Source and Study Population

All breast cancer patients being evaluated tagated at theutpatient in oncology units were
considered s.a source populatioifhose brast cancer patients visiting the hospital and being
evaluated or treated at the units from JAwgust/2016 and who met the eligibility criteria

wereinvited & a study population.

4.4. Inclusion and Exclusion criteria

4.4.1.Inclusion criteria
All out-pdient female breast cancer patients whasited the hospital during thelata

collection period were eligible for participatiomthe study.

4.4.2Exclusion criterion
Mentally incompetent patients, male breast cancer patients and other cancer patients (ot

than breast cancer) weegcluded from the study.

4.5. Sampling

4.5.1. Sample size
The data was collected from JuAegust 2016 from all the breast cancer patients who

fulfill edthe inclusion criteriaConvenience sampling method was usdtkerefore 250 breast
cancer patients who visited the hospital during the data collection period, whedHid

criteria and were willing to participate in the study, were included

4.6 Study Variables

4.6.1. Dependent variables
i Quiality of life
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4.6.2. Indeperdent variables
1 Sociodemographic characteristics such as @ygears), marital status, educational

statusoccupatiorand average monthly inconfi@ birr)

1 Clinical characteristics such as duration of time since diagnosis and type of

anticancer treatment

4.7 Data collection

The data were collected through an interview with participants in a private meeting room at
TASRH oncology unit. Patients who fulfilled the criteria were interviewed in the study. Each
participant was individually interviewed after daming the purpose of the study and

obtaining an informed consent for participation in the study.

4.8 Data Quality Management

The questionnaire was piloted 88 female breast cancer patients who wibegible in the
same hospital befottbe study pedd to identify the clarity and applicability of the tools, and

to provide feedback about the questionnaire and standardize the data collection approach.

4.9 Ethical considerations

This study was conducted through a direct intevwvad breast cancer patits. herefore,
ethical issues were considered in collecting, amadyand reporting of the datRermission
letters were obtained from EORTC research group to use questionnaifékandnbassa
specialized referral hospitab collect the dataThe nuses and doctors at the oncology
department were informed about the objective of the study and requested to inform the
patients about the study and ask them if they were willing to participate. All participants gave
an informed consent before they meet theta collector for an interview. For those
participants who could not read and wyibeal consent was asked and givearthermore,

the data collector reatthe information letter to those who could read if they wdibefore

they signed the informed comgeEthical clearance and professal approval was obtained
from Regionale Komiteer for Medisinskog Helsefaglig Forskningsetikk (REK) and
Institutional review board (IRB) of the College of Health Sciences of Addis Ababa

University.
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4.10 Disseminationof Results

The result of this study will be submitted @slo and Akershus University College of
Applied Sciences and TASRH addis Ababa University, College of Health Sciences and
the copies will be given to TASRH oncology unit. The findings will alsatbempted to be

publishedn local or international journsbnd presetations atscientific conferences.
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5. RESULTS

The results of this research webased on 250 participants of the study who successfully

completed the interview.

5.1. Sociedemographic Characteristics

The participants mean age was 45.51 + 11.18 years (Mean + SD). Most of the participants

were married 16064.4%) followed by divorced 3@5.6%). The majority ofhe respondents
173(69.2%) hadcompleted some level obfmal education while the rest 77 (30.8%) of the

respondent s

didnot

attended

f or mal

educati

were housewivesThe remaining participant had some sort of income souncky. 87.6%o0f

the respondent earnedorethan >701 ETHEthiopian Birr) (Table 3 below summarizes the

socio demographicharacteristics of respondents)

Table 3 Sociedemographic characteristics of breast cancer patients at TASRH, Jurie
September 2016, Addis Ababa, Ethioja

Variable Frequency | Percent
N = 250
Age in completed year (Meard5.51+ SD11.18
<40 102 40.8
40-49 53 21.2
50-59 63 25.2
>=60 32 12.8
Marital Status
Never married 22 8.8
Married 160 64.0
Widowed 29 11.6
Divorced 39 15.6
Educational level
No formal education 77 30.8
<=6" grade 43 17.2
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7" to 9" grade 33 13.2
10" to 12" grade 31 12.4
12" grade and above | 66 26.4
Occupation

Housewife 142 56.8
Government employee| 57 22.8
Merchant 26 10.4
Other* 25 10.0

Average monthly income InETB

No income 75 30.0
<320 41 16.4
320700 40 16.0
>701 94 37.6

*Retired, student, farming, private employee

5.2 Clinical characteristics

The study participants were diagnosed with breast cancer and were under treatment for a
period of time rangindgrom less than 12 months up to more than or equal to 60 mdritas.

mean length of time since the diagnosis of breast cancer was 40.7 months (3,4Mears)
40.7+SD 33.9; range 3 to 216 months) and 5 years elapsed since the first diagnosis of breast
cancer among 23.6% of respondeniost of the participants (96.8%) received treatment in

the form of chemotherapy alone @m combination with other forms of treatment such as
surgery, radiotherapy, or hormonally therap. The majority of the participant4%{p2
received combination treatment of chemotherapy with surg@igures 1 and P
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Time since diagnosis

B <12 months

B | 3-24 months
m25-36 months
® 37-59 months

m >=00months

Figure 1 Duration of disease diagnosis (time since diagnosis) of breast cancer patients at
TASRH, Junei September 2016, Addis Ababa, Ethiopia

2. Type of anti cancer treatment
140 (52.4%)
120
100 60
80 (24%)
60
40 17 10 17 15
20 (6.8%) (4%) (6.8%) (6%)
o Il | == I W
B Type of anti cancer treatment
A QA QA & N ©
B & 3 & 8)
& O o N
& 2 ° N
o o 20 >
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&

® Combination of Chemotherapy, Radiotherapy, Surgery and Hormonal therapy

¢ Surgery only(1),Hormonal therapy only(5),Chemo and Radiotherapy (7),Radio therapy and
surgery(1) and surgery and hormonal therapy(1)
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Figure 2 Type of anti-cancer treatment among breast cancer patients at TASRH, Jurie
September 2016, Addis Ababa, Ethiopia

5.3.Quiality of life among Ethiopian breast cancer patients

The participants scored global health status/QOL scalth a (Mean =52.5; SD = 26)0
Functional scale scores ranged from a mean of (&&42.6) for role functioning to a mean

of 74.1(SD=28.59) for social functioning even though the items discriminatory ability was
shown to be poorl{ = O (Tabl2 %) Except for paifmean 46.0andappetite los§mean
17.9)all the otheisymptom scalescoral abovethemean of 50

On the other hand, in the QLBR23 functioning scales/itemghe best score was observed
for future perspective (mean 82.£SD 30.3) Patients also had low mean score20.0 for
sexual functiomg. When it comes to theymptom scalegshe breast symptomsvere fairly
high with a meanscore of 59.2(table 4 below summarizes the meatore, SD and

Cronbachodos al pha)

Table 4: Means, standard deviatiims ( SD) and Cronbachés Al pha

C30 and QLQ-BR23 Scales Variables

Scale | Scales Mean +SD Cronbach's alpha
QOL | Global health status /QOL 52.5+26.0 0.81
ol Functional scales
(_?I Physical functioning 62.3+34.2 0.91
E Role functioning 52.6+42.6 0.94
8 Emotional functioning 56.2+30.9 0.78
Cognitive functioning 61.8+33.2 0.60
Social functioning 74.1+28.5 0.32

Symptom scales

Fatigue 50.0£27.6 0.51
Nausea and vomiting 55.7+383 0.87
Pain 46.0+31.9 0.40
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Dyspnea 57.1+41.5 NA
Insomnia 53.542.1 NA
Appetite loss 17.9:30.3 NA
Constipation 62.5:35.7 NA
Diarrhea 62.935.9 NA
Financial difficulties 80.8:30.0 NA
Functional scales
Body image 45.3+34.2 0.82
Sexual functioning 29.0£26.2 0.1
0 Sexual enjoyment 51.3+26.4 NA
o Future perspective 82.1+30.3 NA
9I’ Symptom scales / items
< Systemic therapy side effects 34.6£29.7 0.89
Breast Symptoms 59.2429.4 0.77
Arm Symptoms 33.6+28.3 0.63
Upset by Hair Loss 28.8£33.0 NA

NA: Not applicablgReliability analysis is not applicable for a single item scales)

5.4Mean differencesbetween Sociedemographic and clinical variables with EORTC
QLQ-C30 function scale

There was no gnificant mean difference across the age group, marital status, educational
status, duration of disease and type of therapy with QOL score and all functionaidtaies
measured with ANOVA However, there was significant mean difference with monthly
income in which lhose who were earning 3200 ETB scored the lowest mean (poorest
functioning) on physical andmotional functioning {Table 5 summarizescomparison

between Sockalemographic and clinical variable an@ETC QLQ-C30 functional scales)
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Table 5: Mean differencesbetween Sociedemographic variable and EORTG QLQ-C30 functioning scales

Variable QOL PF RF EF CF SF
(Mean+SD) (Mean+SD) (MeanSD) (MeanSD) (MeantSD) (MeantSD)
Age in completed year
<40 50.3t26.7 61.6:35.8 53.6:44.4 55.3:31.0 61.4:34.1 73.2:30.0
40-49 53.3:23.6 68.4:29.6 58.8:42.9 52.732.3 61.3:33.6 70.8:29.6
50-59 53.728.2 56.1+35.0 49.2+39.2 58.730.3 63.2+33.2 75.4:26.6
>=60 55.723.1 66.3:35.0 45.8:42.8 59.6:29.9 60.9:30.7 79.7%25.7
P 0.709 0.236 0.498 0.663 0.984 0.536
Marital status
Single 48.5+25.8 56.726.7 41.7+40.4 45.8:30.6 64.4:22.6 68.9:31.8
Married 51.6:26.5 62.0:36.1 53.3:43.9 57.3:31.3 59.5+34.9 72.729.0
Widowed 53.724.2 63.0:35.3 56.3t43.3 58.9:32.5 67.2:32.6 82.2+25.2
Divorced 57.5:25.6 65.8:29.0 53.0:37.8 55.1+27.6 65.8:31.5 76.5:26.1
P 0.533 0.796 0.634 0.398 0.522 0.295
Educational level
No education 52.6:23.8 60.8:33.7 50.9:41.0 54.5+31.0 59.5+32.8 76.0:27.0
<=6" grade 57.2:25.9 67.3:33.9 60.9:42.4 63.4:29.3 69.4:31.3 81.0:28.3
7"to 9" 48.0:32.9 63.0:34.6 51.5:44.4 49.7432.6 59.1+35.6 67.2:29.3
10"to 12" 47.3:24.1 56.6:35.4 43.0:42.3 51.9:29.6 61.3:34.0 68.3t33.7
12" & above 54.0:25.5 63.0:34.6 54.3t43.9 58.6:31.1 61.1+33.5 73.5:26.8
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P 0.428 0.741 0.490 0.290 0.585 0.189
Occupation

Housewife 54.3t25.5 63.4:33.7 53.1+42.6 56.4+32.3 62.8:33.1 75.8:27.8
GovOot emp[51.5:252 60.6:36.0 48.5+44.0 55.6+30.8 60.8:34.9 70.2:31.0
Merchant 52.9t29.1 63.1+34.5 67.9441.1 62.8:27.4 66.0t31.8 80.8t23.9
Othef 44.0:26.8 58.9+33.5 43.3t38.5 49.3t25.8 54.0t32. 66.0t29.8
P 0.324 0.911 0.165 0.484 0.579 0.169
Average monthly income in ETB

No income 56.6t25.5 67.433.4 53.6t43.5 57.8t32.4 62.7433.9 74.9:29.3
<320 55.1424.4 69.8:29.8 52.8t41.3 58.9+26.7 69.5:29.6 77.6:30.2
320700 43.5:28.8 50.3t33.7* 45.8t43.2 41.+31.7* 50.0t33.8 70.8:26.9
>700 52.0t25.3 59.A435.5 54.6t42.5 59.8t29.6 62.8:33.1 73.2:28.0
P 0.070 0.025 0.741 0.013 0.059 0.730
Duration of diseasel(me since diagnosis in months)

<12 49.6:26.4 56.2+35.4 52.3t43.0 56.5:31.0 57.2+33.2 73.3t28.1
13-24 53.1+27.7 63.8:34.4 54.1+41.7 53.9+31.1 63.2:30.9 78.6:27.0
25-36 58.1+20.3 71.6:28.1 52.0t41.6 62.3t28.5 62.3t30.8 74.5:28.5
37-59 51.5:27.4 59.3t34.2 48.+42.1 56.0t29.0 64.1+33.2 73.9:25.9
>=60 52.5:26.2 64.2+35.3 54.5t44.9 54.4+33.5 63.8:36.9 70.6:32.1
P 0.654 0.273 0.972 0.774 0.780 0.690

Type of Therapy
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Chemotherapy 46.1+20.6 47.5:38.4 41.2+40.0 57.4+30.2 61.8t34.7 72.532.8
Cand S 52.4+26.8 62.9+33.8 53.8t41.6 58.4+31.4 61.5:33.2 72.4:30.1
CSR 57.4+25.3 66.8:31.8 55.8:43.4 54.6+29.2 67.5:32.4 78.9:24.9
CSH 49.2+14.4 65.3t36.1 61.443.1 50.8t35.2 55.0t29.4 80.0t21.9
Al ° 54.9+30.2 67.8:33.6 53.9+47.7 64.74#26.1 63.7#36.0 66.7#29.5
Other® 41.1+26.1 47.1+37.7 34.4:44.3 35.6:30.9 44.4+31.9 75.6:25.9
P 0.276 0.168 0.434 0.101 0.273 0.576

PF=Physical Functionindgole functioning=RFEmotional functioning=EF, Cognitive functioning = CF, Social functioning=SF,Clsemo
therapy and surger;SR= Chemo therapiRadio therapy and sunge CSH= Chemo therapgurgery and hormonal therapy

*The mean difference is significant at the 0.05 level down the group, according to Tukey HSD Post hoc test
&Farming, retired, student
P Combination of Chemotherapy, Radiotherapy, Surgery and Hormonal therapy

¢ Surgery ory (1),Hormonal therapy only(5),Chemo and Radiotherapy (7),Radio therapy and surgery(1) and surgery and hormonal therapy(1)

Page27



5.5.Mean differencesbetween Sociedemographic and clinical variables with EORTG QLQ-C30 symptom scales

During the analysis of AN®QA for the symptom scales, significant mean difference was observedooribtigue symptom scale among the

educational statugroups,in which those breast cancer patients who were below the sixth grade were less {atigestithe lowest mean).

Howeve, none ofthe otherclinical variables were shown to have significant mean differemith all EORTCC30 QOL scoresT@able 6

summarizegomparisorbetween Soctaemographic and clinical variable an@ETG QLQ-C30 functional scales)

Table 6: Mean differencesbetween Sociedemographic and clinical variables with EORTG QLQ-C30 symptom scales

Variable Fatigue NV Pain Dyspnea Insomnia | Appetite loss| Constipation | Diarrhea | Fl

Age in completed year

<40 51.2£27.3 58.3t37.9 | 48.4:321 56.2+t41.2 52.9+42.3 | 19.931.6 63.A37.6 64.436.9 | 82.4t29.6
40-49 50.9+27.9 57.2+37.3 | 48.1+31.5 62.9+40.6 56.0t42.3 | 20.1+32.3 61.0+33.8 62.3t34.0 | 82.4t26.6
50-59 48.7+26.9 52.6t39.5 |41.3t33.3 54.0t43.8 51.9+42.7 | 13.2£27.8 66.7A31.7 64.0:34.0 | 79.9t31.4
>=60 46.930.2 50.5£39.4 | 44.3t29.5 56.3t40.1 54.2¢42.1 | 16.#28.1 53.1+39.6 56.3t40.1 | 75.0t33.9
P 0.849 0.672 0.521 0.695 0.960 0.516 0.352 0.700 0.644
Marital Status

Single 55.6+24.2 53.0+38.0 | 44.#20.8 60.6:35.1 59.1+37.0 | 19.A435.1 68.2+30.0 66.7+30.9 | 84.8t24.6
Married 50.3t27.5 57.4:39.9 | 48.8:32.7 57.3t43.1 53.3t42.5 | 18.3t30.6 63.3t37.2 64.4:37.2 | 82.9:29.0
Widowed 46.4+31.7 52.9+33.9 | 41.4t31.7 54.0t41.2 57.543.5 | 17.2£30.4 52.9t36.2 55.2+37.0 | 65.531.5
Divorced 48.1+26.9 52.1+35.5 | 38.9+33.6 56.4+39.1 47.9%43.1 | 15.427.4 63.2t31.3 60.A432.3 | 81.233.2
P 0.664 0.823 0.289 0.955 0.721 0.943 0.430 0.574 0.032
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Educational level

No education | 51.9:27.9 57.1+35.5 | 49.4t31.9 61.0t39.1 56.3t40.6 | 21.6t31.0 63.6t34.3 61.9:34.5 | 79.#32.1
<=6" grade 35.7+25.3* 46.5+43.1 | 35.436.8 45.t44.2 39.5:43.8 | 11.6t24.0 55.0t39.8 54.3t41.8 | 78.3t29.0
7" to 9" 56.6+24.0 53.5:37.0 | 48.5:30.4 60.6:42.0 51.5:44.9 | 15.230.2 69.A33.7 72.A432.8 | 79.8:33.3
10"to 12" 54.5+26.8 64.536.2 |51.1426.9 |55.9:42.5 |49.542.1 |20.4:31.8 |71.0:37.3 74.2¢35.2 | 86.0:29.5
12" & above |51.5:28.3 56.8t39.5 | 45.2£30.8 59.1+41.3 62.1+40.0 | 17.#32.7 58.6t34.1 59.6:33.8 | 81.8t26.9
P 0.004 0.357 0.172 0.310 0.084 0.480 0.211 0.069 0.834
Occupation

Housewife 48.9+27.6 | 57.4£38.5 | 46.7432.0 58.7+41.4 52.8t42.8 | 16.2£29.1 60.1+37.3 61.7437.9 |81.0t30.3
GovOot enb4.0t29.4 |55.39.3 |45.0:32.6 57.9+41.6 56.A42.7 | 21.6t354 65.5+32.7 65.5:32.7 | 86.0t24.4
Merchant 43.2¢26.2 | 42.9%38.1 | 39.1+30.2 42.3:42.7 47.441.3 | 20.529.9 61.5:36.1 57.7430.6 | 71.8t34.9
Othef 53.8t23.9 | 60.A34.0 |51.3t32.2 61.3t39.3 56.0t39.3 | 16.0t25.7 70.A32.4 69.3t37.2 | 77.3t32.9
P 0.324 0.309 0.568 0.285 0.804 0.661 0.500 0.618 0.223
Average monthly income in ETB

Noincome | 47.1£28.2 50.7438.6 | 46.9t34.0 56.4+43.8 51.6t44.6 | 15.6t29.2 60.9t37.3 59.6:38.1 | 84.9+27.6
<320 47.4+23.4 61.4t37.9 | 37.8t26.4 52.0t39.5 46.3+41.4 | 14.6t26.9 56.1+33.7 60.2:33.5 | 75.6t33.4
320-700 55.0t29.2 62.9+34.1 | 56.#31.3 65.0t39.2 55.8t40.2 | 20.Gt30.0 70.0t38.3 69.2:40.2 | 76.#33.1
>701 51.2+28.0 54.1+39.7 | 44.3t31.9 56.4t41.5 57.1241.4 | 20.2£32.9 63.5:33.9 64.2+33.2 | 81.6:28.8
P 0.448 0.286 0.057 0.552 0.544 0.648 0.348 0.529 0.329
Duration of disease( Time since diagnosis in months)

<12 50.1+26.9 57.2+37.4 | 48.5t28.8 | 58.5t39.5 52.3t40.0 | 23.1+33.3 65.1+35.6 64.1+35.5 | 82.6t27.7
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13-24 50.A26.4 55.A438.1 |49.1+32.1 59.A#41.0 58.5+42.3 | 11.3t26.1 61.0+36.2 61.6:36.0 | 76.#32.4
25-36 43.1+28.8 48.0:36.6 | 43.6:31.8 50.0t39.6 49.0:41.2 | 10.8t24.2 50.0t33.1 52.9+32.9 | 77.532.5
37-59 52.1+28.1 60.3t42.0 | 45.3t35.0 65.0t43.2 60.7443.8 | 18.8:31.3 68.4:32.4 67.5:33.8 | 87.227.2
>=60 51.6£28.7 55.4t38.5 | 42.4+33.5 52.0t43.9 48.0+43.9 | 21.5:32.0 64.4+38.1 65.5:39.1 | 80.230.4
P 0.634 0.736 0.768 0.468 0.510 0.129 0.211 0.448 0.493
Type of Therapy

Chemotherapy| 49.7#23.9 71.6834.7 | 43.1+33.4 | 43.1+43.7 47.1+45.7 | 15.426.7 68.6:34.3 74.5:34.4 | 84.3t26.7
CS 49.8t27.5 52.5:37.2 | 46.#29.8 59.0t40.6 55.0t41.5 | 19.1+31.2 59.3t36.8 59.5:35.6 | 76.6t32.7
CSR 47.829.1 53.3t39.0 | 43.6t33.6 56.7441.8 50.6t43.6 | 14.4t28.4 63.3t35.1 62.8:37.4 | 82.2£27.8
CSH 50.Gt29.7 55.0+40.1 | 40.Gt37.0 50.Gt47.8 50.0t47.8 | 20.G0t32.2 66.A31.4 63.3t33.1 | 83.3t32.4
All ° 51.6+23.2 50.0t46.4 | 49.0t37.9 56.9t42.1 58.8t38.2 | 11.8t23.4 62.7435.1 60.8:35.8 | 94.1+17.6
Other® 58.5t31.3 81.1+28.1 | 53.3t34.6 62.2+t43.4 55.6+43.0 | 28.9t39.6 77.8t32.5 82.2:33.0 |91.1+19.8
P 0.867 0.049 0.875 0.743 0.944 0.585 0.485 0.197 0.146

CS=Chemo therapy and surgery,CSR= Chemo therapy,Radio therapy and surgery,CSH= Chemo therapy, surgery and hormonal therapy

* The mean differencesisignificant at the 0.05 level down the group, according to Tukey HSD Post hoc test

@Farming, retired, student

® Combination of Chemotherapy, Radiotherapy, Surgery and Hormonal therapy
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¢ Surgery only(1),Hormonal therapy onlf6),Chemo and Radiothgma (7),Radio therapy and surgery(1) and surgery and hormonal therapy(1)

NV= Nausea angtomiting, FI=Financial impact
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5.6. Mean differencesbetween Sociedemographic and clinical variable with EORTC-
QLQ-BR23 function scales

In the analysis of nan differences between QL(BR2 functional scales with socio
demographic and clinical variablgs a t i &ge, imarifal status aretlucational level have
shown significant mean differences. None of the functional scales have slymifitamnt
mean difference amgn t h e  gccupatign,s average monthly income, time since

diagnosis and type of ¢hapy the respondents took

Parti ci pant 6ddwaré thevpeorestin sexumlafunaioning (lowest score), those
divorced scoredpoorest in sexual enjoyment. kémver, widowed respondents had low
sexual functioning whereahose who were above "igrade had the highest sedn sexual
functioning which impliesperforming the bestn sexual functioning {able 7 below
summarizescomparisonbetween Sockalemographs and clinical variable and BRI C-
QLQ-BR23 functional scales)

Page32



Table 7. Mean differencesbetween Sociedemographic variables with BR23 function
scale

Variable Body Sexual Sexual Future
image functioning | enjoyment | perspective
Age
<40 45.3+34.0 | 29.9+25.5 47.8+28.7 80.1+31.6
40-49 43.7£36.0 | 32.4+26.4 51.9+26.7 79.9+32.3
50-59 46.7+35.0 | 31.2+27.8 56.8+18.1 86.8+27.8
>=60 45.1+31.5 | 16.1+21.8* | 50.0+£70.7 83.3+28.1
P 0.975 0.026 0.583 0.516
Marital Status
Singe 38.6+30.5 | 31.1+27.8 61.1+25.1 80.3+35.1
Married 45.1+34.6 | 33.0+26.1 52.3+25.7 81.7+30.6
Widowed 47.4+35.4 | 14.9+20.6* | 55.6%+38.5 82.8+30.4
Divorced 48.1+34.1 | 21.8+25.1 20.0+£18.3* | 84.6+27.4
P 0.753 0.001 0.042 0.943
Educational level
No education 41.2+32.8 | 22.3+24.4 47.0£26.5 78.4+31.0
<=6" grade 58.5£35.4 | 26.0+£27.5 52.1+17.1 88.4+24.0
to 9" 43.9+33.9 |34.3+24.6 |[40.7+29.3 |84.8+30.2
10"to 12" 43.0£30.0 |32.8#26.7 |61.5+23.0 |79.6+31.8
12" & above 43.1+35.9 | 34.3+26.6* | 55.6%£28.5 82.3+32.7
P 0.090 0.033 0.177 0.480
Occupation
Housewife 44.8+33.7 | 26.8+25.4 50.0+£27.0 83.8+29.1
Govodot empl|43.7436.3 | 35.7+27.9 49.4+26.2 78.4+35.4
Merchant 58.3+33.7 | 25.0£23.2 55.6+21.7 79.5+29.9
Othef 38.0+30.4 | 30.7+£28.3 66.7+33.3 84.0+25.7
P 0.166 0.14 0.521 0.661
Average monthly income in ETB
No income 46.8+36.3 | 27.8+27.7 52.5+23.6 84.4+29.2
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<320 48.0+30.7 | 19.9+23.0 58.3+29.5 85.4+26.9
320700 39.2430.8 | 31.3+23.0 |35.6+34.4 |80.0+30.0
>700 45.5+35.4 | 33.0+26.9 54.3+23.7 79.8+32.9
P 0.644 0.055 0.084 0.648
Time since diagnosis

<12 45.4+33.4 | 24.4+£25.7 47.2+32.5 76.9+33.3
13-24 41.4+32.1 | 23.9+23.5 51.0+29.1 88.7+26.1
25-36 50.5+32.0 | 32.8£28.0 58.3+22.8 89.2+24.2
37-59 40.2+37.4 | 35.9+26.4 56.1+19.4 81.2+31.3
>=60 49.0£36.1 | 31.9+27.0 47.4+£25.3 785+32.0
P 0.550 0.083 0.581 0.129
Type of therapy

Chemotherapy 49.0+£32.9 24.5+24 .4 46.7+£29.8 84.3+26.7
CS 44.5+33.2 26.6+26.5 48.1+31.1 80.9+31.2
CSR 46.9+34.3 31.9+26.4 48.4+24.1 85.6+28.4
CSH 53.3#45.5 28.3+24.9 60.0+£14.9 80.0+£32.2
All ° 44.1+356 44.1+26.3 58.3+15.1 88.2+23.4
Other® 36.7£37.4 26.7£22.5 72.2+13.6 71.1+39.6
P 0.861 0.148 0.276 0.585

PF=Physical FunctioningRole functioning=RF, Emotional functioning=EF, Cognitive
functioning = CF, Social functioning=SF,CSzhemo therapy andurgery, CSR= Chemo
therapy,Radio therapy and surgei@SH= Chemo therapy, surgery and hormonal therapy

* The mean difference is significant at the 0.05 level down the group, according to Tukey

HSD Post hoc test

4Farming, retired, student

® Combinatim of Chemotherapy, Radiotherapy, Surgery and Hormonal therapy

¢ Surgery only(1),Hormonal therapy only(5),Chemo and Radiotherapy (7),Radio therapy and

surgery(1) angurgery and hormonal therapy(1)
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5.7. Mean differencesbetween Sociedemographic and clincal variable with EORTC-
QLQ-BR23 symptom scales

Among the BR23 symptom scales, only educational level from the socio demographic
characteristics and type of therapy from clinical characteristics of the respondents have
shown significant mean differenceoWever there was no significant mean difference with

the rest of socio demographic characteristics and the duration of disease.

Arm symptoms have shown to occur less among those who were below sixth grade. Breast
symptoms were significantly higher amonigose who were treated with surgery only,

hormonal therapy only, chemotherapy and radiotherapy, radio therapy and surgery, and

surgeryand hormonal therapy (Other cjable 8below summarizesomparisonbetween

Sociodemographic and clinical variable aBORTCG QLQ-BR23 symptom scales)

Table 8: Mean differencesbetween Sociedemographic and clinical variables with BR23
symptom scales

Variable Systemic  therapy| Breast Arm Symptoms Upset by Hair
side effects Symptoms Loss

Age in ommpleted year

<40 35.2+31.0 61.3+29.5 34.4+27.9 33.3+37.6

40-49 29.1+26.4 59.4+27.5 35.6+28.5 22.2+19.2

50-59 39.4+30.3 59.0+30.1 30.5+28.4 33.3+33.3

>=60 32.6+29.5 52.6+31.0 33.3+30.0 0.0

P 0.306 0.549 0.776 0.612

Marital Status

Single 39.6+23.7 60.2+28.0 37.4+30.2

Married 34.8+31.4 60.6+30.7 33.8+27.8 25.5+34.4

Widowed 33.7+£30.7 53.4+£29.3 34.1+31.3 55.6+19.2

Divorced 31.9+25.4 57.1+24.8 30.2+27.8 16.7+23.6

P 0.805 0.635 0.812 0.314
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Educational level

No education 35.4+28.7 60.0+27.7 36.5:30.5 16.7£19.2
<=6" grade 29.8+29.2 50.6+34.0 20.4+20.3* 41.7+31.9
7"to 9" 34.8+30.4 62.4+27.2 35.4+27.8 33.3#47.1
10" to 12" 41.8+30.8 68.5+28.3 35.1+29.0 27.8+39.0
12" & above 33.5+30.6 58.0+28.9 37.0£28.5 25.0+31.9
P 0.549 0.116 0.022 0.889
Occupation

Housewife 33.7429.3 59.2+30.2 32.4+27.8 15.2+17.4
Govdt e mj36.6£31.6 60.2+29.5 38.4£32.0 33.3£42.2
Merchant 32.2+30.1 51.3+29.1 30.3+28.0 55.6+19.2
Othef 38.1+28.7 65.3+23.8 32.4+22.4 50.0+70.7
P 0.829 0.386 0.519 0.188
Average monthly income in ETB

No income 30.3+28.5 55.4+£30.1 31.9+26.4 11.1+17.2
<320 29.2+26.7 59.8+25.7 27.9+26.8 16.7+23.6
320700 44.2+29.9 66.3+30.8 37.8+30.0 44.4%50.9
>701 36.5+31.1 59.0+29.6 35.6+29.7 36.4+34.8
P 0.057 0.316 0.354 0.376
Time since dagnosis

<12 39.0+£30.5 60.9+30.5 35.6+27.9 16.7+18.3
13-24 33.0£29.2 58.5+27.0 31.7426.5 66.7+33.3
25-36 28.6+24.9 49.8+28.7 28.4+28.8 8.3+16.7
37-59 36.9+30.2 64.1+28.8 36.5+28.5 50.0+23.6
>=60 33.3+31.7 60.2+30.8 34.1+30.3 28.6+40.5
P 0.505 0.298 0.719 0.115
Type of therapy

Chemotherapy 49.9+32.5 71.6+27.0 30.1+25.7 52.4+32.5
CS 33.8+29.3 56.0+29.9 34.4429.2 11.1+16.7
CSR 30.6+28.1 58.2+25.7 30.7+27.7 0.0

CSH 31.4+£30.5 60.0+30.9 34.4+29.8 16.7+23.6
All P 29.7+29.6 55.9+36.2 34.6+23.9 33.3x0

Page36




Other® 48.6+32.0 80.6+23.5 40.0+31.9 50.0+70.7

P 0.087 0.024 0.883 0.136'

CS= Chemo therapy and surgery,CSR= Chemo therapy,Radio therapy and surgery,CSH=
Chemo therapy, surgery and hormonal therapy

* The mean difference is significant at the 0.05 led@wn the group, according to Tukey

HSD Post hoc test

4Farming, retired, student

P Combination of Chemotherapy, Radiotherapy, Surgery and Hormonal therapy

¢ Surgery only(1),Hormonal therapy only(5),Chemo and Radiotherapy (7),Radio therapy and
surgeryl) and surgery and hormonal therapy(1)

dpost hoc tests are not performed for Upset by hair loss score because at least one group has

fewer than two cases

5.8. Bivariate and Multivariate analysis

Bivariate andmultivariate analysis was performed to asse® relative effect of associated
factors and functional and symptom scales of EORQDQ-C30 and EORTEQLQ-BR23
on the outcome variable QoThe multivariate analysig/as performed separately for Qo
with socio demographic anglinical variables, EORTCQLQ-C30 symptom and functional
scales and EORTCQLQ-BR23 symptom and functional scales antotal of 5different

models

In the bvariate analysisonly average monthly income from soalemographic variables and

type of therapyand duration of diseasom clinical characteristicshowed significant
associationHowever, in the multivariate analysis clinical variables lost their association and

only average monthly income kept its association independ@iftiy.meansin comparison

with those who have e por t ed that they di dnot700hEaB e i nc
were about thirty percent lekely to have good (unaffected) quality of lif@able 9). The

term affected is used Not &h amiettqd ssadedfori pant
those who said O60A l|little, guite a |little, a

true for the symptom scale.
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In the analysis of the association between EORQLQ-C30 symptom and functional
scales, bivariate analysis showed tleadcept 6r symptoms of Insomnia, all functional and
symptom scalebave shown association with QdHowever,after adjusting for confounding
variables with multivariate analysignetional functioning, cognitive functionindgatigue

nausea and vomitingppetite bssand fnancial difficulties maintained their association.

Those who were classified as having unaffected emotionataguitive functioning were
about 2 times more likely thave good Qb. Regarding symptom scalethose who were
having less fatigue &re lessikely to have unaffected QoL. Mile those who have no
problem of nausea and vomitirgppetite lossand fnancial difficultieswere about four, one
and half and above two times more likely to have unaffected quality ofeldpectively
(Table 10.

Like wises in the analysis of@hassociation between EOR-BR23 symptom and functional
scales, the bivariate analysis showeagh#icant association between Rand all functional
scales andsystemic therapy side effects and bresgiptons have show significant
associations. But in the multivate analysisll functional scales lost their association while
all symptom scalehave shownindependent association with QoL. Those who have no
systemic therapy side effects and have no breast symptomrieeneere about four and
above twaimes more likelyto have unaffected Qo(Table 11)

(Tables 911 summarizes the association betw QoL with socio demographi@riables,

clinical characteristics and EORTQLQ-C30 and BR2 functional and symptom scales)
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Table 9: Binary and multivariate logistic regression analysis to observe association

between Sociedemographic variables and Quality of life

Variable

QOL

Affected N(%)

Not affected N(%)

COR (95%ClI)

AOR (95%Cl)

Age in conpleted year

<40 76(41.3) 26 (39.4) 1

40-49 41(22.3) 12(18.2) 0.9(0.4, 1.9)

50-59 43(23.4) 20(30.3) 1.4(0.7, 2.7)

>=60 24 (13.0) 8(12.1) 1.0(0.4, 2.4)

Marital status

Single 17(9.2) 5(7.6) 1

Married 117(63.6) 43(65.2) 1.3(0.4, 3.6)

Widowed 22(12.0) 7(10.6) 1.1(0.3, 4.0)

Divorced 28(15.2) 11(16.7) 1.3(0.4, 4.5)

Educational level

No education 58(31.5) 19(28.8) 1

<=6" grade 30(16.3) 13(19.7) 1.3(0.6, 3.0)

7"to 9" 22(12.0) 11(16.7) 1.5(0.6, 3.7)

10" to 127 25(13.6) 6(9.1) 0.7(0.3, 2.1)

12" & above 49 (26.6) 17 (25.8) 1.1(0.5, 2.3)

Occupation

Housewife 102(55.4) 40(60.6) 1

Gov ot el 45(24.5) 12(18.2) 0.7(0.3, 1.4)

Merchant 17(9.2) 9(13.6) 1.4(0.6, 3.3)

Othef 20(10.9) 5(7.6) 0.6(0.2, 1.8)

Average monthly income in ETB

No income 49 (26.6) 26(39.4) 1 1

<320 29(15.8) 12(18.2) 0.8(0.3, 1.8) 0.8 (0.3, 2.0)
320700 33 (17.9) 7 (10.6) 0.4(0.2,1.0) |0.3(0.1,0.9)*
>700 73(39.7) 21(31.8) 0.5(0.3,1.1) |0.6(0.3,1.2)
Duration of disease( Time since diagnosis in months)

<12 51(27.7) 14(21.2) 1 1

13-24 36(19.6) 17 (25.8) 1.7(0.8,3.9) |1.7(0.7, 4.1)
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25-36 24 (13.0) 10(15.2) 1.5(0.6, 3.9) 1.3 (0.5, 3.8)
37-59 30(16.3) 9(13.6) 1.1(0.4, 2.8) 0.9 (0.3, 2.6)
>=60 43(23.4) 16(24.2) 1.4(0.6, 3.1) 1.3 (0.5, 3.1)
Type of Therapy
Chemotherapy | 16(8.7) 1(1.5) 1 1
Cand S 94 (51.1) 37(56.1) 6.3(0.8,49.2) |6.1(0.8,48.7)
CSR 41(22.3) 19(28.8) 7.4(0.9,60.1) |6.8(0.8,57.4)
CSH 9(4.9) 1(1.5) 1.8(0.1,320) |1.5(0.1,28.1)
All ° 11(6.0) 6(9.1) 8.7(0.9,83.0) | 7.5(0.7,78.2)
Other® 13(7.1) 2(3.0) 2.5(0.2,30.3) | 2.7(0.2,33.6)
U *Statistically significant at P<0.05
U ®Farming, retired, student
U ° Combination of Chemotherapy, Radiotherapy, SurgeyHormonal therapy
U © Surgery only(1),Hormonal therapy only(5),Chemo and Radiotherapy (7),Radio therapy and

surgery(1) and surgery and hormonal therapy(1).

Table 10: Binary and multivariate logistic regression analysis to obsrve association
between EORTG QLQ-C30 functioning and symptom scales with quality of life

Variable QOL COR (95%Cil) AOR (95%CI)
Affected Not affected
N(%) N(%)
Functional scales
Physical Affected N(%) 125(67.9) 23(34.8) 1 1
functioning | Not affected N(%) | 59(32.1) 43(65.2) 4.0(2.2,7.2)* 1.5(0.6, 3.4)
Role Affected N(%) 126(68.5) 22(33.3) 1 1
functioning | Not affected N(%)| 58 (31.5) 44 (66.7) 4.3(2.4,7.9)* 1.7(0.7, 3.9)
Emotional | Affected N(%) 137(74.5) 24 (36.4) 1 1
functioning | Not affected N(%) | 47 (25.5) 42(63.6) 5.1(2.8, 9.3)* 2.1(1.0, 4.4)*
Cognitive Affected N(%) 128(69.6) 23(34.8) 1 1
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functioning | Not affected N(%)| 56 (30.4) 43(65.2) 4.3(2.4, 7.8)* 2.2(1.1, 4.4)*
Social Affected N(%) 102(55.4) 20(30.3) 1 1
functioning | Not affected N(%)| 82 (44.6) 46 (69.7) 2.9(1.6, 5.2)* 1.7(0.9, 3.2)
Symptom scale
Fatigue Affected N(%) 143(77.7) | 46(69.7) 1 1
Not affected N(%)| 41 (22.3) 20(30.3) 1.5(0.8, 2.8) 0.3(0.1, 0.8)*
Nausea an( Affected N(%) 150(81.5) 33(50.0) 1 1
vomiting Not affected N(%)| 34 (18.5) 33(50.0) 4.4(2.4,8.1)" 4.0(2.0, 7.9)
Pain Affected N(%) 142(77.2) | 41(62.1) 1 1
Not affected N(%)| 42 (22.8) 25(37.9) 2.1(1.1, 3.8) 1.6(0.7, 4.1)
Dyspnea Affected N(%) 140(76.1) 42 (63.6) 1 1
Not affected N(%)| 44 (23.9) 24(36.4) 1.8(1.0, 3.3) 1.4(0.5, 3.4)
Insomnia Affected N(%) 127(69.0) 44(66.7) 1
Not affected N(%)| 57 (31.0) 22(33.3) 1.1(0.6, 2.0)
Appetite Affected N(%) 62(33.7) 13(19.7) 1 1
loss Not affected N(%)| 122(66.3 53(80.3) 21(1.1,4.2) 2.3(1.0, 5.0)*
Constipation| Affected N(%) 161(87.5) 45 (68.2) 1 1
Not affected N(%)| 23(12.5) 21(31.8) 3.3(1.7, 6.4)* 1.5(0.4, 5.6)
Diarrhea Affected N(%) 162(88.0) 45(68.2) 1 1
Not affected N(%)| 22(12.0) 21(318) 3.4(1.7, 6.8)* 2.3(0.6, 8.9)
Financial Affected N(%) 178(96.7) 55(83.3) 1 1
difficulties | Not affected N(%)| 6 (3.3) 11(16.7) 5.9(2.1,16.8)* |4.7(1.5, 15.1)*
U *Statistically significant at P<0.05
U #Farming, retired, student
i ° Combination of ®emotherapy, Radiotherapy, Surgery and Hormonal therapy
U ¢ Surgery only(1),Hormonal therapy only(5),Chemo and Radiotherapy (7),Radio therapy and

surgery(1) and surgery and hormonal therapy(1).
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Table 11: Binary and multivariate logistic regression analysis to observe association

between EORTGBR23 functioning and symptom scales with quality of life

Variable QOL COR (95%Cl) AOR (95%Cl)
Affected Not
N(%) affected
N(%)

Functional scales
Body image | Affected N(%) 130(70.7) | 36(54.5) 1 1

Not affected N(%) | 54(29.3) 30(45.5) |2.0(1.1,3.6) 2.0(0.8,5.2)
Sexual Affected N(%) 174(94.6) | 65(98.5) 1 1
functioning | Not affected N(%) | 10(5.4) 1(1.5) 0.3(0.0, 2.1) 0.4(0.0, 3.1)
Sexual Affected N(%) 73(94.8) 22(88.0) 1 1
enjoyment | Not affected N(%) | 4(5.2) 3(12.0) 2.5(0.5,12.0) 2.9(0.6, 15.3)
Future Affected N(%) 62(33.7) 13(19.7) 1 1
perspective | Not affected N(%) | 122(66.3) | 53(80.3) 21(1.1,4.2) 2.2(0.6, 7.6)
Symptom scale
Systemic Affected N(%9 120(65.2) | 19(28.8) 1 1
therapy SE | Not affected N(%) | 64 (34.8) 47(71.2) |4.6(2.5,8.6) 4.0(2.1, 7.5)*
Breast Affected N(%) 170(92.4) | 50(75.8) 1 1
Symptoms | Not affected N(%) | 14(7.6) 16(24.2) |3.9(1.8,8.5) 2.5(1.1,5.7)*
Arm Affected N(%) 103(56.0) | 36(54.5) 1
Symptoms | Not affected N(%) | 81(44.0) 30(45.5) 1.1(0.6, 1.9)
Upset by, Affected N(%) 10(58.8) 2 (40.0) 1
Hair Loss | Not affected N(%) | 7 (41.2) 3(60.0) 2.1(0.3,16.4)

U *Statistically significant at P<0.05

U #Farming, retired, student

i ° Combination of Chemotherapy, Radiotherapy, Surgery and Hormonal therapy
¢ Surgery only(1),Hormonal therapy only(5),Chemo and Radiotherapy (7),Radio therapy and
surgery(1) and surgery and hormonal therdpyHeydarnejad, Hassanpour, and Solati 2011
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6. DISCUSSION

The scores ofQoL provide many useful data on the influence of a disease on various spheres
of life of affected individualsThis study assessed QoL among female breast cancer patients
at TASRH.The main finding of this study showed that patits with breascancer had low

QoL. Moreover,the role functioning and social functionionf the participantsverelow. The
participants scored higlymptom scalesxcept for pain and appetite loss which implies that
they were symptomati€©n the other had, a high score of future perspectiwas observed
compared to some other studies which might be due to social support from the community
and family membersOn the QLQ-BR23 symptom scales, only educatb level from the
sociademographic characteristi@nd type of therapy from clinical characteristics of the

respondentshoweda significant mean difference.

The mean score for QoL was 52Z3D: 26.0) which is lowethan the EORTC reference value
(61.8+24.6)(Scott et al. 2008 The QOL mean score was also found to be lower shaties
done elsewhere; such as in India, Melbourne,a\Nepahrain and Brazi{Safaee et al. 2008
Dubashi et al. 2010Gralsch et al. 2008Mlanandhar et al. 2014dassim and Whitford 2013
Lébo et al. 2011 This reveals poorer QL among Ethiopian breast cancer patients in
comparison with other patients elsewhérbe reported lowr QoL among Ethiopian breast
cancer patients might be due to taet that most of the patientsavel long distanceso the
hospital from different carers of the contry to get appropriate caneerated treatment.
This might put clients in different social, economical and psigdical crisis which in turn
mightlead tothereduced QoLMost breast carer patients should wait fdonger periods of
time to get the first treatment due tioelow capacity of the hospital to treat a large number of
patients at a time. Moreovea, study by Tigeneh et a(2015) reiterated thammost ofthe
breast cancer patienis the hospitalare atan advanced stage of czar which might be a

reason for poor prognosis and reduced QoL.

Furthermore, the difference in the gld health status observedn be partially due tthe
different study desigremployed for this particular studyompared to studies given above
Wherely unlike some othestudies referred herthis studydid not compare Qobf the same

individuals at several time intervals brdther compared different subjects with various
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clinical backgroundsuchas time elapsed since draggis, type of therapy theybtainedand

the stage of cancem addition the differencescan beattributedto the fact thaenrolled
patients in this studwereundergoing different forms of treatment compared to some studies
that focused on giients attending followap clinic only or appointment for chemotherapy
only or after breast surgery and so fofteduced global Qolamongst Ethiopian women
compared with other patients studied elsewhere might be relatid tdbsence of social,
economic and psychological support for breastcer patientérom the health care system,
however, this aspect was beyond the scope of this study.

In this studythe EORTC functional scale scores ranged from a mean of(SR.82.6) for

role functioningto a mean o#74.1(SD 28.59) for social funabning even though the items
discriminatory ability was shown to be podi ( = 0. .B8ti2 the role functioning and social
functioning were lower in comparison withe reference datd&rénging a mean of 70.9 for
role functioning to 77.0 for socidlinctioning) (Scott et al. 2008 The findings of this study
were lower compared to studies conductedndia (Dubashi et al. 20)QAustralia(Grabsch

et al. 2009, Nepal(Manandhar et al. 20)4Bahrain(Jassim and Whitford 20)12&nd Brazil
(L6bo et al. 2011 On the other hand, the social agmotional functional scales were higher
than astudy done in NepalManandhar et al. 20)4 Reducedphysical, social and role
functioning mightbe due tothe fact that most of the breast cancer patients in the hospital
have advanced breastancerwhich can hinder their functiong from different social
activities. Moreoverthe roleof the participantsn the familymight be a fator. Most of the
womenin developing countries lik&thiopia are expected take care of the whole family
including making money for livingtaking cae of the childrenhouse worksetc. Therefore,

the presence of advanced stdgreast cancer can hold them back from doing the difficult

roles of housewives in the family

Regarding theEORTC QLQC30 symptom scalesexcept for pain and appetite loss all
symptoms scales received scores abthemean of 50; implyinghat most of the breast
cancer patients had symptoms such as trouble dineguousactivities, limited in doing
daily activities or pursuing their hobbies, had trouble sleeping and hadultffi;
concentrating on things. Higher sce@ symptom scale in this reseawméas also observed in
comparison withanotherstudy done in India; where less severe symptoms of diarrhea,
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constipation, dyspnea, nausea and vomiting and appetite loss \pertedd€Safaee et al.
2008. A Repat in Brazil also depicted @omparatively lower scores insomnia (37.93),
fatigue (36.01) andoks of gpetite (33.56)L6bo et al. 201% These poor functioning and
higher levels of symptomalbgy in Ethigian patients might be causbkyg poor economical
status Most of the participants of the study (62.4%) had an average monthly income of lower
than 35 USD which could make it difficult to cover the expensive costs of treaffinég)tin
turn, will reduce the amount of patients who will viegalth care centetsefore worsening of
the symptomsThe multifaceted burden of breast cancethi@Ethiopian women context is
even more pronounced by theffdhat there is only one radi®rapy centemi the country.
This might havemplication in terms of the amount of time a patient should weifbre
getting the proper canceelated medical treatment which in tumay contribute to
worsening of symptomsThe findings of this researamay provide supgt for planning

health care institutions which can provide adequate treatment for patients with breast cancer.

When it comes to the scales/items of QBQR2 3 06s functi oning scal e,
perspectivevas observed as compared to some othalies such as a study done in Brazil
(L6bo et al. 2011 This implies that patients had less worries about their future hEalilre
perspective was found to be better in this study compaitbdother studies might be due to
the fact that Ethiopian womemight receive psychological and social support through
informal wayssuch agamily, religious nstitution or the wider societys social support is
reported to enhance better QoL among pédgiavith breast cancegleung, Pachana, and
McLaughlin 2014. The high score of future perspectiem the other hananight signal that
most of the participants did not know about the prognosis of breast artténe treatment
outcome.Most of the participants of the study (73.6%) had an educational backgessd |
that grade 12This might hinder their awareness about the prognosis of the disaase
treatment outcomesand they might think that they will be cured of cancer after the
completion of the treatmentvhich is difficult evenwith the presence amost advanced
treatment optionsn developed countriedn the same categorysexual satisfaain and
enjoyment scored a lowenean which reveals that the practicd sexual intercourse and
satisfaction was affectdfdr most patienteompared t@ study condued in Brazil(L6bo et

al. 2014. In the QLQBR2 3 6 s s y mp I symptos citanis except dor breast
symptoms, in which there were problems like swelling, pain and tenderndbe breast
scaed mean scores of below 50.
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Furthermore, finding®of this study on other aspects of QIER23 functional scalewere
lower than a studgonductedin India; which reportedhigher functional scores of sexual
function and sexual enjoyme(Dubashi et al. 2000 The findings of this study revealed
lower functional scalecompaed to a study in Brazil which revealed high score on body
image (Lobo et al. 2011 Comparable findings weneeportedin a stug in Nepal in which
lower functioning and highesymptom scores which women scored poorly in most of the
scales(Manandhar et al. 20)4Besidespoorer scores conaped to this study weneported

in a study among Bahraini wan whereby on the symptom scalpset due to hailoss
scoreda mean of 46.8Jassim and Whitford 20)3A study in Brazil showed 50.07 as a mean
score for gle effects, meaninghat many women experience side effects of chemotherapy
which is higher than our stuggnean 34.6§L6bo et al. 2014

In this study, during theassessment ofnean differencesdbetween sociaemayraphic
variables andEORTG QLQ-C30 functioning scalesthere was no significant mean
difference across the age group, marital status, educational status, duration of disease and
type of therapy with all functional scales of EORTC questionnaire. Howthene wasa
significant mean difference ahonthly income in which those who were earning -3R20

ETB scored the lowest mean (poorest functioning) on physical and emotional functioning
than those earning lower or higher than théinlike in this study amag Bahraini breast
cancer patienfsthere were significant differences in the global health means across
categories of educational level, marital status and type of sufdasgim and Whitford
2013. In a study done in Nepal, QoL was found to be good in patients who were literate,
older, housewives, women who had been diagnosed for less than 6 months and patients who
underwent brest conserving surgery or lumpectorianandhar et al. 2014 A study in

China also demonstrated the association betwedénn@@asures and agkevel of education

and occupatior{Yan et al. 2016 Moreover, astudy done inindia, among demographic
factors occupational status and duration of diseasee significantly related to Qoscore of
patients(Safaee et al. 2008However, similar tahis studythere were significant differences

in the global health means across categories of monthly inaameagBahmaini (Jassim and
Whitford 2013, Nepali(Manandhar et al. 20)4and Chinesé¢Yan et al. 201pbreast caner
patients. Comparable results reportedindia; in which no significant association was
observed betweeBORTG QLQ-C30 functioning scaleand duration of disease and type of
therapy(Safaee et al. 2008These inconsistemhean differences between sedemographic
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and clinicalvariables might be related with the health care systems in which some countries
might give priority for certain socimlemographic characters. For instance, there might be
free medical services to elderly people or to those with poor economic statuarZomtr

this, in some countrid&ke Ethiopig those disadvantaged groups might be forced to shoulder
the disease symptoms in addition to medical costs. Moreover, some countries have
psychological and social support in their health care delivery systerothads might not

have. Therefore, a country like Ethiopia needs to reinforce the health system by providing
more resource® help the needy

During the assessment of mean differentetween sockmlemographic variables and
EORTG QLQ-C30 symptom scaleshe only significant mean difference was observed for

the educational status group. Here, fatigue had lower mean score among breast cancer
patients who were belowelsixth grade. However, none of ttiaical variables were shown

to havea significant mean difference with any of the assessed symptom scales. A study in
Poland however,showed significant intergroup differences with regards to the severity of
such symptoms as fatigue, nausea and vomiting, pain, insomnia, appetite loss, constipation
and diarhea(KuleszaBronczyk et al. 2014 Pain was associated with aigeBahraini breast
cancer patientgJassim and Whitford 20)1&nd inthe UK younger women reported more
physical symptoms, social and financial difficulties whereas CT rather than age wa
associated with increased fatig{ldopwood et al. 2008 This might indicate that, Ethiopian
breast cancer patients might be equally affected in which whether the patient is educated or
not, or wealtly or poor; even though thereight have different access fdrarapy, whoever

the patients are theyere forced to wait for their turn for the only radiotherapy center which

is currently serving for patients coming from all over the country.

In the analysis of mean differences betwe@LQ BR23 functional scales withosio-
demographic and clinical variables; patients age, nhat#itus, educational level hagbown
significant differences. However, occupation, average monthly income, duration of disease
and type of therapy did notelw s i gni fi cant mean difference
above 60 years were the poorest inusgxXunctioning (lowest score) as compared tosth
younger (< 60) participantsiowever, participanteho were above 2grade had the highest

score in sexual functioning meaning performing the best in sexual functioning. Similar with
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the findings of this studyin Bahraini breast cancer patients, better sexual functioning was
observed for married womégdassim and Whitford 20)13In a longitudinal study done i

Finish hospital, there werro significant changes in sexual functioning with time since
diagnosis(Salonen et al. 201)aAnotherstudy in Nepal showed that those older, literate,
housewives, who had been diagnosed for less than 6 months and who had been receiving
chemotherapy treatment onlyere found to have statistically significant association with
body image functionManandhar et al. 20}4The reduced sexual functioning in elderly
patients might be due to menopausecihcan reduce sexual adatiw When it comes to

marital status, those divorced scopambrestsexual enjoyment which might loeie to lack of
support from the spouse. Contrattypse married mighget support from their spouses. When

it comes to the educational stattfspse who wer 12" grade and above might freely discuss
about sexuality and might understand the changes related with the disease and respond

accordinglywhich in turn night contribute to goodexual functioning

In contrast tothe findings of this study, in Polapthoth sexual functioning and sexual
enjoyment scores of patients turned out to be significantly lanveases where time since
diagnosis wasonger(KuleszaBronczyk et al. 2014 In Bahraini breast cancer patients body
image was significantly associated among categories of educational level and mastectomy;
where participants who had undergone mastectomy and were highlyeztiteraded to have
poorer body imagéJassim and Whitford 20).3A study in India showed slightly less body
image scores in thoseith more than six years of followp (Dubashi et al. 20)0Unlike the
results of thisstudy,a study in Finland showed that women receiving no chemotherapy and
no hormonal therapy had a smaller risk of decreased body image sgbilesemployed
women had a greater risk of negative changes in body ithageretired wome (Salonen et

al. 20113 The difference in the result of this study with other studies might be due to the
difference in soci@lemographic characteristics.

Among the BR23symptom scales, only educational leedbm the sociedemographic
characteristics and type of therapy from clinical chawastics of the respondents hsisbwn
a significant mean differencédowever there was no significant meanffdrence with the
restof socicdemographic characteristics and duration of diseaseording to the findings
of this study am symptoms have shown to occur less among those who were thelsixth
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gradewhich might be due to the fact th#iose educated patients might untkard the
disease prognosis and might feel free to express the sympiMinsreas, breast symptoms
were significantly higher among those who were treated suitery only, hormonal therapy
only, chemtherapy and radiotherapy, ratherapy and surgery andirgery and hormonal
therapy.This might be related with the fact that combination of therapy is better than single
therapy for a better outcome including reduced pain and other symptbonsover, the
experience of breast symptommsght be due tdhe toxicnature ofcancertherapywhich is

relaed with different side effects.oF instanceanti-cancer medications are known to cause
vomiting and breast surgery might be related with body image disturbkincentrast to

these findings,Bahraini breast cancegpatientswho were recently diagnosed were more
worried about their future, complained of more breast symptochsvare more upset by the

loss oftheir hair(Jassim and Whitford 20)3In Iran, except for future perspective; there
were significant deteriorations in all other patients' functioning scores over time compared to
the baseline assessméhontazeri et al. 2008 As shown by a longitudinal study done in
Finish hospil, six months after surgery participants had; decreased body image, negative
changes in systematic sidffects, decreased arm symptoms and breast symptoms and

improved future outlook significantl{Salonen et al. 201)a

Furthermore, as shown by the multivariate analysis, participants who were classified as
having unaffected emotional amdbgnitive functioning were about 2 times more likely to
have good QOL. Regarding symptcscalesthose who were having less fatigue were less
likely to have unaffected QoL. On the other hathdse who have no problem wittausea

and vomiting,appetite lossand fnancial difficultieswere more likely to have unaffected

QoL.
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STUDY LIMI TATION

This isquantitative studylone using a structured questionnaire; hehogay be difficult to
elabora¢ the explanation for the responses of study participants. Furthermore, since the
nature of this study was a cross sectional one, it hinderpassbilities of assessing for
cause and effect relationships. Moreover, a cross sectional study design may limit the
progressive investigation of quality of life improvements following a series of intervention

strategies.
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7.CONCLUSION AND RECOMMENDATIO NS

7.1 Conclusion

Ethiopian breast cancer patients reported poor quality of life as it is compared to many
international findingsand attention should be given to improve their QBarticipants had

low role functioning and social functioninyloreover,most participants of the study were
symptomaticOn the other hand, lagh score of future perspective was obseriading the
analysis of thenean differencebetween sociaemographic variables and participants QoL
functioning scale, most of the soa@lemographic variables, except the level of income of
participants, did not show significant assodatiwith QoL. Furthermoreanalysis of the
mean differencebetween socialemographic variables and participants QoL symptom scale
showed thathe only sigriicant mean difference was observed for the educational status.
Moreover, no significant association was identified between type and duration of treatment

and QoL of participants.
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7.2 Recommendations

i

It is impartant that Q& assessments shoudé included in patient treatment protocols in
which addressing those functional and symptom scales helps to improve the quality of
life of breast cancer patients.

Healthcare providers need to focus on addressing side effects of therapy, psychosocial
and eonomic support to minimizeystemic therapy side effects and symptevhich

intern will help improve quality of life ofvomen with breast cancer.

Since there is a single radio therapy centre in Ethiopia, breast cancer patients have to
shoulder double bush of disease related fmems and waiting for serviaghich can be

a reason for reduced QoL of patietience, the government should consider expansion
of oncology centre

Lastly it is recommended that further research including qualitative data amol cont
groups of women without breast cancer might help to explore the effect of breast cancer

on quality of life.
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ANNEX | - Informaion sheet for the doctor/nurse in the Oncology unit

Request to invite women with breast cancer who are gtients at Tikur Anbassa
Specialized Hospital, Addis Ababa, Ethiopia 2015 to participate in the project
AAssessing quality of | ife among Ethiopian

The purpose of this study is to assess the quality of life of patients with baeast at Tikur
Anbassa Specialized Hospital, Addis Ababa, Ethiopia. The research is a master thesis in
International Social Welfare and Health Policy at Oslo and Akershus University College of
applied science, Oslo, Norway. The researcher and intervieveer Ethiopian woman, who

can speak Amharic, while her supervisor is Amy @stertun Geirdal, a Norwegian professor.
The study is approved both from the Tikur Anbassa specialized hospital as well as the
RegionaleKomiteer for Medisinskog Helsefaglig Forskgsetikk REK) in Norway, which

are founded on the Norwegian law on research ethics and medical research.

The data will be collected at the Oncology Unit and it will be collected through direct face to
face interview of the participants with the data ectibr. You are kindly asked to ask the
female breast cancer patients if they are willing to participate in the study, and direct those
patients who are willing to the researcher who will be waiting in another room at the Unit
after the consultation with yo Kindly inform that the data collection may take

approximately 40 minutes.

If convenient with you, it is appreciated if an informed consent, written or oral will be
obtained from the clients before they meet the researcher. Those of the patients velaal can
and write will sign the consent themselves after reading the invitation letter, while those who
arelilliterate it will be necessary to read for them and that the nurse/ doctor/ researcher sign
on their behalf when they have orally approved partiaypatf they are willing to participate

or hear more about the study, but due to spare time when meeting you it is not possible to
read the information/ invitation and obtain the informed consent, the researcher will take care

of this when they are willingp meet her.

Please keep in mind that the client has the right to refuse to participate in the study, and the
patients needs to be informed that they can withdraw from the study without any
consequences for treatments. The data is confidential, will bedsto personal computer
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protected with password and will not be exposed to any third part. Hard copy (paper)

documents such as signed consents will be kept in a secured locked cabinet.

In addition to this information/invitation letter, there is an infation letter to the patient and

an informed consent letter is attached.
Thank you in advance
Meron Amare Bekele

International Social Welfare and Health Policy at Oslo and Akershus University College of

applied science, Oslo, Norway
Mob: +251912493454

Email: meri2024@yahoo.com
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ANNEX- II: Information sheet to the participants of the study

Request to participate in the project fHAAsse:

with breast cancer who are patients at Tikur Anbassa Specialized Hogpl, Addis
Ababa, Ethiopia 20150

The purpose of this study is to assess the quality of life of patients with breast cancer at Tikur
Anbassa Specialized Hospital, Addis Ababa, Ethiopia. The research is a master thesis in
International Social Welfare and Bléh Policy at Oslo and Akershus University College of
Applied Science, Oslo. Norway. The researcher and interviewer is an Ethiopian woman, who
can speak Amharic, while her supervisor is a Norwegian professor. The study is approved
both from the Tikur Anbssa specialized hospital Institutional Board as wellR&K
(RegionaleKomiteer for Medisinskog Helsefaglig Forskningsetikk) Norway, which is

founded on the Norwegian law on research ethics and medical research.

You are invited to the study becauseiyare a patient at Tikur Anbassa Specialized Hospital,
Addis Ababa, Ethiopia.

Duration: 40 Minutes (the same day as you are at the hospital for treatment)

Procedure to be carried out: We will only interview you and there will not be any invasive

procedure.

Risks associated with the study: Apart from the time you are going to use during the
interview filling in the questionnaire together with the interviewer, there will not be any risk

acquired by participating in the study.
Benefits of the study: Takingapt in the study helps;
To improve the knowledge abogtality of life of patients with breast cancer in Ethiopia

To provide basic information for health policy makers, administrators, researchers and for

patients who are suffering from breast cancer.

CompensationThere will be no compensation
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Confidentiality of the information: Personal information you are going to give during the data
collection will be confidential. Your name will not be written in the questionnaire and once
the data is entered intocamputer, it will be coded and becomes unidentifiable. Information

in the computer will be password protected. Hard copy (paper) documents such as consent

and information forms will be kept in a secured locked cabinet.

Termination of the study: You will é recruited based on your willingness and without
obligation to participate in the study. You have the right to withdraw from patrticipating in the
study whenever you want to (before completing the study). Participation in the study will
have no implicatios for your relation and treatment at the hospital.

If you want to participate in the study you either sign the attached informed consent or you
tell the nurse/ doctor or researcher that you are willing to participate (oral consent), and this

person sign ogour behalf.

Thank you in advance.

With kind regards

Meron Amare Bekele
Master thesis student
Tel: 4251912493454

Email: meri2024@yahoo.com
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ANNEX Ill Consent form

Il am willing to participate in thrastcancedy A Qu
who are patients at Tikur Anbassa Specialize
either yes or no)

Yes
No
Tikur Anbassa Specialized Hospital oncology unit, Addis Ababa, Ethiopia
Signature éééeééeééécécéecéeceé

Signature of the person who recruited the re
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ANNEX IV: English version Questionnaire

The objective of this study is to assess the quality of life of patients with breast cancer at
Tikur Anbassa Specialized Hospital, Addis Ababa, Ethiopia.

Instruction:-

Dear clients,

First 1 would like to thank you for your voluntapyarticipation in this study. | politely
requested that you respond to the interview accurately and | assure you that your response
and identifying data will be kept confidential. The result of this survey will be useful for
future planning of health sendcfor breast cancer patients. Therefore; you are politely
requested to give accurate information. Still you are free not to answer some of the questions

if you are not interested.

PART ONE-SOCIO-DEMOGRAPHIC DATA
Age

Marital status

Never maried

Married

Widowed

Divorced

Others (specify}-------------------
Educationallevel

No formal education
6" grade and below
7-9 grade

10-12 grade

12 grade and above
Occupational status
House wife
GovernmenEmployee
Merchant

Student

Dailylabor
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Others (pecify) ----------------

Average monthly income ( in Birr)

<320

320500

501-700

>701

When did you receive your first diagnosis of cancer? (Please specify years and months)
What type of treatment have you received?
Chemotherapy

Radiotherapy

Surgery

Chemotheapy, radiotherapy and surgery
Others( specify}--------------

PART Two- THE QLQ-C30 VERSION 1.0 WITH FUNCTIONAL / SYMPTOM SCALES
I NDICATED
Please indicate the extent to which you have experienced these symptoms or problems

the past week.

Not at A Quite
All Little  a Bit
1.Do you have any trouble doing strenuous activities,
like carrying a heavy shopping bag or a suitcase? 1 2 3
2.Do you have any trouble takindang walk? 1 2 3
3Do you have any trouble taig ashortwalk outside of the hous 1 2 3
4.Do you need to stay in bed or a chair during the day? 1 2 3
5.Do you need help with eating, dressing, washing
yourself or using the toilet? 1 2 3
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During the past week:
6.Were you limited in doing either your work

or other daily activities?

7. Were you limited in pursuing your hobbies or other

leisure time activities?
8. Were you short of breath?
9. Have you had pain?
10.Did you need to rest?
11.Have you had trouble sleeping
12.Have you felt weak?
13.Have you lacked appetite?
14.Have you felt nauseated?
15.Have you vomited?

16.Have you been constipated?
During the past week:

17.Have you had diarrhea?
18.Were you tired?
19.Did pain interfere with your daily activities?

20.Have you had difficulty in concentrating on thing:

like reading a newspaper or watching television”
21.Did you feel tense?
22.Did you worry?
23.Did you feel irritable?
24.Did you feel depressed?
25.Have you had diiculty remembering things?

26.Has your physical condition or medical treatmen

interfered with youfamily life?

27.Has your physical condition or medical treatmen
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interfered with yousocialactivities? 1 2 3 4

28.Has your physical condition or medical treatmen

caused you financial difficulties? 1 2 3 4

For the following questions please choose the numbbetween 1 and 7 that best applies
to you

29.How would you rate your overdtlealthduring the past week?

1 2 3 4 5 6 7

Very poor Excellent
30. How would you rate your overauality of life during the past week?
1 2 3 4 5 6 7

Very poor Excelent

Part Three- EORTC QLQ - BR23

Please indicate the extent to which you have experienced these symptoms or problems during

the past week.

Not at A Quite  Very
During the past week All Little aBit Much
31. Did you have a dry mouth? 1 2 3 4
32. Did food and drink taste different than usual? 1 2 3 4
33. Were your eyes painful, irritated or watery? 1 2 3 4
34. Have you lost any hair? 1 2 3 4
35. Answer this question only if you had any hair loss:
Were you upset by thess of your hair? 1 2 3 4
36. Did you feel ill or unwell? 1 2 3 4
37. Did you have hot flushes? 1 2 3 4
38. Did you have headaches? 1 2 3 4
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39. Have you felt physically less attractive
as a result of youtisease or treatment?
40.Have you been feeling less feminine as a

result of your disease or treatment?
41. Did you find it difficult to look at yourself naked?
42. Have you been dissatisfied with your body?

43. Were you worried about your health in the future?
During the pastfour weeks:
44. To what extent were you interested in sex?
45.To what extent were you sexually active?
(with or without intercourse)
46. Answer this question only if you have been sexually
active: To what extent was sex enjoyable for you
During the past week:

47. Did you have any pain in your arm or shoulder?

48. Did you have a swollen arnr band?
49.Was it difficult to raise your arm or to move

it sideways?

50.Have you had any pain in the area of your

affected breast?

51. Was the area of your affected breast swollen?

52. Was the area of your affected breast oversensitive
53. Have you had skin problems on or in the area of

your affected breast (e.g., itchy, dry, flaky)?
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ANNEX V - Information sheet to participants (Amharic version)
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ANNEX VI Consent form (Amharic version)
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ANNEX VI : Amharic version Questionnaire

s o~z N

CH §fTTES ¢ 8WW TirTvEL E
N

YéhBoT ér/~ "1 B ~ | 68 ET

WH 11 &7 d | Wb o Bp

mo >
D

61 &8s

3 —
)]

méguv Ql p

f/1é¢ Ol p

z/L B6ENI @EpP

T ILHENI @ED
Llunppéé.

.E67 o [Ed b

m~ ELD” e D&Y OIl p
J16TWH v BAE n p

z [GT7T-9T Wiy v

- /10:12WH v

Hn E06WTdDI | OF °~
1 O¢” " NuES®snYD
Nup HI” *é GEHETL ™ ¢
CEHLOWWITES v DE
8swHsd ESTIRODTE"

OCo6WTdDI | O~ ~
*60UTEBN| LLGBT6 Dwré
L f

Page69



(o}

@ Ol

. 12T Wij v [Sv &

4. EBDYS

mMEL®& L6

T INT ¢

5.4 W&h DL

m/G32al n p
I'/1V320-5a a

I/E- ToBOD

iz
—

. IEf TDNT

z/V5al-7a a

/V7all

v @

6.1~ O ¢COGAEUM dDTE
7.1 UBWTdDRTA8 §6W O Eh dsi?

m/w. ODH

IIEYbBDW S

z/f EYOS

- /UAF')

EORTC QOL C-30Ambharic version

UTE] @TLHWE"ETUETVE " DAd!
OVLBE we®@ THEHdBp@bpoD
yl | 36

b & EUODA Eébpo! IB
UL6Bau GDE UOMA " ébpo! I
Le""@ENSIDf Tv &&e hTLD& S b
A& Dv ipt
d"0THS I DdnuTlhe ET & 6duf 0O
E'Ev & @nv

Page70

2/8§ 6E

b/u U

L7 T7 OLEv v Of




10.
11.
12.
13.
14.
15.

16.

17.
18.
19.

20.

21.
22.

23.

Qv

(03

L ]

Page71l



27EuUS ®S hé " E~ ¥ nNt

28.
/C

C:00

[S]
L "EDOWBTHEHdY B DEbNE A §

EuS@s he E-
TEOOMMED P

LU~ YA
EORTC QLQ - BR23

| I ED" T & E Y

3.uff@®EDHMGLD
2.E"0I B 0CWA"V hd W/
33.y €T BE&ET Y
E-06S LbPn
3.t ODBEG&E " N v y§ LD
35.8e TYé ht 0 DBE @& N
E0oDB DDME"L""T W
36.Ee "hé " us Téel "¢ E~6

[Th
[0}
\

.g»
(00




Cr Tt
_| £

S aZ

44. ]

45."En v T T8v08 Té

he Wi bEGT TS 6

Page73

i Dn Dn

qTic JTIc

>
]

TEv6eNDnR $ [ID
InUDEBée wWEEDSD

N

N N NN

w W w w

A A b~ b



Ethical clearance fromRegionale Komiteer for Medisinskog Helsefaglig
Forskningsetikk

b: REGIONALE KOMITEER FOR MEDISINSK OG HELSEFAGLIG FORSKNINGSETIKK

Region: Saksbehandler: Telefon: Vér dato: Var referanse:
REK sor-ost Tor Even Svanes 22845521 09.10.2015 2015/1568/REK ser-ost
Cc
Deres dato: Deres referanse:
18.08.2015

Var referanse ma oppgis ved alle henvendelser

Amy @stertun Geirdal
Hggskolen i Oslo og Akershus

2015/1568 Livskvalitet hos etiopiske kvinner med brystkreft

Forskningsansvarlig: Hagskolen i Oslo og Akershus
Prosjektleder: Amy @stertun Geirdal

Vi viser til spknad om forhandsgodkjenning av ovennevnte forskningsprosjekt. Sgknaden ble behandlet av
Regional komité for medisinsk og helsefaglig forskningsetikk (REK sgr-gst) i mgtet

17.09.2015. Vurderingen er gjort med hjemmel i helseforskningsloven (hfl.) § 10, jf. forskningsetikkloven §
4.

Prosjektomtale

Forskningen vil gi ny kunnskap om heslerelatert livskvalitet hos etioiske brystkreftrammede kvinner. I tillegg
til spgrsmal om livskvalitet vil det bli innhentet demografiske og sykdomsrelaterte spprsmal som lengde pd
diagnose og type behandling. Det vil bli anvent kvantitativ forskningsmetode ved d anvende selvutfyllende
sporreskjemaer. Imidlertid er en stor del av den etiopiske befolkningen analfabeter, og bade
informasjonsbrev, informert samtykke vil bli lest for respondentene som sier ja til a delta, og spgrsmdlene i
sporreskjemaet vil bli gitt som intervju hvor spgrsmdlene leses, svaraltarativene klargjores og respondenten
svarer pad disse. Det er ikke gjort en tilsvarende undersgkelse, og anses viktig

Vurdering

Komiteen viser til sgknadens del 3- Informasjon, samtykke og personvern, hvor det angis: Alle inviterte
polikliniske pasienter som takker ja til & delta i studien vil signere informert samtykke. For de som er
analfabeter vil informert samtykke sikres ved at informasjonsbrev/invitasjon til a delta i studien og det
informerte samtykket leses og sikres muntlig at respondenten har forstdtt. Hvis vedkommende samtykker vil
hennes navn skrives pd samtykke skjemaet samt at intervjuer bekrefter med egen signatur at oralt samtykke
er gitt.

Fremgangsméten utdypes videre: Ndr pasientene kommer til sykehusets poliklinikk har de avtale med
sykepleier eller lege som informerer om studien og stiller spgrsmdl om den aktuelle pasienten vil delta,
eventuelt deler ut informasjonsskriv. Forsker vil oppholde seg i poliklinikken og mgte pasienten samme dag.

Det dreier seg dermed om et svert klinikknzrt forskningsprosjekt, hvor pasientene ogsa rekrutteres i en
direkte behandlingsmessig setting. For pasientene kan det muligens, med en slik lgsning, vere vanskleig &
skille de ulike rollene helsepersonellet har, fra hverandre. Komiteen forutsetter at forsker har hgy bevissthet
knyttet til denne potensielle rollesammenblandningen, og s@rskilt understreker overfor pasientene at
deltakelse i forskning er frivillig.

Komiteen forutsetter videre at den skisserte samtykkeinnhentingen er forenelig med etiopisk regelverk, og

Besoksadresse: Telefon: 22845511 All post og e-post som inngér i Kindly address all mail and e-mails to
Gullhaugveien 1-3, 0484 Oslo E-post: ing.etikkom.no i bes til REK  the Regional Ethics Committee, REK
Web: http://helseforskning.etikkom.no/ ser-ost og ikke til enkelte personer sor-ost, not to individual staff
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godkjent av den etiopiske etiske komiteen.

Spgrsmélene 44 til 46 i vedlagte spgrreskjema omhandler seksuell funksjon, og selv om spgrsmalene er
berettiget i lys av et livskvalitetsperspektiv, kommer de ganske brétt pa. Komiteen krever derfor at forsker
sgrger for en form for overgang mellom spgrsmalene, for eksempel ved at man forbereder pasienten pa at
man na skal snakke om seksualitet.

Ut fra dette setter komiteen fglgende vilkar for prosjektet:

1. Forsker mé vare bevisst rekrutteringen i en behandlingssituasjon, og understreke frivilligheten av &
delta for pasientene.
2. Pasientene skal forberedes i forkant av spgrsmél om seksualfunksjon.

Vedtak
Prosjektet godkjennes under forutsetning av at ovennevnte vilkar oppfylles, jf. helseforskningslovens §§ 9
og 33.

I tillegg til vilkér som fremgér av dette vedtaket, er tillatelsen gitt under forutsetning av at prosjektet
gjennomfgres slik det er beskrevet i sgknaden og protokollen, og de bestemmelser som fglger av
helseforskningsloven med forskrifter.

Tillatelsen gjelder til 31.12.2016. Av dokumentasjonshensyn skal prosjektopplysningene likevel bevares
inntil 31.12.2021. Opplysningene skal lagres avidentifisert, dvs. atskilt i en ngkkel- og en opplysningsfil.
Opplysningene skal deretter slettes eller anonymiseres, senest innen et halvt dr fra denne dato.

Komiteens avgjgrelse var enstemmig.

Sluttmelding og spknad om prosjektendring

Prosjektleder skal sende sluttmelding til REK s@r-gst pa eget skjema senest 01.03.2017, jf. hfl. §

12. Prosjektleder skal sende sgknad om prosjektendring til REK s@r-gst dersom det skal gjgres vesentlige
endringer i forhold til de opplysninger som er gitt i sgknaden, jf. hfl. § 11.

Klageadgang

Du kan klage pa komiteens vedtak, jf. forvaltningsloven § 28 flg. Klagen sendes til REK sgr-gst.
Klagefristen er tre uker fra du mottar dette brevet. Dersom vedtaket opprettholdes av REK sgr-gst, sendes
klagen videre til Den nasjonale forskningsetiske komité for medisin og helsefag for endelig vurdering.

Med vennlig hilsen

Britt-Ingjerd Nesheim
prof.dr.med
leder REK sgr-gst C

Tor Even Svanes
seniorradgiver
Kopi til:
Dag Jenssen@hioa.no,
Hggskolen i Oslo og Akershus ved gverste administrative ledelse: postmottak@hioa.no
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