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ABSTRACT

Assessinent of Health-related Quality of Life of Adult Highly Active Anti-retroviral
Therapy Recipients at the Kagera Regional Hospital, Tanzania

Mgaywa Gilbert Mjungu Damas Magafu

MPH Mini-thesis, School of Public Health, University of the Western Cape.

Background: The care and treatment programme for people living with HIV/AIDS (PLWHA) at
the Kagera regional hospital began in Febroary 2005. Tt is important to evaluate the quality of
life (QOL) of highly active anti-retroviral therapy (HAART) recipients periodically to assess
HAART’s effectiveness. This study aimed to assess the health-related QOL (HRQOL) of
HAART recipients and determine factors associated with it, two years after the programme had

started at the Kagera regional hospital in Tanzania.

Study Design and Setting: This was a cross-sectional descriptive study involving adult HAART
recipients. Participants were obtained by simple random sampling from a population of HAART

recipients at the Kagera regional hospital’s care and treatment centre for PLWHA.

Data Collection: Face-to-face interviews with selected participants were conducted using the
Short Form-36 Health Survey (SF-36). Questions on socio-demographic characteristics, chronic
diseases, self-reported side effects of HAART and adherence to the anti-retroviral drugs (ARVs)
were added. Treatment data, the first and the most recent CD4+ cell counts were retrieved from

patients’ medical records.
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Data Aunalysis: SF-36 scale scores were generated by summing up raw scores for the
corresponding items and then transforming them linearly to a 0-100 range. Sex and age-adjusted
mean scale scores of the sample were compared to those of the general population using the #-test.
Mean scores of different groups based on independent variables like socio-demography were
compared using the #test and ANOVA. Logistic regression was used to explore the effect of sex,
age, education level, income, chronic discases, CD4+ count, HAART side effects and adherence

to ARVs on physical and mental HRQOL components.

Results: The HRQOL of HAART recipients was generally lower than that of the general
population. However, the general health perceptions (p=0.191) and mental health (p=0.161)
mean scores of HAART recipients were not different from those of the Tanzanian general
population. About 89% of the HAART recipients reported better health than in the previous year.
Chronic diseases were associated with lower HRQOL of HAART recipients independently of
other factors. HAART recipients with chronic disease co-morbidity were more likely to score
below the general population’s mean score for mental health (p=0.007). While the effect of
chronic diseases on HRQOL among those who recorded CD4+ cell increase was negative
(OR=13.6, 95%CI=3.7; 49.9), there was no effect on those who did not have such an increase.

Adherence to ARVs and CD4+ cell count were not associated with HRQOL.

Conclusions: HRQOL of HAART recipients at the Kagera regional hospital was generally lower
than that of the general population. However, their general health perceptions and mental health
status were comparable to those of the general population, suggesting effectiveness of HAART
in improving some subjective experiences of HIV morbidity. Chronic diseases were the main
factor negatively affecting HRQOL of recipients.
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Recommendations: The provision of HAART should be maintained. The control of chronic

diseases among recipients should be given priority to improve their HRQOL.
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People living with HIV/AIDS
Highly active anti-retroviral therapy
Care and treatment

Anti-retroviral therapy

Quality of life

Health-related quality of life

Health status assessment

Kagera regional hospital
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CHAPTER 1

INTRODUCTION

1.1. Background

The provision of highly active anti-retroviral therapy (HAART) to eligible people living with
HIV/AIDS (PLWHA) in Tanzania commenced in October 2004 with the establishment of
HIV/AIDS care and treatment centres (CTCs) at a few selected locations (MOHT, 2005). Kagera
regional hospital in Bukoba was one of the locations and started administering HAART in
February 2005 (KRH, 2006). The HIV/AIDS care and treatment programme aimed to provide
comprehensive, good quality, continuing care and treatment to eligible PLWHA in order to

improve longevity and quality of life (QOL) (URT, 2003).

The HAART programme emphasised both clinical and laboratory monitoring of care and
treatment. Monitoring is important to identify drug resistance or patients’ non-adherence, which
are the main causes of treatment failure (MOHK, 2003). Wu (2000) asserts that one method of
monitoring and tracking disease progression is by periodically assessing the health-related
quality of life (HRQOL) of those who are affected by that particular disease. HRQOL. includes
several dimensions which relate to health like physical functioning and symptoms, performance
of social roles, emotional status, cognitive functioning and how the patients feel about their
health (Croog & Levine, 1989 cited by Wu, 2000). It should be noted that HRQOL is part of a
broader construct known as quality of life (QOL) which includes adequacy of education, housing,

income and perceptions of the immediate environment (O’Boyle & Waldron, 1997). Because of



this amorphous and multi-dimensional nature of QOL, medical and health care researchers

usually concern themselves with HRQOL (Wu, 2000).

1.2. Problem Statement and Study Rationale

After two years of HAART administration at the Kagera regional hospital’s CTC, HRQOL of
HAART recipients had not yet been studied to evaluate the effectiveness of HAART (KRH,
2006). In general, data on HRQOL in Tanzania were limited. To the investigator’s knowledge,
there were no published data on HRQOL of HAART recipients at the time of this study. Against
the backdrop of reports of evolution of HAART-resistant strains of HIV in Tanzania (Haonga,
2008) and elsewhere (Wu, 2000), it was unknown, for instance, whether the benefits of HAART

to recipients had remained at a desirable level over the two years or not.

Assessment of HRQOL of HAART recipients is particularly important because of the chronic
nature of HIV/AIDS, common appearance of severe side effects associated with treatment and
uncertainty of the durability of therapeutic effects (Hays et a/, 2000). This study sought to assess
the HRQOL of adult HAART recipients at the Kagera regional hospital. HRQOL measurement
will serve to review the effectiveness of ARV protocols at the hospital. Alongside clinical
indicators of morBidity and mortality, measures of HRQOL will also help to guide treatment
decisions at the Kagera regional hospital. Moreover, information concerming HRQOL of
HAART recipients is important to international or national level policy-makers and health care
managers for making decisions on treatment protocols, which may need to be changed, and for

management of resources in the quest for new drugs and health care methods for PLWHA.



1.3. Definition of Terms

1. Quality of life: “the degree to which persons perceive themselves able to function
physically, emotionally and socially” Last (2001: 148). In its broad sense, quality of life
includes adequacy of education, housing, income and perceptions of the immediate
environment (O’Boyle & Waldron, 1997).

2. Health-related quality of life (HRQOL): includes several dimensions but more specific to
health like physical functioning and symptoms, performance of social roles, emotional
status, cognitive functioning and how the patients feel about their health (Croog & Levine,
1989 cited by Wu, 2000).

3. Perfect adherence: taking 100% of the ARV doses that were supposed to be taken in the
past seven days (Hardon et a/, 2006).

4. Near-perfect adherence: taking at least 95% but less than 100% of all the ARV doses
prescribed for the past seven days (Hardon ef al, 2006).

5. Moderate adherence: taking 80% or more but less than 95% of all the ARV doses
prescribed for the past seven days (Hardon ef al, 20006).

6. Poor adherence: taking less than 80% of all the ARV doses prescribed for the past seven
days (Hardon ef al, 2000).

1.4. Study Objectives
1.4.1 Aim

To assess HRQOL of adult HAART recipients at the CTC of the Kagera regional hospital and

determine factors associated with 1t.



1.4.2. Specific Objectives

1. To determine HRQOL of adult HAART recipients and compare it with the Tanzanian
population’s normative values as reported by Wyss ef af (1999).

2. To identify chronic discases (besides HIV/AIDS itself) among HAART recipients and
quantify their effect on HRQOL of HAART recipients at the hospital.

3. To describe subjective experiences of HAART adverse effects among recipients and
determine their effect on HRQOL.

4. To determine the relationship between socio-demographic characteristics, CD4+ T-cell

count, self-reported adherence to ARVs and HRQOL of HAART recipients.



CHAPTER 2

LITERATURE REVIEW

2.1. HIV Pandemic: General Overview and the Situation in Tanzania and Kagera

The first case report of AIDS appeared in 1981 in America with the identification of previously
healthy homosexual men who presented with Preumocytis Carinii pneumonia and Karposi’s
sarcoma (Brooks, Butel & Morse, 2004). A quarter century into the pandemic, UNAIDS (2006)
estimated that about 38.6 million people were living with HIV/AIDS by the end of 2005.
UNAIDS (2008) contends that with 33 million PLWHA globally at the end of 2007, the
epidemic had stabilised albeit at a high level. According to WHO (2006), sub-Saharan Africa
remained the global epicentre of the pandemic with about 25 million people living with
HIV/AIDS, which was two thirds of all PLWHA in the world. Nevertheless, the epidemic in this
region was highly diverse. For instance, while the national HIV prevalence in Kenya and

Ethiopia had declined, it was still high in Southern Africa countries (UNAIDS, 2006).

The HIV epidemic is now a quarter of a century old in Tanzania, where the first three cases were
detected in 1983 in the north-western region of Kagera (MOHT, 2005). By the end of 2003,
more than two million people were estimated to be HIV infected in Tanzania (TACAIDS, 2003).
A national HIV household survey conducted in 2003/04 revealed that the prevalence of HIV
among adults aged 15-49 m Tanzania was 7% (TACAIDS, 2005). A repeat survey in 2007/08
showed that the prevalence of HIV among adults aged 15-49 in Tanzania was 5.8% (TACAIDS,
2008). While UNAIDS (2006) described the HIV sitnation in Tanzania as stable, research in

Kagera region had documented decreasing HIV trends. Much of the HIV/AIDS research work



done in Kagera was by the Kagera AIDS Rescarch Project (KARP). When KARP started in
1987, the prevalence of HIV-1 infection was found to be 24.2% in Bukoba urban district, 10.0%
in Bukoba rural and Muleba, 4.5% in Karagwe and 0.6% in both Ngara and Biharamulo districts

(KARP, 2005).

The study population was re-visited and re-tested in 1992/93. Findings from cross-sectional
studies performed in 1993 and 1996 in Bukoba urban indicated a downward trend of HIV-
mfection notably among young women aged 15-24 years (Kwesigabo, 2001). A similar tfend
was also observed in the immediate rural setting, namely Muleba, where the overall prevalence
was 10.0% in 1987 and 6.8% in 1996 (Kwesigabo, 2001). Among othér things, the decrease was
attributed to an increase in condom use from 22.6% in 1993 to 30.3% in 1996 (Lugalla et al,
2004). HIV prevalence among those aged 15-49 years in Kagera region in 2003/04 was 3.7%

(TACAIDS, 2005) and 3.4% in 2007/08 (TACAIDS, 2008).

2.2. Use and Access to Anti-retroviral Therapy

The formal introduction of potent ARVs in 1996 was a turning point for many people with
access to sophisticated health care systems (WHO, 2002a). Although ARVs do not provide cure
and present new challenges of their own, with respect to side effects and drug resistance, they
have dramatically improved rates of mortality and morbidity, improved QOL, revitalised
communities and transformed perception of HIV/AIDS from a plague to a manageable, chronic

illness (UNAIDS/WHO, 2004).



Access to ARVs and treatment for HIV-related diseases still remains low. In 2004, WHO
estimated that nine out of 10 people who urgently needed HIV treatment were not being reached
(UNAIDS/WHO, 2004). Of the more than 40 million PLWHA in 2002, over 95% lived in
developing countries (MOHK, 2005). Many of them did not have access to even the basic drugs
needed to treat HIV-related infections and other conditions (WHOQO, 2002b). In response to these
problems of unavailability and inadequate access, WHO and UNAIDS initiated the “3 by 57
target; a detailed and concrete plan of providing ART to three million PLWHA in developing
and transitional countries by the end of 2005 (WHO, 2005¢). The falling ARV prices, new
sources of international funding and growing political commitment eventually made the
provision of treatment to PLWHA in developing countries an achievable goal for the first time
(WHO, 2005a). The concerted efforts resulted in a dramatic fall in the cost of ARVs (WHO,
2005b). Between 2001 and 2007, the number of PLWHA on ARVs in middle and low-income
countries increased ten-fold reaching about three million (UNAIDS, 2008). In sub-Saharan
Africa, the number of PLWHA receiving ARVs increased from less than 100,000 in 2001 to 2.1
million by December 2007 representing 30% of those who were eligible for HAART (Haonga,

2008).

Free HAART provision policy was introduced in Tanzania for the first time in 2003 (URT, 2003).
The goal of the HAART programme, which started in 2004, was to have 400,000 PLWHA on
treatment by the end of 2008. However, revelations from programme monitoring and evaluation
reports showed that the programme was lagging far behind by the end of 2007 (Tindwa, 2007).
For instance, while the target was to have 151,000 PLWHA. on treatment by the end of 2006, the

number that had been recruited by the end of that year was 40,000 only (Tindwa, 2007). Data



released in May 2007 showed that 153,659 PLWHA were in the national care and treatment plan
with 75,647 (including 7,775 childreﬁ) on HAART (Mambo, 2007). According to Haonga (2008),
in October 2008, Tanzania had around 150,000 PLWHA on HAART and around half a million
were projected to be on treatment by 2010. Two years after the initiation of HAART
adminzstration at the Kagera region hospital, the hospital had recruited beyond the targeted 1000

HAART recipients.

2.3. Quality of Life Studies

2.3.1. General Overview

HRQOL studies were first introduced in HIV/AIDS research in 1990 to assess the effect of
HAART on health status and well-being (Wu 1990, cited by Liu et al, 2006). Later, they were
used to document disease burden, follow-up health changes and evaluate health care programmes
(Liu et al, 2006). Traditional health indicators like maternal mortality do not provide information
about morbidity and disability (Wyss ef al, 1999; O’Boyle & Waldron, 1997), therefore, there
has been a rapidly growing interest in the use of general health status measures to assess the
health of populations, effects of health care policies, impact of discases and benefits of
treatments in clinical trials and practice to monitor individual patient’s health (Ware, 2003).
General health status measures are questionnaires that are completed by individuals to assess

their ratings of integral domains of health (Wyss et al, 1999).

While HIV treatment focuses on extending the length of life and improving the quality of that
life, ARVs can have untoward effects such as peripheral neuropathy, hepatotoxicity,

nephrolithiasis and medications for prevention and treatment of opportunistic infections can also



cause a wide range of negative effects (MOHK, 2005). Furthermore, HRQOL could be
negatively affected by strict adherence requirements (Eriksson, Bratt, Sandstrom & Nordstrom,
2005). Cella, McCain, Peterman, Mo & Woelen (1996) assert that decisions concerning treatment
should weigh the potential benefits (added time or improved HRQOL) against costs (untoward
effects or monctary umits). Selected general health measures can be used to assess both the
burden of HIV/AIDS and the HRQOL of HAART recipients (Wagner, Wyss, Gandek, Kilima,
Lorenz. & Whitining, 1999). HRQOL questionnaires reflect patient’s own experience of
gained/lost HRQOL and provide a non-disease specific outcome measure (Franchi & Wenzel,

1998; Nemeth, 2006).

2.3.2. Methodological Considerations

2.3.2.1. General Overview

Cella ef @l (1996) contend that there is no gold standard for the measurement of HRQOL in HIV
disease. While some questionnaires measure QOL in its totality others are limited to HRQOL
only. QOL and HRQOL measures include, but are not limited to, the World Health Organisation
QOL 100 items (WHOQOL-100), WHOQOL-BREF (the WHOQOL. abbreviated version),

Nottingham Health Profile (NHP), Sickness Impact Profile (SIP) and Fanning Quality of Life

Scale (FQLS) (Vanhems, Toma & Pincault, 1996}. Others are the Quality of Well-being Scale

(QWBS), Time without Disease Symptoms and Drug Toxicity (Q-TWIST) and Medical
Outcomes Study (MOS) derived HRQOL measures (Hsiung, Fang, Chang, Chen & Wang,
2005). MOS measures include the MOS-HIV, Short Form 12 items health survey (SF-12), SF-20,

SF-21, SF-36, SF-38, SF-56, the International Quality of Life Assessment (IQOLA) and the HIV

Cost and Service Utilisation Study (HCSUS) (Fayers & Machin, 2000). According to Wu, Hays, -



Kelly, Malitz & Bozzette (1997), MOS questionnaires are the most widely used health status
instruments in HIV research and they cover two to eleven dimensions that have between 12 and
56 questions as indicated by their names. The EuroQol-5 Dimension (EQ-5D) has also been used
to evaluate HRQOL of PLWHA (Hughes, Jelsma, Maclean & Tinise, 2004). Tsasis (2000)
asserts that in the midst of the many HRQOL instruments, there is no consensus on how to assess

HRQOL of PLWHA.

2.3.2.2. The SF-36 Health Survey

The SF-36, which is one of the widely used general health status instruments, can be either self-
administered or administered by an interviewer and requires about 5-10 minutes to complete
(Ware, 2000). It has internal consistency and strong psychometric properties and has been
validated for use in more than 40 languages (Ware, 2000; Wyss et al, 1999} including Swabhili,
the national language of Tanzania (Wyss ef af, 1999). It has eight multi-item scales that assess
respondent’s physical functioning (PF), role limitation due to physical health problems (RP),
bodily pain (BP), general health perceptions (GH), vitality (VT), social functioning (SF), role
limitation due to emotional health problems (RE) and mental health (MH) (Wagner ef al, 1999).
The SF-36 has an advantage of existence of normative data and its documented reliability and
validity (Nemeth, 2006). The tool has also been proved capable of detecting changes in HRQOL
over time, be it due to evolution of the illness or treatment (Badia & Baro, 1999). The Swahili
version of the SF-36 was back translated from the United States English version and found to be
conceptually equivalent to it (Wyss et al, 1999). Wyss ef al (1999) contend that the mean scale
scores of their sample of 3,802 may serve as the normative values for the Tanzanian general

population.

10



As opposed to specific measures, SF-36 is a generic measure because it assesses health concepts
that are relevant to everyone’s functional status and well-being (Ware, Kosinski & Gandek,
2000). The SF-36 being a generic measure that is not age, discase or treatment specific, has
provided a common tool to compare patients with chronic health problems to those sampled in
the population (Ware & Kosinski, 2000; Tsasis, 2000). The SF-36 is practical because it is short
and in communities with high literacy levels it can be self-administered (Ware & Gandek, 1998).
Although not specifically designed for HIV/AIDS, the SF-36 has been validated, tested for
reliability and successfully used in PLWHA (Call et al, 2000). Structurally, the eight multi-scale
items are subdivided into sub-items ranging from 2 to 10. Physical functioning has 10 sub-items,
role physical has four sub-items, bodily pain has two sub-items, general health has five sub-items,
vitality has four sub-items, social functioning has sub-two items, role emotional has three sub-
items and mental health has five sub-items (Ware & Gandek, 1998). These sub-items represent
various levels of health status from the lowest to the highest (Ware & Kosinski, 2000). Besides
the eight multi-scale items, questions on general health and reported health transition are added.

These two additional questions are not used in item scoring.

After data collection and entry, items are scored in three steps: (1) item recoding for the 10 items
that require recording; (2) calculating scale scores by summing across items in the same scale
(raw scale scores) and (3) transforming raw scale scores to a 0-100 scale giving rise to

transformed scale scores which are commonly used in the analysis (Ware et al, 2000).

11



2.3.3. HRQOL in PLWHA and its Determinants

Many studies on HRQOL of PLWHA on ART have been conducted and some came up with
conflicting findings. Various factors including demographic, socio-economic, clinical and health
utilisation variables may influence HRQOL (Liu et al, 2006). Campsmith, Nakashima &
Davidson (2003) studied factors influencing HRQOL of PLWHA in America and found that
lower overall health scores were associated with older age, female sex, lack of private health
insurance, injectable drug use, lower CD4+ cell count, lower income and lower level of
education. However, in the same study, CD4+ cell count was not associated with measures of
mental health and cognitive functions. According to Liu ef af {2006), age and income have been
consistently associated with HRQOL outcome. Lower HRQOL scores and poorer perception of
health are also associated with more advanced disease (Campsmith ef «af, 2003) and

unemployment (Louwagie, Bachmann, Meyer, Booysen, Fairall & Heunis, 2007).

Miners, Sabin, Mocroft, Youle, Fisher and Johnson (2001) in a cross-sectional study, also
conducted in America, found a tremendous improvement in HRQOL of ART recipients who had
AIDS manifestations. Miners ef al (2001) found that individuals with and without AIDS had
similar levels of HRQOL — because ART had reversed the progression of the disease in AIDS
patients to pre-AIDS levels. Despite some contradicting findings from different studics, the
various studies have generally agreed that HIV infection affects some physical, psychological
and social dimensions of HRQOL with patients with advanced disease more affected (Wu et al,
1997). HRQOL has been shown to be influenced by CD4+ count, viral load and symptoms, such
that patients with a more advanced infection or discase report poorer HRQOL (Eriksson ef al,

2005). In addition, co-morbidity negatively influences outcomes in most aspects (Nemeth, 2006).
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Thus, a combination of HIV/AIDS and other chronic discases would more likely worsen

HRQOL.

Very few longitudinal long-term studies have assessed HRQOL of PLWHA on HAART (Liu ef
al, 2006). Burgoyne, Rourke, Behrens and Salit (2004) in a four-year longitudinal study found
that FIRQOL. dimensions of HAART recipients were relatively stable or bad slightly improved
over time in contrast to pre-HAART findings. They also found a statistically significant increase
in CD4+ cells from the baseline to the fourth vear of follow-up with a concomitant reduction in
viral load. The mean number of symptoms was found not to be affected but the mean number of
opportunistic infections significantly decreased. While HAART led to an increase in
undetectable viral load status by four times from the baseline, 29% of patients did not achieve
this status. The small sample size of 41 participants in this study was a major limitation to its
power and validity. A longitudinal study conducted by Low-Beer et al (2000) among adults
receiving HAART also found no statistically significant changes in HRQOL parameters like
health perception, pain, physical, role and social functioning between the baseline and follow-up

that had a median length of 18 months.

A study by Bucciardini et al (2007) found an improvement in the physical component of
HRQOL of HAART recipients over three years of treatment. Nonetheless, the mental component
did not record positive changes. In another study by Liu et af (2006), it was found that after two
years of HAART use, the physical health summary scores of patients were relatively stable but
decreased after four years of HAART use, which might point to a limit on the benefits offered by

HAART. However, the decreases may be less than those observed in the absence of HAART.
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The mental health score was found to be significantly increased and higher than the bascline
score even after the fourth year of their study. In contrast, Eriksson et @l (2005) found that
emotional HRQOL deteriorated for two years of protease inhibitor-based combination ARV and

that its deterioration was associated with subjective experiences of adverse effects.

2.4. The general Tanzanian population representative sample

The HRQOL normative values of the general Tanzanian population were obtained from a survey
by Wyss et al (1999). The survey, which is the latest available, was conducted and published in
the late 1990s. According to Wyss et al (1999) a representative sample for the survey was
randomly selected from a demographic surveillance system in Tanzania and consisted of 3802
adults. The survey was conducted as part of the Morbidity and Mortality Project of the Ministry
of Health in Tanzania. The instrument used for measuring the HRQOL was the Swabhili version
of the SF-36. Of the 3802 participants, 1903 (50.1%) were females and 1899 (49.9%) were males.
The different age categories in years were (n; %) <24 (1492; 39.2), 25-34 (1122; 29.5), 35-44
(612; 16.1), 45-54 (320; 8.4), 55-64 (172; 4.5) and >65 (84; 2.2). Those who were married were
1892 (49.8%), singles werel591 (41.9%), divorced/separated were 224 (5.9%) and widowed
were 93 (2.4%). In the sample, 402 (10.6%) had no formal education, 2542 (66.9%) had
elementary education and 856 (22.5%) had post-elementary education. The mean scale score
[standard deviation (SD)] for physical functioning (PF) was found to be 93.8 (12.3), role
physical (RP) was 84.2 (30.8), bodily pain (BP) was 82.8 (24.7), general health (GH) was 62.9
(18.5), vitality (VT) was 74.9 (18.5), social functioning (SF) was 88.2 (18.5), role emotional

(RE) was 86.3 (30.8) and for mental health (MH) was 82.2 (18.5).
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CHAPTER 3
METHODOLOGY

3.1. Study Design

This was a cross-sectional descriptive and analytical study conducted to assess HRQOL of adult
HAART recipients at the CTC of the Kagera regional hospital in Tanzania. Comparison of
HAART recipients’ HRQOIL with that of the general population of Tanzania was also made.
Analyses were carried out to identify some of the factors that influenced HRQOL of HAART

recipients — establishing the relationship between the factors and HRQOL of the recipients.

3.2. Study Area and Population

The study population comprised adult HAART recipients at the CTC of the Kagera regional
hospital in Tanzania. The study population was that of recipients who were on treatment in June
2007, the time of data collec‘gion. The Kagera regional hospital is situated in Bukoba town, which
also serves as the regional headquarters of this north-western region of Tanzania. All study
participants were at least 18 years of age and had been on HAART for at least six months, as
HAART requires a minimum of six months to produce measurable effect (MOHK, 2005). After
applying the exclusion criteria (age, duration on therapy and pregnancy), recipients who

remained (892) served as the sampling frame.
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3.3. Sample Size
At the time of data collection {(June 2007), the CTC had 1,521 HAART recipients in total. After
applying the exclusion criteria, 892 HAART recipients remained. This was the sampling frame

of the study.

The sample size was calculated by using EPT INFO version 6’s STATCALC. The expected
frequency of the factor under study i.e. the prevalence of HAART recipients with HRQOL that
was lower than that of the general population was assumed to be 50% on all SF-36 item scales.
Mathematically, it is this fr&?quency that gives the maximum sample size (Kazaura, Makwaya,
Masanja & Mpembeni, 1997; Kirkwood & Sterne, 2003). The level of HRQOL of HAART
recipients was hypothesized to be lower than that of the general population (Arpinelli, Visona,
Bruno, De Carli & Apolone, 2000). The sample size was calculated in such a way that the
expected frequency of HAART recipients with lower HHIRQOL than that of the general population
lay within 5 points of the presumed frequency i.e. 50%. This means that the worst acceptable
results were set within the range 45-55%. At the 95% confidence interval, the sample size was
found to be 269. However, to take care of events of non-contact or refusal by some recipients to
participate in this study, 60 participants were added on the calculated sample size. In total, 329
HAART recipients were randomly selected and interviewed. None of them refused the invitation

to participate in this study.

3.4. Sampling Procedure
Simple random sampling method was employed to obtain the sample from the sampling frame.

The simple random sampling procedure first entailed assigning a unique number to each of the
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HAART recipients at the CTC at the hospital. Using a random number table obtained from an
appendix of a statistics textbook by Kirkwood and Sterne (2003), a number that corresponded to
the name of a given HAAR'T recipient was selected. The randomly selected recipient was taken
for the sample. The procedure was repeated until the required sample size (329) was obtained.
The interviewer waited at the CTC for the randomly sampled HAART recipients to request them
to participate in the study and interviewed them at the CTC after they offered consent. Usually
HAART recipients had to go to the CTC monthly for ARV refill and follow-up. It took about one

month {o have the whole sample interviewed.

3.5. Data Collection

Data were collected through face-to-face interviews with the sampled adult HAART recipients
using the Swahili version of a structured SF-36 health survey questionnaire designed to measure
eight scales of HRQOL. Apart from the eight scales of the SF-36, items on the presence or
absence of chronic diseases, perceived untoward effects of HAART, self-reported adherence to
ARVs and socio-demographic information were added to the questionnaire. In addition to the
interviews, treatment data, the first and the most recent CD4+ cell counts were refrieved from

patients’ records. The time duration between the two counts was also recorded.

3.6. Validity

Ware et al (2000) state that two strategies were used to evaluate the validity of the SF-36,
namely, comparing its content validity with that of other widely used survey forms and the use of
factor analytic tests for construct validity. The results showed a substantial correlation (#>0.4)

(Ware & Gandek, 1998; Ware and Kosinski, 2000; Ware et al, 2000). The standard Swahili
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questionnaire that was used for data collection had already been validated and found to be
acceptable for use in Tanzania (Wagner et al, 1999; Wyss et al, 1999). A questionnaire whose
validity (and reliability) had already been established in the Tanzanian population was chosen to
ensure not only the validity (and reliability) of study results but also comparability of results
across studies. The questions that were added to the SF-36 were also back translated from
English. The Swahili version was found to be conceptually equivalent. A pilot study was also

carried out. The content validity of the additional questions was found to be acceptable.

3.7. Reliability

By 2000, the estimates for score reliability for the SF-36 scales had been reported in 14 studies,
most of which used internal consistency method and Cronbach’s coefficient to assess the
reliability (Ware ef al, 2000). The studies mmcluded a range of populations and situations from
patients with particular diagnoses like AIDS patients to the general population. Ware and
Kosinski (2000) state that all reliability coefficient estimates in those studies were beyond the
expected standards for measures used in group comparisons. The median of the' reliability
coefficient across studies equalled or exceeded 0.80 with the exception of social functioning
scale which scored 0.76 (Ware & Gandek, 1998; Ware and Kosinski, 2000). These results
support the use of the SF-36 health survey in studies of health status that are based on group
level analysis. Most importantly, the standard SF-36 Swabhili questionnaire that was used for data
collection had already been tested and found to be of acceptable reliability for use in Tanzania
{(Wagner et al, 1999; Wyss er al, 1999). Thus, this instrument would elicit similar scores on

repeated testing when HRQOL is not expected to change.
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3.8. Ethical Considerations

This study was first approved and endorsed by the Higher Degree Committee of the University
of the Western Cape in South Africa. Ethical clearance by the Medical Research Coordinating
Committee (MRCC) of the National Institute for Medical Research (NIMR) of Tanzania was
then sought. After the study was cleared by MRCC, preliminary visits were made to the regional
hospital administration for self-introduction and to ask for permission to conduct the study at the
hospital’s CTC. Evidence of MRCC’s ethical clearance was presented to both the Kagera
Regional Medical Officer and the hospital administration at that time. Permission was granted.
While in the ficld, the nature of this study and other issues stated in the informed consent form
and participant information sheet were introduced to the prospective study participants by the
interviewer. The documents assured privacy and confidentiality of information collected from
participants. The documents also assured the participants of their right to withdraw from the
study or refuse to participate in the study. Data were collected and used anonymously, often in
combination with data from other participants. Queries were invited and clarification offered
before recruitment. Participants were asked to sign (or thumbprini:) two copies of the consent
form. One copy was offered to the participant while the other was kept by the investigator.

Questionnaires were locked in a safe place accessible to the principal investigator only.

There were no physical or psychological harmful effects to participants that were expected from
this study. Indeed, none was observed by the study team or reported by a participant. A
preliminary report of the study findings was sent to the hospital admimistration and the Kagera

regional health office. Participants and other HAART recipients at the CTC of the Kagera
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regional hospital were direct beneficiaries of the service improvement that was recommended by

this study’s preliminary report.

3.9. Data Analysis

3.9.1. Data Handling and Cleaning

Data were entered separately in MS Excel spreadsheet by two people. The two entries were
compared and discrepancies were corrected. The data were then imported in STATA SE 10 for
Windows.- In STATA SE 10 for Windows, impossible and implausible values were checked
using codebook and frequency tabulation. When impossible or implausible values were obtained,
the respective questionnaire was re-visited and data correction effected. Values which could not

be corrected by referring to the questionnaires were recoded as missing.

3.9.2. Scoring of the SF-36

The SF-36 item scales should be scored in such a way that a higher score indicates a better health
state (Ware et al, 2000). Therefore, a high score on a functioning scale indicated better
functioning while a high score on pain scale indicates more freedom from pain. To achieve this,
items of the SF-36 that required recoding were recalibrated. Item recoding was done in order to
derive the item values that were in turn used to calculate the scale scores. After item recoding,
scale scores were computed by summing across items in the same scale to give raw scale scores.
The score is a simple algebraic sum of the responses for all the items in the scale (Ware ef al,

2000). The next step was to transform the raw scores into a 0-100 scale using the formula:

Transformed scale = [Actual raw score — Lowest possible raw score] x 100 (Ware et al, 2000).
Possible raw score range
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This transformation converted the lowest and the highest possible scores to 0 and 100
respectively. Therefore, a score between these values represented the percentage of the total
possible score achieved. Prior to using the transformed scales, score checks were carried out
using frequency distribution for the items to verify that only expected final item values were

observed.

3.9.3. Variable Categorisation

This analysis employed both dichotomous variables and those with more than two categories.
The dichotomous variables were sex (male or female), religion (Christian or Moslem), chronic
discases (yes or no), reported side effects of HAART (yes or no), perfect or near-perfect
adherence to ARVs (yes or no) and CD4+ cell increase over time (yes or no). Reported HAART
side effects were so diverse that were classified according to the body systems affected. The
CD4+ cell change over time was derived from the difference between the last CD4+ cell
measurement that was available and the first one divided by the time span between the first and
the last count. The results of the computation fell into three groups: negative change (decrease),
no change (same) and positive change (increase). Those who had a positive change were
categorised as “yes” for the variable CD4+ cell increase over time and those who recorded no
change or had a negative change were categorised as “no” for the variable. Reported heath
transition (a comparison of the current health status to the previous one year’s) was also
dichotomised into “better” and “same or worse™. The “better” group comprised of those who said
that their health status was either “much better” or “somewhat better” than the previous year.

3% g4

The remainder of the responses, namely, “nearly the same as the previous year”, “somewhat
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worse than the previous year” and “worse than the previous year”, were placed in the “same or

worse” group.

To be able to make a comparison of these data with that of the Tanzanian general population
representative sample, age group, marital status and level of education were categorised as by
Wyss et al (1999). The groups for the variable age were <24, 25-34, 35-44, 45-54, 55-64 and =65.
The other variables with groups were marital status (single, married, divorced/separated or
widow/widower) and level of education (no formal education, primary education or post-primary
education). Income level per month was categorised as <100,000; 100,000-300,000 and
>300,000 in Tanzanian shillings. Three groups were created for the variable employment,
namely, unemployed; peasant/fisherman/pastoralist; and formal employment/business. Different
Ievels of education and income had been hypothesised to have different levels of living standard

and HRQOL (Wyss ef al, 1999).

All the eight scale scores of the SF-36 questionnaire i.e. physical functioning (PF), role physical
(RP), bodily pain (BP), general health (GH), vitality (VT), social functioning (SF), role
emotional (RE) and mental health (MH) were also dichotomised. The cut-off point for
dichotomisation of each of the scale scores was the respective mean scale scores of the general
population (Wyss et al, 1999). Those who scored below the mean for the general population
were classified as “below” for the respective scale and those who scored equal to the mean of the

general population or above it were classified as “above™.
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3.9.4. Descriptive Statistics and Univariate Analysis

Descriptive analysis was conducted not only to clean the data but also to explore and describe the
sample’s variable composition. F:requg:ncy tables for categorical variables like sex and summary
statistics for quantitative variables like age were made. The type of distribution of the different
variables in the dataset was also explored. The distribution of the item scores was normal. The
student test (¢-test) for two independent samples was used to compare different mean scale scores
of HAART recipients with those of the general population. The mean scores in all the eight SF-
36 scales were tested for statistical difference between the two samples (study sample versus
general population sample). The mean item scores that were used in the (~test were sex and age-
standardised for both the samples. Sex and age-standardisation of study sample’s mean item
scores was performed using ANCOVA.. Standardisation was done because the sex and age
composition of the two populations was not similar. Age and sex have been found to influence
HRQOL. The study sample was much older than the general population sample and two-thirds of
the study sample were females while the general population sample had a more-or-less balanced
sex composition. Thé sex and age composition of the two samples was compared using the chi-
squared test. The association between socio-demographic characteristics and reported health
transition was tested using the chi-squared test or Fisher’s exact test when one of the expected

cell values was less than 5.

Univariate analysis was also performed to determine the relationship between the independent
dichotomous variables: chronic diseases, HAART adverse effects, adherence level to ARV,
CD4+ cell change and the dependent variable HRQOL as represented by the SF-36 eight scale

scores of HAART recipients. Likewise, univariate analysis was employed to test the association
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between socio-demographic characteristics and HRQOL of HAART recipients. For the
dichotomous socio-demographic characteristic sex, the #-test was used to compare the mean scale
scores between men and women. For variables with more than two categories namely, age group,
marital status, level of education and income level per month, ANOVA test was used to compare
the mean SF-36 scale scores of the categories. Whenever the F-statistic was found to be
significant, the Bonferroni test was performed to identify the significantly different categories or

groups. In all cases, the p-value significance level of 0.05 was taken as the cut-off point.

3.9.5. Multivariable Analysis

After the univariate analysis, multiple logistic regression procedure was performed. The
independent variables that were entered in the logistic regression equation were those which
were stated in literature to be associated with HRQOL of HAART recipients. Moreover,
variables which were found to be significantly associated with HRQOL of HAART recipients in
the univariate analysis, namely, age group and level of education were also included in the
logistic regression equation. The dependent variables that were tested, one at a tume, were
physical functioning and mental health. Physical functioning and mental health scale scores
represented physical health and mental health of HAART recipients respectively. Independent
variables that were entered in the backward stepwise logistic equation were: chronic diseases
(ves or no), HAART side effects (yes or no), perfect or near-perfect level of adherence to ARVs
(ves or no), CD4+ cell increase (yes or no), sex (male or female), age group in years (<24, 25-34,
35-44, 45-54, 55-64 or =65), education level of the respondent (no formal education, primary
education or post-primary education) and income level per month in TZS (<100,000; 100,000-

300,000; or >300,000).
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Except for age group, education level, and income per month, all the variables entered in the
equations were dichotomous. The non-dichotomous variables were entered in the model in the
form of indicator contrasts. The indicator contrasts for age group were: <24 versus 25-34 years,
35-44 versus 25-34 years, 45-54 versus 25-34 years, 55-64 versus 25-34 years and =65 versus
25-34 years. The indicator contrasts for level of education were: no formal education versus
post-primary education and primary education versus post-primary education. Indicator
contrasts created for income group were: <100,000 versus >300,000 and 100,000-300,000 versus
>300,000. The number of variables entered in the model was less than 10% of the events
(mumber of participants scoring less than the mean for the general population), which is usually
recommended (Peduzzi, Concato, Kemper, Holford & Feinstein, 1996). Before running the
backward stepwise procedure that was used to select the variables to be included in the final
model, collinearity of the variables was tested and found to be acceptable. The stepwise logistic

regression procedure was based on the likelihood ratio test.

The significance level for variable entry into the model was set at 0.05 and that for removal at
0.10. After performing the backward stepwise logistic regression, all the variables were removed
from the model because of lack of significance in the association with the dependent variable
except for chronic diseases. The Hosmer and Lemeshow test was employed to check the
goodness-of-fit of the model (Hosmer & Lemeshow, 1989). The model did not fit. Because of
this, the four major factors mentioned often in literature to be associated with HRQOL of ART
recipients were forced to remain in the model. These were chronic diseases, HAART adverse
effects, perfect or near-perfect adherence and CD4+ cell change (Arpinelli ef al, 2000;

Campsmith et al, 2003; Erickson et al, 2005; Hay et al, 2000; Liu et al, 2006). The three forced
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in variables did not nullify the statistical significance of the association between chronic diseases
and HRQOL. However, the odds ratio for the association slightly decreased. The Hosmer and

Lemeshow test was re-employed to check the goodness-of-fit of the model. The model fitted.

Interactions were tested between CD4+ cell change and the other factors in the model. The
likelihood ratio test was employed to compare the model with and without interaction terms. The
test was not significant for the model with mental health as the dependent variable and thus no
interaction was included in the mental health final model. However, for the physical functioning
model, the interaction was significant; thus, interaction was included in the final model. Adjusted
odds ratios for scores less than the mean for the general population and their respective 95%
confidence intervals were obtained from these final models and the significance of each was
tested by the Wald test (Peduzzi et al, 1996). The statistical software used for this analysis was

STATA SE 10 for Windows (StataCorp, College Station, Texas, United States).
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CHAPTER 4
RESULTS

4.1. Characteristics of Respondents

Table 1: Study sample characteristics (#,=329) compared with those of the general population
representative sample (r,~3,802)

Characteristics 1, (%) 17 {%a) P-value
Sex 329 3802 <0.001
Males 112 (34.00 1899 (49.9)
Females 217 (66.0) 1903 (50.1)
Age (years) 329 3802 <0.001
<24 7(2.1) 1492 (39.2)
25-34 67 (20.4) 1122 (29.5)
35-44 154 {46.8) 612 (16.1)
45-54 77 (23.4) 320 (8.4)
55-64 20 (6.1} 172 (4.5)
=65 4(1.2) 84 (2.2)
Mean (SD) 40.9 (8.7) 31 (NR)
Marital status 329 3800%* <0.001
Single 20 (6.1) 1591 (41.9)
Married 109 (33.1) 1892 (49.8)
Divorced/separated 59 (17.9) 224 (5.9)
Widow/widower 141 (42.9) 93 (2.4)
Level of education 329 3800%** 0.071
No formal education 26 (7.9) 402 (10.6)
Primary education 240 (73.0) 2542 (66.9)
Post-primary education 63 (19.2) 856 (22.5)
Income level/month (TZS)* 327 NR -
<100,000 260 (79.6)
100,000-300,000 57 (17.3)
>300,000 10 (3.0)
Employment 329 NR -
Unemployed 24 (7.3)
Peasants/fishermen/pastoralist 197 (59.9)
Formal employment/business 108 (32.8)
Religion 329 NR -
Christians 290 {88.1)
Moslems 39 (11.9)

*TZS denotes Tanzanian shillings (1US$ = TZS 1200). Two participants’ data were missing,
**Two particlpants’ data were missing. NR denotes data that were not reported.
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This study consisted of 329 participants who were receiving HAART at the CTC of the Kagera
Regional Hospital in Tanzania. The study sample characteristics are presented in table 1 above.
In the same table, a comparison of the study and general population sample composition is made.
The mean [standard deviation (SD)] participants’ duration on HAART at the time of the study
was 62.3 (23.9) weeks. The mean (SD) age of the study participants was 40.9 (8.7) vears. In
comparison, the mean age of the general population representative sample (Wyss ef al, 1999)
was 31 years (SD not reported). Most of the study participants fell in the age-group 35-44 years
(n=154; 46.8%) while the minority were those aged at least 65 years (n—=4), a group that
constituted about 1.2% of the whole study sample. In contrast, in the general population sample
the majority fell in the age category <24 years (n=1492; 39.2%) followed by 25-34 years
(n=1122; 29.5%). Like in the study sample, the minority were those aged 265 years (2.2%). The

age composition of the two samples was different (p<0.001).

Females (#=217; 66.0%) made the majority of the study sample reflecting the unequal sex
composition of adult HAART recipients at the Kagera regional hospital’s HIV/AIDS care and
treatment centre. The general population sample had almost an equal number of men (n=1899;
49.9%) and women (n=1903; 50.1%). The gender composition of the study sample was different
from that of the general population sample (p<<0.001). While about 43% (r=141) of the study
sample were widows/widowers, this group was the smallest marital group (n=93; 2.4%) in the
general population sample. Those who were married were 109 out of 329 (33.1%) of the study
sample. The general population sample constituted largely of married participants (n=1892;
49.8%) followed by single participants (r=1591; 41.9%). The marital status distribution of the

two samples was different as well (p<0.001). The majority of the study participants were primary
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school leavers (7=240; 73.0%), so was the general population’s sample majority (#=2542;

66.9%). The composition of the education level groups of the two samples was similar (p=0.071).

The median income per month for the study sample was Tanzanian shillings (TZS) 60,000
(mininum ¢ and maximum 600,000). The majority of the study participants (n=260; 79.6%)
carned below TZS 100,000 per month. Almost 60% (#=197) of the sample were
peasants/fishermen/animal keepers. Those who reported to be unemployed were 24 out of 329
(7.3%). All participants in this study fell into two religious groups: 88.1% Christians and 11.9%
Moslems. All participants were on a triple combination therapy consisting of two nucleoside-
analogue reverse transcriptase inhibitors (NRTIs) and one non-nucleoside reverse transcriptase
mmhibitor (NNRTT). The majority (r=270; 82.1%) were on a stavodine, lamivudine and
nevirapine combination therapy and the rest (n=59; 17.9%) were on zidovudine, lamivudine and
efavirenz combination regimen. However, at the time of the study, some recipients had switched
between the two regimens for a couple of times. In addition, a handful of recipients in the study

population (<1%) were on a second line protease inhibitor-based regimen.

4.2. General Health Status of Respondents

Figure 1 presents the results when respondents were asked to rank their general health status on a
five-level scale. Of the 329 respondents, nine (2.7%) said that they were in excellent general
health, 46 (14.0%) ranked their general health as very good, 153 (46.5%) as good and 119
(36.2%) as fair. In general, those who ranked their health status as good or above were 208

(63%). Only two (0.6%) of the respondents graded their general health as poor.
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Figure 1: Seli-ranking of general health status by study participants.

Study participants were also asked to compare their current health status with the previous one
year’s (reported health transition) (figure 2). About 61% (1#=201) of all the study participants
said that their health status was much better than in the previous year. Almost 28% (#=91) of the
sample said that their health was somewhat better than in the previous year. Therefore, in total,
292 (88.8%) of all the respondents had a better perception of their health status when compared
to the year preceding the study. Those who said that their health had worsened compared to the
past one year were nine (2.7%) only. The rest (r=28; 8.5%) said that their health status was

nearly the same as in the previous year.
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Figure 2: Self-ranking of health transition by study participants.

The relationship between socio-demographic characteristics and the perception of health
transition was also explored. Table 2 presents univariate analysis results for the association
between various socio-demographic characteristics and reported health transition. There was no

statistically significant difference in reported health transition by socio-demographic

characteristics.
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Table 2: The relationship between participants’ socio-demographic characteristics and reported health transition

Reported health transition®
n Better (%) Same or worse (%) P-value®™*
Sex 329 0.826
Males 112 100 (89.3) 12 (10.7)
Females 217 192 (88.5) 25 (11.5)
Age (years) 329 0.808
<24 7 7 (100.0) 0 (0.0}
25-34 67 59 (88.1) 8(11.9)
35-44 154 138 (89.6) 16 (10.4)
45-54 77 67 (87.0} 10 (13.0)
55-64 20 18 (90.0) 2(10.0)
265 4 3(75.0) 1(25.0)
Income level/month (TZ8)*** 327 0.748
<100,000 260 232 (88.6) 30(11.4)
100,000-300,000 57 50 (87.7) 7(12.3)
>300,000 10 10 (100.0) 0(0.0)
Marital status 329 0.547
Single 20 18 (90.0) 2 (10.0}
Married 109 100 (91.7) 9(8.3)
Divorced/separated 59 50 (84.8) 9(15.2)
Widow/widower 141 124 (87.9) 17 (12.1)
Level of education 329 0.459
No formal education 26 24 (92.3) 2{7.7)
Primary education 240 215 (89.6) 25 (10.4)
Post-primary education 63 53 (84.1) 10(15.9)
Employment 329 0410
Unemployed 24 23 (95.8) 1(4.17)
Peasants/fishermen 197 176 (89.3) 21 (10.7)
Formal employment/business 108 93 (86.1) 15 (13.9)
Religion 329 0.282
Christians 290 255 (87.9) 35(12.1)
Moslems 39 37 (94.9) 2(5.1)

*Comparison of current health status to the health status in the previous one year.
**None of the socio-demographic factors tested was significantly associated with reported health transition.

*#+*¥T7S denotes Tanzania shillings, two observations were missing.
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4.3. Prevalence of Chronic Diseases among HAART Recipients

Chronic diseases (also referred to as chronic conditions) were common among study participants,
the distribution of which is shown in table 3. Those who reported to have at least one chronic
disease/condition were 193 out of 329 (58.7%). The “other” group of chronic conditions
comprised of less frequent disease entities like chronic conjunctivitis, hernia, perineal warts,
chronic pelvic inflammatory diseases and non-specific chronic symptoms and signs signifying
undiagnosed underlying discase.

Table 3: The distribution of chronic diseases/conditions among study participants

Chronic disease Frequency* Percent of responses™*
Arthritis 107 33.9
Low back pain 104 329
Peptic ulcer disease 38 12.0
Hypertension 18 5.7
Other chronic conditiong®™** 13 4.1
Bronchial asthma 11 3.5
Cerebro-vascular accident 9 2.9
Heart disease 6 1.9
Diabetes 4 1.3
Tuberculosis 3 1.0
Epilepsy 2 0.6
Cancer 1 0.3
Total 316 100.1

*These are “case counts” and not “head counts” as some respondents reported more than one condition.
**The total percent of cases exceeds 100% because of rounding off.

*%*The “other chronic conditions™ were chromnic conjunctivitis, hernia, perineal warts, chronic pelvic
inflammatory diseases and non-specific chronic symptoms.

Those who reported to have chronic diseases/conditions were 193 (data not shown in table).

Those who reported to have chronic conditions had two conditions on average, namely, arthritis
and low back pain. Arthritis was reported by 55.4% and low back pain by 53.9% of those who

had chronic conditions (figure 3).
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Figure 3: Ranking of reported chronic conditions among study participants by the order of frequency of occurrence.

Note: percentages add up beyond 100% because some respondents reported more than one chronic condition.

4.4, Self-reported HAART Side Effects
When asked whether they had experienced any side effect in the past one month that they
thought was due to HAART, 110 out of 329 participants (33.4%) responded affirmatively. The

side effects were grouped according to the body systems afflicted and are shown in table 4 below.
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Table 4: The distribution of HAART side effects in the month preceding the study perceived by study participants

presented by systems

System/symptoms Frequency* Percent of responses
Central nervous system 55 41.7

Skin 26 19.7
Gastrointestinal system 12 9.1
Musculoskeletal system 12 9.1

Others (less specific symptoms) 11 83

General body fatigue 9 6.8
Cardiovascular system 7 5.3

Total 132 100

*These are “case counts” and not “head counts” as some respondents reported side effects affecting more than
one system. Those who reported to have experienced HAART side effects were 110 (data not shown in table).

Central nervous system 30.0
Skin

Gastromtestinal gy stem

Musculoskeletal system

Systems

Cthers (less specific sympforns}

Creneral body fatigue

Cardiovagcular gy stem

z oo, ; i 5 £
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Percent of peoplereporting a HAART side effect

Figure 4: Ranking of systems affected by HAART side effects among participanis by the order of frequéncy of

OCCUITEnCC,

Note: percentages add up beyond 100% because some respondents reported symptoms affecting more than one

system.
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Although some respondents reported side effects affecting more than one system, in general
most symptoms were related to the central nervous system which accounted for 50% of all the

HAART side effects reported (figure 4).

4.5. Health Status of HAART Recipients versus that of the General Population

Table 5 shows the comparison of age and sex-standardised mean SF-36 item scores of HAART
recipients with that of the general population sample. The mean scores of HAART recipients
with regard to physical functioning (PF), role-physical (RP), bodily pain (BP), vitality (VT),
social functioning (SF) and role-emotional (RE) were significantly lower than those of the

general population sample (p<0.001 in all cases).

Table 5: Age and sex-standardised mean SF-36 item scale scores of HAART recipients compared to the mean scores

of the Tanzanian general population sarmple (the normative values)

Mean scale scores (standard deviation)

n PF RP BP GH*# VT SF RE MH**
Sample
population 329 824 (20.0) 57.1(32.6) 737(2L.7) 61.5(20.0) 66.8(21.8) 738(23.6) 721 (23.6) 83.7 (20.0)
General

population* 3,802 93.8(123) 842(30.8) 828247  629(185) 749(18.5) 882 (I8.5) 863 (30.8) 8§22 (I18.5)

T-statistic 15.2 15.2 6.7 13 75 13.2 8.2 1.4
P-value <(.001 <0.001 <0.001 0.191 <001 <0.001 <0.001 0.161

PF = physical functioning, RP = role-physical, BP = bodily pain, GH = general health, VT = vitality, SF = social
functioning, RE = role-emotional and MH = mental health.

*QGeneral population normative values were obtained from Wyss ef al (1999}.

**The mean scores of HAART recipients were significantly lower than those of the general population in all item
scales except for general health perceptions (GH) and mental health (MH).

Both samples’ mean scale scores were age and sex-standardised.

However, the general health perception (GH) mean scores (p=0.191) and the mental health (MH)

mean scores (p=0.161) of the two populations were not different.
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4.6. Factors associated with HRQOL of HAART Recipients

Table 6 presents the results of univariate analysis involving different factors hypothesized to
influence HRQOL of HAART recipients. The independent factors tested in this analysis were
chronic discases, HAART adverse effects, adherence to ARVs and CD4+ cell change in the
course of therapy. HAART recipients who had chronic diseases (or conditions) were more likely
to have mean SF-36 scores that were below those of the general population in all item scales

except for role-emotional (RE).

Table 6: The relationship between chronic discases, HAART adverse effects, adherence to ARVs, CD4+ cell change
and HRQOL of HAART recipients

Unadjusted odd§ ratio (95% confidence interval}

n PF RP BP Gl YT SF RE MH
Chronic discases
Yes 194  39(2463) 16(.1;26) 19(1L1;31) 26(1.7:42) 382461 31(.950 LI{QTLT 35@L5ND
No 135 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0
HAART adverse
effects
Yes 110 18{1.1;29) 140523 23{13:42 1500923 18(1.1;29 208235 L6(0.% 235 1300821
No 219 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0
Perfect or near-
perfect adherence®
Yes 308 1.9(0.7,;50) 09(04;22) 33(08:51) 1004 2.5y 1.2(05;29 1305346 100425  07(03;1.7)
No 21 1.0 0 Lo 1.0 1.0 L0 10 1.0
CD+4 cell increase
Yes 63 09(0.4;,21) 13(06;28) 07(03;1.7) 06(03;13) 08(04;18 080319 080418 08(04;18)
No 46 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0

PF = physical functioning, RP = role-physical, BP = bodily pain, GH = general heatth, VT = vitality, SF = social
functioning, RE = role-emotional and MH = mental health.

*Near-perfect adherence defined as when the patient took at least 95% (but less than 100%) of ARV doses
prescribed for the past seven days. Adherence was measured as selfreports of patients.

The item scales that were most affected by the presence of chronic discase(s) were physical
functioning (PF) and vitality (VT). The odds of having a mean score less than the normal for the
population for physical functioning and vitality in those with chronic diseases compared to those
without chronic diseases were 3.9 (95%CI=2.4; 6.3) and 3.8 (95%CI=2.4; 6.1) respectively. The
item scales that were least affected by the presence of chronic disease(s) were role-physical (RP)

(OR=1.6, 95%CI=1.1; 2.6) and bodily pain (BP) (OR=1.9, 95%CI=1.1; 3.1). HAART recipients
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with chronic diseases were more likely to have a score that was below the mean score of the
general population by 1.6 times for role-physical item and by 1.9 times for bodily pain item

when compared to those without chronic discases (table 6).

In the univariate analysis, HAART adverse effects were significantly associated with low SF-36
mean scores for physical functioning (OR=1.8, 95%CI=1.1; 2.9}, bodily pain {OR=2.3,
95%CI=1.3; 4.2), vitality (OR=1.8, 95%CI=1.1; 2.9) and social functioning (OR=2.0,
95%CI=1.2; 3.5) items. HAART recipients who reported to have experienced HAART side
effects in the past one month were more likely to score less than the mean of the general
population in physical functioning, bodily pain, vitality and social functioning item scales (table
6). Adherence level to ARVs and CD4+t cell change during treatment were not significantly

associated with HRQOL scores of recipients.

The association between HAART recipients’ socio-demographic characteristics and recipients’
HRQOL was also explored (table 7). Recipients within the age bracket 35-44 years had a
significantly higher mean score for general health perceptions than those in the age group 45-54
years by 8.12 points (p=0.021). The mean score for role-physical item of HAART recipients with
post-primary education was higher than the mean score of those with primary education only by
18.5 points (p=0.002). The rest of the socio-demographic characteristics were not significantly

associated with HRQOL scores of HAAR'T recipients.

38



6¢

"SSUIIS UBIUBZUR, $S30UAD SZ.L s

"(z00 0=d) siutod ¢'g1 £q s1vaea[ [ooyos Arewrid Jo yeuy ey JoyBry sem uonesonps Aretupid-1sod i 980T) JO 0[S [B918AYd-5101 91} 10] 91095 UBSTI BT [ 4x
‘(120°0=d} siod z1'g 49 $¢-ct paSe ssom e 103Ny sem p-g¢ pede asom Jo azoos wzsw (HO) suondaaxad pesy [RIULE oy 4891 ONLIUOT A,
YYBRY [EIUSMI=HA] PUE [EUOTIOWD-2[0I=HY “BUILONINY [BI0S=]8 ‘ANENA=1 A “resy [erauaf=p1) ‘ured A[Ipog=44d ‘eorsdyd-sjoi=T “Susonouny [eo1sAyd=4g

(zeoy1ro - (LTl Lemoo  (ooso  {eg0)co (8501 9°0 (zzo)s1 (98°0) T0 (onJea- d) onysTyRIS- of
(661} T1L wirror  (z9ddose {(ge)sze (L6659 (1€ T'1L (1rseroo8 LD S 18 01 000°00€<
(61T 189 E1ees (9zoeel (990829 Wil o9 (T LEo (L71£) 8¢9 (681 ¥'6L LS 800°00£-000°001
{o°Z7Th €89 (Legyess  rogrl (E6Dv'sy (LL1)s€9 (82 1°L9 (Lge) v (LL1) 808 097 000001
(s SZ. 1) THEOULQAUIOIT]
0) 8°0 (0T 91 ooz (g oo (890 %0 ©00)87  «(00=)685 (860000 (enfea- &) opspels- ;7
F'17) 914 (errore (902808 (£81)19% (CL1)6V9  (T97) I'69 (6vE) ToL 061> 0°18 £9 Arewnid-1sogq
(L1 oLy (cor)eps (Tedeer (roadeve (981)7€9 (R0 619 (L'8e)L'is (9°81) $'08 ore ATEunrg
(607) L°L9 {Fovrozs (05T 1Te (89D 628 (LoD 19  {(552) §'9L (£'68) €99 +'61) 708 9z TOTIRONPS [BILIO) ON
dcﬁ.moﬂﬁo mo E>®Q
{Ls0) 270 AN szoyvt  (zsodzo  (PSO)E0 (zz'0) ¢'1 (s$0) L0 oz o o1 (antea- d) onsnu)s- 7
(9T0) TLY wor) I'ts (L) 91e (ee1)8+e (061) €9 (1'97) 1's9 For) 1718 {061} $'8L I+l IS OPIM/MOPIAL
(G'€7) 99 (o) 11e (oezdsor  (FR1MOPS (6913849 (b'87) €59 (€19) 665 {T61) 664 6 pereredag
(2'61) 0L (F9s)609 (e T'LL (61 8se (LLD979 (0FD) €L (L'ovd 6'09 (£91) 678 601 POLLIBIAL
(7'82)8'69 (rop)oss (s 69l (Le1)ees (90D €19 (827 8LL (9% 0°sS (6'L1) 898 0T a[8uzg
snyels TeILIB AL
(86°0) T'0 {§9°0) L0 (660) 70 (88°0)F0 (Q000e  (bTo) 1 ($5'0) 80 (e} {auea- d) onsuels- .7
(o01) 0oL (TP 299 (LDose (Ogp oo @D oss (901669 (0¥ €18 (851 0sL ¥ 9=
(12 8'L9 ez ees Wwen ol (redeoy e res (6712689 9'11) 8°€9 (1'02) £7¢L 0Z $9-55
(8'z2) 1'89 (oerd 61 rD vl (Lo ove (Too8s (062 9T (rev) 698 (#'81) 964 LL PSSt
(£'z7T) £'89 owves (€D 1se (661)¢sy FLyzoe  (1'92) 8¢9 (86} 879 {9'81) 9°08 $$1 Pi-5€
(1ze)1'89 (€6 Les  (sdrel (880159 (FIn)6so  (9pDO'IL (Lig)ose {9'61) L'€8 L9 FE-$T
(L'S1) 6'7L {Lse)6'1o (e ewer @®snooL (@Doss (s ss (+'6€) v or #01) €'v8 L 7>
(saeek) dnois oFv
(1o 000} 6'1 royeo  (Tsorseo (80081 (T0)To Fr0) 80 (90'0) 6'1 (enfea ~d) onuspels- g
(1 1oL (zomeeey (e 1rse (0610859 (100)609 (BS99 (188) £'+9 (os1)T¢s 441 o[e
(1zzy L9 (T oes (oL (619w (LLTYLvs  (0°6T) 699 (8'6€) L09 (61 T6L £1T afeLa,]
Naw
(007) L'¢8 ey 1z, Genges (810899 00D sT19  (LID L€l (oze) 1°Ls (002 ¥'z8 62¢ ardures arug
HW R 48 IA HOD. dd 4d ad u

(UonBIASD PIBPURIS) 21008 S[BOS UBSTA]

§21008 9BOS GE-{S UBSW JIS13 PUE SIUSKAIS0L TY V' H JO $onsLs0ereyd omydeiSouwsp-o1o0s wosmieq dIysuone[sl oL 1/ o[qey,



Table 8 below presents the results of the final logistic regression modelling for physical
functioning item scale scores as the dependent variable. In this model, CD4+ cell change over
time (increase versus decrease or same) was found to be an effect modifier for the relationship
between chronic discases and physical functioning scores of HAART recipients. The effect of
chronic diseases on physical functioning was different between those who had an increase in
CDA4+ cells over a given period of time and those who did not have the increase. Among those
with CD4+ cell increase, those who had chronic diseases were 13.6 times more likely to have a
physical functioning mean score that was less than that of the general population when compared
to those without chronic diseases. However, among HAART recipients without CD4+ cell
increase, the relationship between chronic diseases and the mean physical functioning score was

not statistically significant.

Table 8: Adjusted odds ratios and 95% confidence intervals derived from logistic regression model showing the
association between chronic disease(s) and physical functioning item scores of HAART recipients at the Kagera
regional hospital presented by CD4+ cell change groups (n = 329)

Probability of PF** score less
n* than the mean Adjusted OR*** 95% CIF***

for general population (%)

CDA4 +cell increase
Chronic disease present 36 38.9 13.6 3.7,49.9
No chronic disease 27 37.0 1.0

CD4+ cell decrease or

same
Chronic disease present 26 73.1 22 0.6,7.6
No chronic disease 20 55.0 1.0

*220 CD4+ cell count records were either missing or incomplete, **PF denotes physical functioning.
***¥0OR denotes odds ratio and ****CI denotes confidence interval.

The population attributable fraction of 0.28 (not shown in table) for chronic diseases or

conditions on physical functioning scale scores meant that 28% of the physical functioning
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scores that were below the mean of the general population could have been avoided if all
HAART recipients at the Kagera regional hospital were chronic disease free or had the chronic

diseases well controlled.

The results of the final logistic regression modelling for mental health item scale scores as the
dependent variable are shown in table 9. HAART recipients who had chronic diseases had a 3.1-
fold likelihood of scoring less than the general population’s mean for mental health item scale (p

= 0.007).

Table 9: Adjusted odds ratios and 25% confidence intervals derived from logistic regression model showing the
association between chronic diseases, HAART side effects, adherence to ARVs, CD4+ cell change and mental
health item scores of HAART recipients at the Kagera regional hospital (r = 329)

Adjusted odds ratio ~ 95% confidence interval P-value
Chronic diseases 3.1 1.3,7.7 ' 0.007
HAART side effects* 1.8 0.7,51 0.222
Adherence to ARVs* 0.4 0.0,3.4 0.411
CD4+ cell change* 0.7 0.3,1.8 0.562

*These variables were forced to remain in the model after being removed by the backward stepwise selection
procedure. The other variables that were not significant were sex, age group, level of education, and income per
month.

However, the relationship between each of the independent variables: HAART side effects,
adherence to ARVs, CD4+ cell change and the dependent variable mental health scores of
HAART recipients was found not to be significant. The population attributable fraction of 0.22
{not shown in table) for chronic diseases on mental health scale scores meant that 22% of the
mental health scores that were below the mean of the general population could have been
avoided if all HAART recipients at the Kagera regional hospital were chronic disease free or had

the chronic diseases well controlled.
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CHAPTER 5

DISCUSSION

These results gave an insight into the effectiveness of HAART among PLWHA who received
care and treatment at the Kagera regional hospital in Tanzania. The HRQOL of HAART
recipients was compared with that of the Tanzanian general population, which was taken as the
reference HRQOL. Elsewhere, pre-HAART studies had shown that both physical and mental
HRQOL of PLWHA were significantly lower than those of the general population (Hays et al,
2000; Liu et al, 2006). This study found that HAART recipients’ physical functioning, vitality
and social functioning mean scores were significantly lower than those of the general population.
The general population also experienced significantly lower bodily pain, role limitation due to
both physical and emotional bealth problems than HAART recipients. Nevertheless, it was found
that the general health perceptions and mental heaith status of HAART recipients were not
different from those of the general population. It should be noted that the general population’s
normative values (Wyss ef al, 1999) used in this comparison were established almost 10 years
ago. The HRQOL of this reference population might have changed over that decade. The health
transition (a comparison of the current health status to the previous one year’s) of HAART
recipients was favourable too, with more than 88% reporting better health status than in the
previous one year. The favourable health transition also attested to the usefulness of HAART. In
addition, the data offered revelations into the factors that were associated with HRQOL of

HAART recipients, with chronic diseases at the forefront of the negative factors.
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Miners ef al (2001) found tremendous improvement in HRQOL of HAART recipients in
America. They found that HAART had reversed the progression of the disease to pre-AIDS
levels. Likewise, in this study, the general health perceptions and mental health status of
HAART recipients were comparable with those of the general population. However, most of the
HRQOL. scale scores of HAART recipients were significantly lower than those of the general
population. At the time of data collection, only two years had passed since the commencement of
HAART administration at the Kagera regional hospital. At that time, study participants had been
on HAART for a period ranging from 24 weeks to 104 weeks, as they entered the programme at
different points in time. The mean (SD) duration on HAART at the time of the study was 62.3
(23.9) weeks. This duration may be too short to have appreciable changes in some HRQOL scale
scores. Lin ef al (2006) found that the physical health summary score of HAART recipients
became relatively high and stable after two years of HAART use. In another study, Low-Beer ef
al (2000) found that after a median follow-up period of 18 months (78 weeks), there was no
statistically significant change in health perception, pain, physical, role and social functioning
MOS-SF scales of patients on protease inhibitors based HAART. Thus, the average participants’
duration on HAART of 62.3 weeks (or 16 months) in this study might not be sufficient to have
HRQOL raised to its maximum potential, at the point where HRQOL of HAART recipients may

become more-or-less similar to that of the general population.

Consistent with literature, chronic discases were a strong independent risk factor for low
HAART recipients HRQOL. Hay et al (2000) argued that HIV/AIDS and other chronic discases
negatively affected HRQOL independent of each other and thus a combination of the two was

more likely to worsen HRQOL. Nemeth (2006} stated that co-morbidity influenced outcomes of
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HRQOL in HAART recipients and recommended that the effect of chronic diseases on HRQOL
be considered in future studies. In this study, 58.7% of all the study participants reported having
at least one chronic disease or condition. However, the effect of chronic diseases on physical
functioning was different between those who recorded a CD4+ cell increase over time and those
who did not record such an increase. Among those who recorded a CD4+ cell increase; those
with chronic diseases were 13.6 times more likely to have their physical functioning mean score
less than that of the general population. In those who recorded a decreased or constant CD4+
cell count, chronic diseases did not affect the physical functioning mean score. This could be due
to the reason that the level of body immunity in latter group was already too low to have any
gain from the absence of chronic diseases. In other words, once one’s body immunity
(represented by CD4+ cells) was very low it did not matter whether they had chronic diseases or
not, their physical functioning remained the same (at a low level). On the other hand, HAART
recipients who had chronic diseases were 3.1 times more likely to have a mental health score that
was below the mean for the general population, a finding which is in agreement with Wu et o/

(1997).

Among the socio-demographic factors, age group was found to be significantly associated with
the general health perception mean score and the level of education was associated with role-
physical mean score of HAART recipients. The general health perception mean score of HAART
recipients aged 35-44 was higher than that of recipients aged 45-54 by 8.12 points. The role-
physical item mean score of HAART recipients with post primary education was higher than that
of primary school leavers by 18.5 points. These results are in agreement with studies conducted

by Liu ef al (2006) and Campsmith ef @/ (2003). Among other things, the authors found that
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lower overall health scores were associated with older age and lower education level. Unlike in
Campsmith ef a/ (2003) study, in this study, sex and income of the respondents were not

associated with HRQOL.

Many studies have associated HAART side effects, CD4+ cell count and adherence to ARVs
with HRQOL of HAART recipients (Burgoyne et al, 2004; Erickson et al, 2005; Hay et al, 2000,
Liu et al, 2006). This study found associations between HAART adverse effects and physical
functioning, bodily pain, vitality and social functioning scores but only in the univariate analysis.
Neither in the univariate nor multivariable analysis was perfect or near-perfect adherence to
ARYVs associated with HRQOL of HAART recipients. Likewise, CD4+ cell change was found
not to be associated with HRQOL of HAART recipients in both levels of analysis. This finding
concurred with Arpinelli ez ol (2000) who found no correlation between SF-36 scores and CD4+
cell count. The failure of this study fo detect differences in HRQOL (if any) between those who
were adherent to ARVs and those who were not could be attributed to the fact that the vast
majority of the respondents fell in the group of perfect or near-perfect adherence to ARVs
(93.4%). While to have a meaningful analysis, at least 30 observation values are needed in a cell
(Peduzzi ef al, 1996), only 21 observations were in the group that had neither perfect adherence
nor near-perfect adherence. Likewise, the number of observations for the variable CD4+ cell
change was very much reduced after 220 CD4+ cell records were found to be cither missing or
incomplete. It should be noted that even with sufficient observations; analyses may fail to
establish associations. In Campsmith ef al (2003) study, CD4+ cell count was not associated with

measures of mental health and cognitive functions regardless of the substantially large-sized
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sample of that study. On the other hand, Eriksson ef af (2005) showed that HRQOL of HAART

recipients was influenced by CD4+ cell count among other things.

This study was not without limitations. The SF-36 health survey does not measure QOL in
totality and being a generic measure of HRQOL, it may not be specific enough to capture small
but significant changes in health status particularly HIV-specific dimensions of HQOL (Call e a/,
2000). In areas where the reliability and validity of disease-specific measures have been
established, a combined approach of the measurements (generic and disease-specific) would be
preferred (O’Boyle & Waldron, 1997). In addition, the cross-sectional design does not provide
evidence of the direction of association as it fails to distinguish what preceded the other between
the dependent and independent factors in the association (cause and effect). On top of that, cross-
sectional data yield a snapshot of HRQOL at a certain point in time, whilst HRQOL may change
over time. Thus, it is recommended that future studics on HRQOL assessment should be
longitudinal. This will be easier and more practical to do if CTCs adopt periodical measurements
of HRQOL of HAART recipients as 2 method to monitor and evaluate the performance of the
care and treatment programme rather than wait for researchers from outside to measure it. The
weaknesses 1dentified here are very unlikely to bear on the generalizability of the findings of this
study on other populations receiving same classes of ARVs especially in Tanzania. The
associations established by this study may also be taken as hypotheses for future longitudinal
studies. The major strength of this study was its relatively large sample size when compared to

some previous HRQOL studies that were conducted among HAART recipients.
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CHAPTER 6
CONCLUSIONS AND RECOMMENDATIONS

6.1. Conclusions

The general health perceptions and mental health status of HAART recipients at the Kagera
regional hospital in Tanzania were found not to be different from those of the general population.
In addition, the health transition (a comparison of the current health status to the health status in
the previous one year) was better in more than 88% of HAART recipients, pointing to the
effectiveness and usefulness of HAART to eligible PLWHA. However, a high percentage of
HAART recipients (58.7%) at the care and treatment centre of the Kagera regional hospital were
found to have chronic diseases. The most common chronic diseases were arthritis and low back
pain. Arthritis afflicted 55.4% while low back pain afflicted 53.9% of all those who had chronic
diseases. Furthermore, chronic diseases were found to be associated with lower HRQOL of

HAART recipients independent of other factors.

The finding that chronic diseases were associated with low HAART recipients’ HRQOL is of
high clinical significance in the care and treatment of PLWHA. It calls for a collaborative
approach to the care and treatment of PLWHA as chronic diseases varied considerably and
required expertise across several medical/surgical specialties such as surgery, orthopaedics and
trauma, gynaecology and obstetrics, physiotherapy, psychiatry and internal medicine. If chronic
diseases were controlled in this population of HAART recipients, 28% and 22% of the physical
functioning and mental health scores respectively that were below the mean of the general

population would be eliminated.
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6.2. Recommendations
From this study, it is recommended that:

e The provision of HAART should be maintained. Current regimens are effective.

e A comprehensive approach to the care and treatment of PLWHA should be adopted to
effectively tackle the diverse ailments associated with HIV/AIDS including chronic
diseases and HAART side effects. Close collaboration between units, firms and
departments of different specialities like surgery, orthopaedics and trauma, internal
medicine, physiotherapy, obstetrics and gynaecology should be instituted to reduce the
negative effects of chronic diseases on HRQOL gains from use of HAART.

e Health care workers attending to PLWHA at the care and treatment centres should be
trained to diagnose and treat a wide range of conditions like arthritis, low back pain,
peptic ulcer disease, hypertension, bronchial asthma, cerebro-vascular accident, heart
disease, diabetes and tuberculosis. Refresher courses to cover these common chronic
diseases in HIV/AIDS field are recommended.

e (CTCs and the national care and treatment programme of Tanzania in general, should use
the SF-36 Health Survey as a cheap tool to monitor HRQOL of PLWHA and to evaluate
programme performance.

¢ The assessment of the effectiveness of the large scale roll-out HAART programme of
Tanzania in terms of improvement of HRQOL is also recommended. Future studies on

HRQOL should be longitudinal to assess long-term effectiveness of HAART.
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APPENDICES

APPENDIX I: ENGLISH VERSION OF THE QUESTIONNAIRE

ASSESSMENT OF HEALTH-RELATED QUALITY OF LIFE OF ADULT ANTI-
RETROVIRAL THERAPY RECIPIENTS AT THE KAGERA REGIONAL HOSPITAL
IN BUKOBA, TANZANIA, 2007

Date of interview:........................ Name of the interviewer:...................coiiiiiiiin.
Stody participant’s namber:. ... ... e,
Participant’s physical address:............. e

(A) PERSONAL AND MEDICAL INFORMATION

(I) Socio-demographic information of the participant:
(a) Sex: (1) Male (2} Female
(b) Age (completed Years Only) ... oo s

(c) Marital status: (1) Married (2) Single (3) Divorced (4) Scparated
(5) Widow/widower (6) Cohabiting (7) Others.. .

(d) Formal education level completed: (1) No education (2) Primary school
(3) Secondary school (4) Vocational (5) Tertiary (6) Others (Specify) ..c.oovvvvevriiriimmviincenine

(e) Employment status: (1) Unemployed (2) Self-employed/business (3) Employed
(4) Retired. (5) Peasantry/farming/animal husbandry (6) Student (7) Others, mention..............

(f) How much is your monthly income/spending (in TZS)........cccoiiiiiiiiiiee,

(g) Religion: (1) Christian (2) Moslem (3) Traditional (4) No religion
(5) Others (SPECIEY -t e e e et e

(II) Many people do not take their medjcation perfectly all the time. Over the past one week

(IIT) Did you experience side effect(s) in the past one month that you think are due to HAART?
(1) Yes (2) No

(IV)If Yes in (IV) above, Mention. ..o et e e et s rteereierreeeseeeeneee s sseanac s sanene sone

(V) Patient’s first and last (most recent) CD4+ T cell lymphocyte count and date measured
(Check from patient TECOTAS) t.vnrtieeiee et e e et e e ea e e e e e tea e sennneraaaneeeenanenaeananns




(B) THE MOS 36 — ITEM SHORT FORM HEALTH SURVEY (SF —36)

INSTRUCTIONS: This survey solicits your comments on your health. This information will
assist in assessing how you feel and how you carry out your ordinary activities.

Answer every question, circling the appropriate number. If you are not sure about the answer,
give the answer you think to be the most applicable to you.

1. In general, would you say your health is:

(Circle one number only)

EXCEIIENL......verieirerree et ssee st cer e e s sresae e s erte s s e s sann s 1

VEIY SO0 ..ottt se e et s 2

GO0ttt e ree s s e s s e e e e aean 3

| L5111 9 1 0 L1 011 1 RO 4

1o oNUROURURURRORROON | | S| PO | N | R 1 N | oo OO 5
2. How is your health now compared with the previous one year?

(Circle one number only)

Much better than the Previous YEar .......cceeverreceeererremeeereneessenane 1
Somewhat better than the previous VEear ......ocovveeieviereccieeccieneaees 2
Nearly the same as the Previous YEar .....coveiveererrereresricennrersenressanns 3
Somewhat worse than the previous year ......cooocrveciiicneccenenen. 4
Worse than the previous Year ........covcieeirneiiieeinienieecee s 5
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(for example, you forced yourself to work)?

3. The activities listed below are the kind of activities you can carry out daily. Does your
health at present hinder you from carrying out these activities? I it does, to what extent?
(Cucle one number only for each line)
ACTIVITY Hinders | Hinders Does not
greatly a little hinder at
all
a. Streneous activities like runming, lifting heavy
loads, participating fully in sports or dancing ! 2 3
b. Ordinary activities like drawing water, washing
clothes and carrying a baby 1 2 3
¢. Sweeping, lifting or carrying a bag of maize or
half a bag of potatoes L 2 3
d. Climbing a steep mountain 1 2 3
¢. Climbing a low mountain 1 2 3
f. Bending, kneeling or squatting 1 2 3
g. Walking for half an hour without resting 1 2 3
h. Walking for a quarter of an hour without resting 1 2 3
i. Walking from one goal post to another in a
football pitch without resting ! 2 3
j. Taking a bath or dressing unassisted I 2 3
4. For the past one month, have you experienced the folloowing problems as a result of your
health?
(Circle one number only in each line)
YES NO
a. You have cut down the duration of your activities? 1 2
b. You have done less than expected? 1 2
¢. You have been unable to carry out some of your work or 1 2
activities?
d. You experienced problems in carrying out work or activities
1 2
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5. For the past one month, have you experienced problems in doing your work as a result of
many worries?

(Circle one number only in each line)

YES NO
a. You have cut down the duration of your work or activities? 1 2
b. You have done less than you expected? 1 2
¢. You did not do your work or perform your acyivities as
carefully as you usually do? | 2
6. For the past one month, to what extent have health problems impaired your social
activities involving family, friends, neighbours or groups of people with whom you
associate?
(Circle one answer only)
Did not tmpair at all ......eoveeiiiiiii i 1
Impaired sHEhtlY .....cccooimi s s essees e e 2
Impaired MOAErately ..ceeevue ettt te e s et et e s eae s 3
Impaired SEVETELY .ooocveeeeeiii it e 4
Impaired VEry SEVETELY ...ccoiiei st svsre e s anr e ebe e sen s 5
7. To what extent did you experience physical pain in the past one month?
(Circle one answer only)
INQ PALI 1ot eteie et et st eta e ba et baa et aasae st sbanabasben s basanensasans 1
SUGHE PAIN e et erssne st e s eae e e stn st es e asteserammeeeemnnens 2
MOdErate PAIN ...ccooeiiiiiccecc e oo ees e e ser e saeene 3
SEVETE PAIIL c.vvvveereeerrereeesseersuesreesssrarasersesessasesnsesssssssesssssssseassssessessssasenns 4
VEIY SEVETE PAIIL .eeirenennereranieeieireseseseneaesssstneesasessssesscnsessssseessssensseesnnees 5
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Did not hinder me at all

Hindered me SHZHLLY ....eeiiiieiiiieieceiteee et et ereerve e e e bes s e ns s sssnn e e rans
Hindered me moderately
Hindered me considerably

Hindered me greatly ...ttt

In the past one month, to what extent did pain hinder your daily activities?

(Circle one answer only)

The following questions relate to the way you feel health wise, and also how successful

your activities were (work was) for the past one month: For each guestion, please give the
answer which is close to the way you were feeling. To what extent during the past one
month did you feel or experince the following?

(Circle one number only in each ling)

All Most | Considerable | Some of | Briefly | Atno
the | of the time the time time
time | time

a. Did you feel full of

energy? 1 2 3 4 5 6
b. Were you very

anxious? 1 2 3 4 5 6
c. Were you unhappy so

that nothing pleased 1 2 3 4 5 6

you?
d. Did you feel calm and

peaceful? 1 2 3 4 5 6
e. Did you have plenty

of energy? 1 2 3 4 5 6
f.  Did you feel | 2 3 4 5 6

depressed?
g. Did you feel

exhausted? 1 2 3 4 5 6
h. Were you happy? 1 2 3 4 5 6
i. Did you feel tired? 1 2 3 4 5 6
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10.  For the past one month, how long did health problems or worries affect your social
activities (such as visiting friends, family members, relatives efc.)?
(Circle one answer only)
AL THE T <.t ceeeee et ceene et te e b s ses s s e s ba b b basanesesasnsassans 1
Much of the e «o..veeeeeii et 2
SOME OF the HIME ....coocoriiiiriierreerrer e rees e ees e e sae s sesssaessaassns 3
Alittle of the tIME ..o e e s e 4
Iwas not affected atall ... e 5
11. Which of the following descriptions is applicable to you?
(Circle one number only in each line)
Yery True to | Falsetoa | False
true agreat | don’t great
extent | know extent
a. I'seem to fall sick more easily than
other people L i 3 4 >
b. 1 am as healthy as anyone else 1 2 3 4 5
c. 1 expect my health to get worse 1 2 3 4 5
d. My health is excellent 1 2 3 4 5
12. Do you suffer from any of the following conditions? {Circle what is applicable to you)
Hypertension ............. 1 Tuberculosis e, 7
Heart disease ........... 2 Arthritis ..o e 8
Stroke ....covecveerenennne 3 Peptic ulcer diSease .....ocovveeeceeueene 9
Diabetes ....ccoceveeneen. 4 Epilepsy coeeerieeeiieeieecieeeeeeeeieennes 10
Asthma ... 5 Back pain.......cococeeiinieeicniieinineee. 11
Cancer.......oocueevernnnnne 6 Any other chronic condition(s) ....... 12
None... oo 13
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APPENDIX II: SWAHILIL VERSION OF THE QUESTIONNAIRE

UTAFITI WA UBORA WA MAISHA NA AFYA ZA WATU WAZIMA WANAOTUMIA
DAWA ZA KUREFUSHA MAISHA KATIKA HOSPITALI YA MKOA WA KAGERA,

BUKOBA, TANZANIA, 2007
Tareheyawusaili.................. ... ... Jmalamsaili..............
Namba ya msailiwa/mshiriki....... ... ... .
Anwani yamakazi ya mshiriKi. . ... oo e e

(A) HABARI BINAFSI NA ZA KITABIBU

(I) Habari binafsi:
(a) Jinsia: (1) Mme (2) Mke
(b} Umri (miaka kamili ilivokwisha timizwa)........oeiermoor i,

(¢) Hali ya ndoa: (1} Umeoa/kuolewa (2) Hujaoca/kuolewa (3) Mtalaka (4) Mmetengana
(5) Mjane/kufiwa mwenzi wa ndoa (6) Kimada (7) Nyingine, taja... eerreerneeenns

(d) Kiwango chako cha elimu: (1) Hukwenda shule kabisa (2) Shule ya msingi
(3) Shule ya sekondari (4) Ufundi sanifu ~ (5) Elimu ya juu
(6) Nyingine, taja.......................... L £ | 0 | | RO eeeeseeeeessesssiebeatessresssantassnensbes

(e) Kazi/ajira yako: (1) Huna kazi/ajira (2) Umejiari/biashara binafsi (3) Umeajiriwa
(4) Mkulima/mfugaji (5) Umestaafu (6) Mwanafunzi (7) Nyingine, taja...........coooviiininnen

(f) Kipato chako kwa mwezi ni kiasi gani? (Kama kipato hakijulikani, uliza matumizi
ya msailiwa kwa siku moja halafu zidisha mara 30) TZS..... ...,

(g) Dini yako: (1) Mkristo (2) Muislam  (3) Dini ya kijadi  (4) Sina dini
(5) NYINZING, TAJA .ttt ettt e et e st r e e raea e aeeeans

(i) Watu wengi tuna kawaida ya kutomeza dawa kama inavyotakiwa muda wote. Je,
wewe katika juma/siku 7 zilizopita ni mara ngapi hukumeza dozi za dawa zako za
kurefusha maisha? (Hakikisha kwa kuuliza siku moja moja}.....ccocoovriveiiiieiiiiniieeiienn
Dozizaasubuhi..........c.ooooiiiiiii Do0zi 22 JIONi.eevieereieiiiiiiiiiiei e

(I1I) Je, kuna madhara yoyote yatokanayo na matumizi va dawa zako za kurefusha

maisha umeyapata katika mwezi mmoja uliopita? (1) Ndiyo (2) Hapana
(IV) Kama ni NDIYO hapo juu (IV), tafadhalitaja...........o. o,
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(B) THE MOS 36 — ITEM SHORT FORM HEALTH SURVEY (SF —36)

MAELEKEZO: Uchunguzi huu unaomba maoni uliyonayo kuhusu afya yako. Habari hizi
zitasaidia katika kufuatilia jinsi unavyojisikia na jinsi gani unaweza kufanya shughuli zako za
kawaida.

(Uchunguzi huu umeundwa ili kuwapa wagonjwa wenye magonjwa mbali mbali kama msukumo
wa damu, ugonjwa wa kisukari na pumu nafasi ya kueleza jinsi wanavyojisikia baada ya kupata
matibabu kutoka kwa madaktari wao. Hata hivyo, hata kama huna ugonjwa, baadhi yetu
tunajisikia mara kwa mara kwamba afya yetu sio nzuri kama inavyotakiwa. Tutashukuru kama
utatumia nafasi hii kwa kujaza huu uchunguzi kama unao ugonjwa au kama huna ugonjwa).

Jibu kila swali na zungushia jibu ulilotoa. Kama huna uhakika wa jinsi ya kujibu swali, tafadhali
toa jibu unalofikiria kuwa mi zuri zaidi kwako.

1. Kwa ujumla, unaweza kusema kuwa afya yako ni:
(Zungushia jibu moja tu)
INZUET KUPIta KIAST .oocieerieeeeeeeiieeiieeisacs e teeee e e e eeaees e sneenes 1
NZULT SANA <.ttt st e s esee s nen s e e meean 2
NZULL oo R B i, S0 Lo e s ensssnssassssbsssnsstsasss 3
Yawastani ...ooceeeeeeee LA LB EIN A E e 4
MDBAYA .ttt e e et ssaa et et s eae e e teeeereeanneens 5
2. Afya yako ikoje sasa ukilinganisha na mwaka mmoja uliopita?
{Zungushia jibu moja tu)
Nzuri zaidi kuliko mwaka mmoja uliopita .....c.eeeeeicivieieesicieneennnn. 1
Kiasi ni nzuri kuliko mwaka mmoja uliopita .......cceveevereveenennenne. 2
Sawa na ya mwaka mmoja uliopita ....ccccevrerreeeiereeesice e 3
Kiasi ni mbaya kuliko mwaka mmoja uliopita ........cceeeeiceiveeeriennas 4
Mbaya zaidi kuliko mwaka mmoja uliopita .....c.cccocoeveevriicerrnnnnnne. 5
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3. Shughuli zilzoorodheshwa hapa chini ni shughuli ambazo mtu anaweza kuzifanya kila
siku. Je, afva vako hivi sasa inakuzuia kufanya shughuli hizi? Kama ndivyo, ni kwa kiasi

gani?
(Zungushia namba moja tu katika kila mstari)
SHUGHULI Inazuia sana Inazuia Haizuii
Kiasi kabisa

a. Kazi za nguvu kama kulima, kubeba kuni

kichwani, kucheza ngoma ! 2 3
b. Kazi za kawaida kama kuchota maji,

kufagia, kufua nguo, kubeba mtoto 1 2 3
¢. Kuinua au kubeba mfuko au kikapu chenye

mahindi, unga au viazi kiasi cha debe moja I 2 3
d. Kupanda mlima mkali 1 2 3
¢. Kupanda mlima mfupi 1 2 3
f.  Kuinama, kupiga magoti au kuchuchumaa 1 2 3
g. Kutembea mwendo mrefu ambao ni zaidi ya

nusu saa bila ya kupumzika ! 2 3
h. Kutembea mwendo mrefu ambao ni chini ya

nusu saa bila ya kupumzika ! 2 3
i. Kutenmbea kutoka goli hadi goli la kiwanja

cha mpira wa miguu bila kupumzika ! 2 3
j. Kuoga au kuvaa nguo mwenyewe 1 2 3

4, Je, afva yako katika kipindi cha mwezi mmoja uliopita imekufanya ushindwe kufanya

kazi au shughuli zako za kawaida kiasi kwamba ilibidi:

(Zungushia namba moja tu katika kila mstari)

NDIYO HAPANA
a. Upunguze muda wa kufanya kazi au shughuli zako? 1 2
b. Utekeleze mambo machache kuliko ulivyotarajia? 1 2
c. Ushindwe kufanya baadhi ya kazi au shughuli? | 2
d. Uwe na matatizo katika kutekeleza kazi au shughuli
7ako? (kwa mfano, nilijilazimisha kufanya kaz) ! 2
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5. Je, katika kipindi cha mwezi mmoja uliopita umeckuwa na fikra au mawazo mengi

yaliyokufanya hata ushindwe kufanya kazi au shughuli zako za kawaida kama ifuatavyo?

(Zungushia namba moja tu kila mstari)

NDIYO | HAPANA
a. Upunguze muda wa kufanya kazi au shughuli zako? 1 2
b. Ulitekeleza mambo machache kuliko ulivyotarajia? | 2
¢. Hukufanya kazi au shughuli zako kwa uangalifu kama ilivyo
1 2

kawaida?

Katika kipindi cha mwezi mmoja uliopita, ni kwa kiasi gani matatizo ya kiafya an
mawazo yameathiri shughuli zako za ki-familia, shughuli na marafiki, majirani au
makundi ya watu unaoshirikiana nao?

(Zungushia jibu moja tu)

Hayakuathiri KaDISA ..ceevvceeiieeiieeciiieiiieise st es st eesie e e saees e eess e assessbessssans 1
Yameathiti KIdOZO cc.veeeeeiiiiiiie i ssrsea s sss s st naaer e assa s sraeesnees 2
Yameathirh Kwa Wastani ......civeeeeeeieineseriiisecseeeessssessnsesssssesssnssmness esessesans 3
Yameathiri kwa kiasi KIKubwWa «...ocoiiiiiiiiiiiininenccce et 4

Yameathiri kwa kiasi KIKUbWa SANA «..eeeveeeeeeeeee et eaenens 5

Umeshawahi kuwa na maumivu ya mwili kiasi gani katika kipindi cha mwezi mmoja

uliopita?
(Zungushia jibu moja i)

1. Hakuna manmivil ........occovieeemmiienriceeee e 1
2. Maumivil KIdOZO vttt SOUT 2
3. Maumivu makali Kidogo.......cccccviiivecririercere e e 3
4. Maumivil Makali ...o.eevvveeiveerieeetieircee e e e 4
5 Maumivi Makakt SANA ..co.ccei ittt 5
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Katika mwezi mmoja uliopita, maumivu yalikuzuia kwa kiasi gani kufanya kazi zako za
kila siku (ndani na nje ya nyumbani kwako)?

{(Zungushia jibu moja tu)
Hayakunizuia KabiSa .....cccoiiiiiiic i cresee s et sreassreseressaennrens I
Yalinizuia Kiasi KIdOZO -ueeeevvricieerreicecee e cecsteenrere e et e s ssvens 2
Yalinizuia Kwa Wastani ...c.cococeriirieeerscs e eensseaes e s s rsesessssesaans 3
Yalimizuia kwa kiasi kikubwa. ..., 4
Yalinizuia kwa kiasi kikubwa Sana .....c..c.eecvervrnvnvnienencennieccnee e 5

Maswali yafuatayo yanahusu jinsi unavyojisikia kiafya, vile vile jinsi gani shughuli zako
zilivyofanikiwa kwa kipindi cha mwezi mmoja uliopita. Kwa kila swali, tafadhali toa jibu

lililo karibu na jinsi ulivyokuwa unajisikia. Je, ni muda kiasi gan1 kwa kipindi cha mwezi
mmoja uliopita umekuwa ukijisikia au kuwa na yafuatayo:

{(Zungushia namba moja tu kila mstari)

Muda | Muda Muda wa | Baadhi Muda Hakuna
wote mwingi kutosha | ya muda | mchache | muda
kidogo wowote
. Je ulijisikia una
nguvu zote? 1 2 3 4 5 6
. Je umekuwa ni mtu
mwenye wasiwasi? 1 2 3 4 5 6
. Je ulikuwa huna raha
kiasi cha 1 2 3 4 5 6
kutofurahishwa na kitu
chochote?
. Ulijisikia mtulivu na
mwenye amani? 1 2 3 4 5 6
. Je, ulikuwa na nguvu
nyingi? 1 2 3 4 5 6
. Ulijisikia kusononcka? 1 2 3 4 5 6
. Je, ulijisikia kuwa
kufadhaika? 1 2 3 4 5 6
. Je, ulikuwa nmi mtu
mwenye furaha? 1 2 3 4 5 6
i. Je, ulijisikia
kuchoka? 1 2 3 4 5 6
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10. Katika mwezi mmoja uliopita, ni kwa muda gani matatizo va kiafya au kimawazo
yameingilia shughuli zako za kijamii (kama kutembeleana na marafiki, ndugu na jamaa
(Zungushia jibu moja tu)

nk.)?

MIUAA WO 1o ieiie e teee e eeeeeeeee e eeeeee e memmmee e e e emeeeaeeneeeemnneas

Muda KidOZO .veveeereeceeee et st e ere e e ae e aenas

Hayakuwahi kuziingilia kwa muda wowote

11.  Kati ya maelezo yafuatayo, ni vapi yaliyo ya ukweli au yasiyo ya ukweli kwako?

1

2

3

4

5

(Zungushia namba moja tu kila mstari)

Ni Ni kweli Si kweli Si
kweli kiasi Sijui | kwa kiasi | kweli
hasa kikubwa kikubwa | kabisa

a. Ninaonekana kuugua kirahisi zaidi
. . 1 2 3 4 5
kuliko watu wengine
b. Nina afya ya kutosha kama mtu
. ) 1 2 3 4 5
veyote yule ninayemjua
c. Ninategemea afya vangu kuwa
1 2 3 4 5
mbaya
d. Afya yangu ni nzuri kupita kiasi 1 2 3 4 5

12, Je, unao ugonjwa wowote kati ya haya magonjwa? (Zungushia namba)

Msukumo wa damu .............. 1 Kifua kikuu ..ooeeiciciiiiiiccnieen.
Ugoniwa wa moyo ............... 2 Ugonjwa Wa VILNEZO ..cccveveereeeereearcnnrennns
Ugonjwa wa kiharusi ............ 3 Vidonda vya tumbo .....coeeeeeeievieereninans
Ugonjwa wa kisukari............ 4 Kafafa .o
Pumu..... 5 Maumivil Y2 MEONE0 .eevveeerrevereeerreesarans
Saratani/kansa.........cceceeeeneee.. 6 Magonjwa mengine yasiyoambukizi.....12
Hakuna kabisa.......ccoovvieiiiiiiiieiceieenne 13
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APPENDIX III: ENGLISH VERSION OF THE INFORMED CONSENT FORM

RECORD OF INFORMED CONSENT TO CONDUCT AN INTERVIEW

Date: / 12007
Interviewer: Mgaywa G.M.D. Magafu

UWC Student no: 2651306, Tel: 0787-215-151, E-mail: gmdmgaywa@@valioo.com
Institution: University of the Western Cape, South Africa

Interviewee’s pseudonym:

Place at which the interview was conducted: CTC of the Kagera regional hospital

Thank you for agreeing to allow me to interview you. What follows is an explanation of the purpose and process of this
interview. You are asked to give your consent to me on tape and by signing the consent form.

1. Information about the interviewer: I am Mgaywa G.M.D. Magafu, a student at the SOPH, University of the
Western Cape (UWC). As part of my Masters in Public Health, I am required to conduct research and write a report. I
will be focusing on how your life has changed (or not changed) after use of HIV medicines. I am accountable to
Ehimario Igumbor who is contactable at +27.21-959-3520 or c¢/o SOPH Fax: +27 21 959 2872 or by e-mail at
eigumbor@uwc.ac.za.

2. Purpose of interview: To gather information on how medicines for HIV have changed the quality of your life.
Later, I would also like to review your medical records to see how your CD4+ count has been responding to
freatment. The research will culminate into writing a report for the Masters in Public Health degree of UWC.

3. The inferview process: Once you offer consent to participate, I will ask you questions about your health. This
should take 15-25 minutes.

4. Anonymity of contributors: At all times, I will keep the source of the information confidential and refer to you or
your words by a pseudonym or invented name which I would like you to chioose. I shall keep any other records of your
participation locked away at all times, and destroy them after the data has been collected.

5. Things that may affect your willingness to participate: If there is anything that you would prefer not to discuss
during the interview, please feel free to say so. I will not be offended and there will be no negative consequences if you
would prefer not to answer a question. I would appreciate your guidance should I ask anything which you see as
intrusive.

6. Agreement
6.1 Interviewee's agreement
The respondent will be asked to give her/his consent on the tape.

6.2 Interviewer's agreement

I shall keep the contents of the above research interview confidential in the sense that the pseudonym noted above will
be used in all documents which refer to the interview. The contents will be used for the purposes referred to above, but
may be used for published or unpublished research at a later stage without further consent. Any change from this
agreement will be renegotiated with you.

Signed:

Date: / 2007

Place: Kagera regional hospital CTC
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APPENDIX IV: SWAHILI VERSION OF THE INFORMED CONSENT FORM

REKODI YA RIDHAA YA KUFANYA MAHOHANO

Tarche: / /2007

Jina la msaili: Mgaywa G.M.D. Magafu

Namba katika UWC: 2651306, Simu: 0787-215-151, Anwani ya barua pepe: gmdmgaywa@yahoo.com
Taasisi: Chuo Kikuu cha Western Cape, Afrika Kusini

Jina la msailiwa lisilo halisi:

Mahali ambako usaili ulifanyika: CTC va hospitali ya mkoa wa Kagera

Shukorani kwa kukubali kushiriki katika utafiti . Maelezo yanayofuzata yanahusu madhumuni ya utafiti huu na
mchakato wake kwa ujumla. Tafadhali toa ridhaa yako ambayo itarckodiwa katika mkanda wa kasefi na kwa kutia
sahihi vako katika fomu hii.

1. Habari kehusu msaili: Naitwa Mgaywa G.M.D. Magafu, ambaye ni mwanafunzi katika Chuo Kikuu cha Western
Cape (UWC). Natakiwa kufanya utafiti huu na kuandika ripoti kwa ajili ya shahada yangu va uzamili va afya ya jamit
katika UWC. Maswali yangu vatahitaji kujua ni kwa kiasi gani afya yako imebadilika baada ya kuanza kutumia dawa
za kurefusha maisha. Msimamizi wangu ni Ehimaric Igumbor anayepatika kwa simu: +27-21-959-3520 au faksi
kupitia SOPH: +27-21-959-2872 au barua pepe: eigumbor@uwc.ac.za.

2. Madhumuni ya usaili: Kujua ni kwa kiasi gani matumizi ya madawa ya kurefusha maisha yamebadilisha ubora
wa maisha na afya vako. Pia ningependa uniruhusu baadae kupekuwa faili lako ili kuangalia mabadiliko ya chembe
chembe zako za CD4+. Utafiti huu utaishia katika kuandika ripoti itakayo wasilishwa Chuo Kikuu cha Western
Cape kwa ajili ya shahada yangu ya uzamili ya afya ya jamii.

3. Mchakato wa usaili: Ukishakubali kwa hiari yako kushiriki, basi nitakuuliza maswali. Mchakato mzima wa usaili
utachukuwa dakika kati ya 15 hadi 25 hivi.

4. Usiri katika utafiti huu: Habari zako zitatunzwa kwa usini mkubwa. Ikihitajika kutumia jina, basi jina lako lisilo
halisi tu ndilo litakalotumika. Rekodi zote za ushinki wako zitafungiwa katika chumba maalum kwa muda wote. Baada
va utafiti huu, rekodi zote za usaili zitaharibiwa.

5. Uharu wako katika kujiba maswali: Kama kutakuwa na swali lolote ambalo utajisikia kutokujibu, tafadhali jisikie
huru kusema hivyo. Kusema kwako hivyo hakutonindhi na wala bakutokuwa na matokeo yoyote mabaya kwako.
Tafadhali jisikie huru.

6. Makubaliano
6.1 Ridhaa ya msailiwa
Msaliliwa unaombwa kutoa ridhaa itakayorckodiwa kwenye makanda wa kaseti.

6.2 Wajibu wa msaili

Nitatunza rekodi za msailiwa kwa siri na pale itakapohitajika kutumia jina, basi jina lisilo halisi litatumika. Yaliyomo
katika rekodi za msailiwa yatatumika kwa madhumuni yaliyotajwa hapo juu tu. Lakini pia yaweza kutumika kwa ajili
va machapisho ya kisayansi baadae siku zijazo bila ya kuomba ruhusa nyingine. Kama kutahitajika mabadiliko
mengine katika makubaliano haya basi ruhusa yako itaombwa tena.

Sahihi:

Tarehe: / /2007

Mahali: CTC ya hospitah ya mkoa wa Kagera
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APPENDIX V: ENGLISH VERSION OF THE PARTICIPANT INFORMATION SHEET

o

UNIVERSITY OF THE WESTERN CAPE
School of Public Health

Privaie Bag X17 « BELLVILLE » 7535 @ South Africa
Tel: 021- 959 2809, Fax: 021- 959 2872

PARTICIPANT INFORMATION SHEET
ASSESSMENT OF HEALTH-RELATED QUALITY OF LIFE (HRQOL) OF ADULT HIGHLY ACTIVE ANTI-
RETROVIRAL THERAPY (HAART) RECIPIENTS AT THE KAGERA REGIONAL HOSPITAL IN BUKOBA,
TANZANIA, 2007

Dear .

I am a student studying at the University of the Western Cape (UWC) in South Africa. I am gathering information through
interviews on how medicines for HIV have changed the quality of life of those who have been taking them registered at the Kagera
regional hospital and would like you to participate in this research.

‘Why am I doing this?

This study is done primarily as a pre-requisite for the award of the degree of Masters of Public Health of UWC. HIV medicines like
any other medicines have both benefits and side effects. For treatment to be useful, the benefits have to overweigh the side effects
from use of the medicines. The chronic nature of HIV/AIDS necessitates for indefinite treatment and care. Thus, knowing whether
long-term taking of HIV medicines is worthy or not is very important, Health experts get answers to this question by periodically
assessing the health of those who are taking these medicines. This study seeks to accomplish that. The information obtained will be

used by policy-makers and doctors te make decisions about treatment for the benefit of the ART recipients. These decisions may
include more investment in the search for new medicines and change of drug combinations to give best treatment results.

Wheo are the study participants?

The participants are people who are aged 18 and above and have been taking HIV medicines for at least six months. They should
not be pregnant.

What do I expect from the participants in the study?

Once you offer consent to participate, I will ask you some questions about vour health. This sheuld take 15-25 minutes. Your
responses will be recorded in writing without attaching your name. All information collected will be treated confidentially. Only my
supervisor and I will have access to it.

‘What can participants expect?

Omnce the study is completed, results will be presented to you through a meeting, There are no adverse consequences that will ensue
from your participation in this research. No blood sample will be required from you.

Can you withdraw from this study?

Yes, you may withdraw from the study at any time, without having to explain. You may also refuse to answer a question should you
wish to. The study is completely voluntary. Your refusal to participate or withdrawal from this study will not affect you in anyway.
You will continne accessing services at the ART clinic and elsewhere as usual,

Any further questions?

More information may be obtained from my supervisor, Ehi Igumbor, at +27-21-959-3520. You may also contact me at 0787 215
151.If you are willing to participate in the study, please kindly read and sign the consent form.
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APPENDIX VI: SWAHILI VERSION OF THE PARTICIPANT INFORMATION FORM

Ge'h
, UNIVERSITY OF THE WESTERN CAPE /_\

School of Public Health

s

s

Private Bag X17 « BELLVILLE e 7535 @ South Africa
Tel: 021- 959 2809, Fax: 021- 959 2872

o\

(S
MAELEZO KWA MSHIRIKI

UTAFITI WA UBORA WA MAISHA NA AFYA ZA WATU WAZIMA WANAOTUMIA DAWA 7ZA
KUREFUSHA MAISHA KATIKA HOSPITALI YA MKOA WA KAGERA, BUKOBA, TANZANIA, 2007

Ndugu s

Mimi ni mwanafimzi katika Chuo Kikuu cha Western Cape (UWC) cha nchini Afrika Kusini. Nafanya utafiti kwa njia ya
mahojiano kujua ni namna gani dawa za kurefusha maisha zimebadilisha maisha ya watumiaji katika hospitali ya mkoa wa Kagera.
Napenda kukukaribisha vshiriki katika utafiti huu. )

Kwa nini utafiti hou unafanyika?

Kimsingi, utafiti huu unafanyika kama kigezo muhimo kwa ajili ya kutunukiwa shahada ya uzamili ya pili ya afya ya jamii ya
UWC. Madawza ya kurefasha maisha kama madawa yoyole yale yanaweza kusabisha madhara vasiyvotegemewa. Kwa matibabu
kuwa na maana kwa mgonjwa, ni lazima faida za tiba zizidi madbara ambayo yanaweza kusababishwa na tiba yenyewe. Magonjwa
ya muda mrefu kama UKIMWI yanahitaji utumiaji wa dawa wa muda mrefu usiokuwa na kikomo. Kwa hiyo ni muhimu kujua
kama utumiaji wa hizi dawa kwa miaka yote hii ni wa faida kwa wagonjwa au la. Wataalamu wa afya hupata majibu ya maswali
kama haya kwa kutafiti ubora wa maisha na afya za watumiaji kila baada ya muda maalum. Kwa hakika hilo ndilo dhumuni la
utafiti huu pia. Taarifa zitakazopatikana zitawasaidia watunga sera na waganga kufanya maamuzi kuhusu matibabu kwa ajili ya
manufaa ya wagonjwa wenyewe. Mfano wa maamuzi karna haya ni kuwekeza katika utafiti wa madawa mapya na kubadili madawa
yaliyopo kwa sasa iwapo hayawasaidii sana wagonjwa.

Nani aweza kushiriki katika utafiti hun?

Washiriki ni lazima wawe watu wazima (miaka 18 na kuendelea) ambao wamekuwa wakitumia dawa za kurefusha maisha kwa
kipindi kichopungua miezi 6. Akina mama wajawazito hawatakiwi kushiriki katika utafiti ho.

Nini mategemeo yetu kwako?

Mara to ukubalipo kushiriki katika utafiti huu kwa hiari yako, nitakuuliza maswali kuhusu afya yako. Mahojiano yatachukuwa
dakika 15-25 hivi. Majibu yako yatawekwa katika maandishi bila ya kuandika jina lako. Habari kuhusu wewe zitakuwa ni siri kati
yangu, msimamizi wango na wewe tu.

Nini mategemeo ya mshiriki?

Mara tu wtafiti uishapo, matokeo yake yatawasilishwa kwako kwa njia va mkutano. Hakuna madhara yoyote ya kiafya ambayo
yanategemewa kwako kutokana na ushiriki wako katika utafiti hun, Hakutakuwa na kuchukuwa sampuli ya damu toka kwakeo.

Je, unaweza kujitoa katika utafiti hun?

Bila shaka unaweza kujitoa wakati wowote bila ya kuhitajika kutoa maclezo. Unaweza pia kukataa kujibu swali lolote ukijisikia
hivyo. Ushiriki wako uwe ni wa hiari. Kukataa kushiriki katika utafiti bun an kujitoa hakutaathiri haki yako ya kupata huduma
kwenye kiliniki hii au sehemu nyingine yoyote.

Je, una maswali?

Waweza kupata habari zaidi kutoka kwa Ehi Igumbor, ambaye ni msimamizi wangu, kwa simu +27-21-959-3520. Pia waweza

kuwasiliana nami wakati wowote kwa simu 0787 215 151. Kama umekubali kushiriki katika utafiti huu, tafadhali soma na vweke
sahihi vako kwenye fomu ya makubaliano.

73



	TITLE PAGE
	TABLE OF CONTENTS
	LIST OF ABBREVIATIONS AND ACRONYMS
	ACKNOWLEDGEMENTS
	ABSTRACT
	KEYWORDS
	CHAPTER 1 INTRODUCTION
	1.1 BACKGROUND
	1.2 PROBLEM STATEMRNT AND STUDY RATIONALE
	1.3 DEFINITIONS
	STUDY OBJECTIVES

	CHAPTER 2 LITERATURE REVIEW
	2.1 HIV PANDEMIC
	2.2 USE AND ACCESS T ANTI-RETROVIRAL THERAPY
	2.3 QUALITY OF LIFE STUDIES
	2.4 THE GENERAL TANZANIAN POPULATION REPRESENTATIVE SAMPLE

	CHAPTER 3 METHODOLOGY
	3.1 STUDY DESIGN
	3.2 STUDY AREA AND POPULATION
	3.3 SAMPLE SIZE
	3.4 SAMPLING PROCEDURE
	3.5 DATA COLLECTION
	3.6 VALIDITY
	3.7 RELIABILITY
	3.8 ETHICAL CONSIDERATIONS
	3.9 DATA ANALYSIS

	CHAPTER 4 RESULTS
	4.1 CHARACTERISTICS OF RESPONDENTS
	4.2 GENERAL HEALTH STATUS OF RESPONDENTS
	4.3 PREVALENCE OF CHRONIC DISEASES AMONG HAART RECIPIENTS 
	4.4 SELF-REPORTED HAART SIDE EFFECTS
	4.5 HEALTH STATUS OF HAART RECIPIENTS VERSUS THAT OF THE GENERAL POPULATION
	4.6 FACTORS ASSOCIATED WITH HRQOL OF HAART RECIPIENTS

	CHAPTER 5 DISCISSION
	CHAPTER CONCLUSION AND RECOMMENDATIONS
	6.1 CONCLUSIONS
	6.2 RECOMMENDATIONS

	REFERENCES 
	APPENDICES

