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Abstract

Background: Egypt has the highest burden of Hepatitis C Viral infection (HCV) in the world
with 10% between 15- 60 years old having HCV antibodies and 7% having chronic HCV
infection. HCV is more concentrated among rural, aged, less educated, and poor population
groups in addition to patients who require frequent blood transfusion or on renal dialysis, and
injection drug users. Despite advancement in antiviral treatments with higher than 90%
sustained virologic response (efficacy), access remains limited. The government strategy tied
expanding the access to antiviral treatment to a price reduction through subsidies, but an
expansion of HCV treatment coverage was not observed. This suggests a broader range of

barriers in addition to the financial affordability.

Methodology: This descriptive, qualitative study thus aimed to explore the various barriers
that patients with chronic HCV experience in accessing antiviral treatment in Egypt. Twenty-
seven semi-structured interviews with-a wide range of stakeholders were conducted.
Interviewees included national paliticians, government officials, and health workers, mid-

level managers in pharmaceutical industry, civil society activists and patients with HCV.

Results: Interviewees indicated that the poor access to HCV antiviral treatment is due to
numerous factors. In the area of health polices: passive privatization processes, domination of
charity vs rights-based approach;, lack of evidence-driven policies, poor health governance
system, and limited health budgets were frequently reported. In.the area of health system
(structure and functionality): the interviewees pointed out the weakness of health information
and viral hepatitis surveillance systems, the urban-biased concentration of HCV diagnostic
and treatment services, and the limited coverage of health insurance especially amongst rural
inhabitants. In relation to demographic socio-economic characteristics, there was a general
consensus that financial ability, place of residence, employment status and gender continue to

predict patients’ access to antiviral treatment.

Conclusion: The financial affordability predicts access to antiviral medicines which is
arbitrated by steady deterioration in social and economic protection mechanisms in the
Egyptian society. However, the poor access is also determined by the country’s political
context, the organisation of national healthcare system in addition to patients’ demographic

and socio-economic characteristics.
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Definitions of key terms

Compensated liver cirrhosis describes a stage in which the liver can still perform

important functions. Liver support medicine and strict diet are useful.

Decompensated liver cirrhosis is a life-threatening condition associated with jaundice,
ascites, variceal haemorrhage and hepatic encephalopathy. Liver transplantation should

be considered.

Direct-acting Antiviral Agents are a new generation of antivirals with the ability to
target nonstructural proteins of the virus and result in disruption of viral replication and

infection.

HCV genotypes refer to genetically distinct forms of the virus based on variation in the
virus Ribonucleic Acid (RNA). The virus was isolated in at least 6 major genotypes and
about 50 sub-genotypes. Identifying the genotype informs the treatment regime (Hepatitis
Central, 2016).

HCV viral load measures the virus genetic materials (usually defined in international
units) in a certain volume of blood (usually-one-cubic-milliliter). The significance of HCV
viral load is related to the detective threshold of different diagnostic techniques and the
duration of treatment while it has no significant correlation with the prognosis (Hepatitis
Central, 2016).

Hepatocellular Carcinoma is a type of primary liver cancers (starts in liver) and it can
expand through giving metastases to other organs/tissues, most commonly to the lungs,
lymph nodes and bones. In most cases, it cannot be cured but cancer palliative measures
and liver supportive treatment increase the life expectancy (WebMD, 2016; Katyal,
Oliver, Peterson, et al., 2000).

Liver Cirrhosis describes an irreversible and slowly progressing condition in which
healthy liver tissue is scarring (being replaced with scar tissue). This will eventually
prevent the liver from performing its functions properly. The spread of the scar tissue

slows and eventually blocks the flow of blood through the liver and hence the processing
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of nutrients, hormones, enzymes. It also slows the production of essential substances, e.g.
amino acids (protein) and it produces toxins (WebMD, 2016; MedicineNet, 2016).

Lower Egypt is a commonly used term to describe the Northern part of Egypt while
Upper Egypt describes the South. These terms refer to the geographical fact that the

Egyptian land is downgrading towards the Mediterranean Sea.
Nosocomial is a hospital-acquired infection.

Sero-prevalence of HCV refers to the frequency of individuals with HCV antibodies in
blood. Sero-prevalence is used rather than simply prevalence to differentiate between the
prevalence of antibodies and the prevalence of HCV RNA (called HCV RNA

prevalence).

Sustained virologic response means permanent clearance of the virus indicated by the
absence of the HCV RNA at certain-points during the treatment course (Ghany, Strader,
Thomas et al., 2009).
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Egypt Map

Lower Egypt
Upper Egypt

T

_,._._.
SN

e

Source: Egypt Health Issues Survey (MOHP, El-Zanaty and Associates, and ICF
International, 2015).
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Chapter (1). Introduction and Background

Introduction to the problem

Egypt has the highest burden of Hepatitis C Viral infection (HCV) in the world (WHO,
2012). Egypt Demographic and Health survey (EDHS) 2008 concluded that 14.7% (9.3
million) Egyptians between 15- 59 years had HCV antibodies and 9.8% (6.2 million) had
chronic HCV infection (El-Zanaty and Way, 2009). EDHS 2015 (published in 2016)
suggested a significant decline in prevalence where 10% of population between 15 -59 had
HCV antibodies while 7% had chronic HCV (MOHP - Egypt, El-Zanaty and Associates, and
ICF International, 2015)!*,

Breban, Doss, Esmat, et al. (2014) suggested that slightly less than 150,000 Egyptians
acquire HVC every year. They argued that the assumptions used for the modelling of earlier
estimated incidences of 500,000 (Miller-and Abu-Raddad; 2010) and 100,000 (the official
record of ministry of health) were invalid. If the current trends continue, within two decades,
nearly a quarter of a million deaths are predicted from HCV-related chronic liver diseases and
cancer (Lehman and Wilson, 2009). The high ongoing transmission of HCV is largely linked
to inadequate infection control during-medical and dental procedures in healthcare facilities

(Paez-Jimenez; Sharaf-Eldin, Rimlinger et al.; 2010).

Socio-economic status predicts the likelihood of exposure to HCV. HCV prevalence is higher
among rural, aged, poor, illiterate, and male populations. In rural settings, HCV prevalence is
11.7% compared to 7.1% among urban population. It is strongly associated with age: it rises
from 1% (among 15-19 years old) to 33.9% (among 55-59 years old). It is 12.7% among
population in the lowest wealth percentile versus 6.5% among those in the highest. It is
16.2% among those who received no formal education versus 8.4% among those who
completed high school or higher. It is 12.4% and 8.1% in males and females, respectively
(MOHP - Egypt, El-Zanaty and Associates, and ICF International, 2015). The higher

prevalence among the rural and aged population is possibly linking the exponentially

(11 The EDHS 2015 was made available for public in in July 2016, two years after the completion of data
collection for this study. Accordingly, the main reference that study participants referred to while sharing their

perspectives on the size of HCV in Egypt was the EDHS 2008.
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increased HCV incidence to the population’s exposure to unsafe injections during the
schistosomiasis treatment campaign in the 1960s through to the 1980s (Cuadros, Branscum,
Miller, et al., 2014). See figure (2) in appendix (1).

At present, there is no vaccine available for HCV but there is efficacious curative antiviral
treatment. In December 2014, the American Association for the Study of Liver Diseases
(AASLD) recommended a 12-week antiviral triple therapy of Simeprevir, Peginterferon Alfa-
2a and Ribavirin for HCV genotype-4? (AASLD, 2014; Dhawan, 2014), the genotype
accounting for 90% of the HCV infections in Egypt (CDC, 2012). This treatment regime
showed sustained virologic response at 12 weeks (SVR12) ranging from 79-96% (Jacobson,
2013; Moreno, Hezode, Marcellin, et al., 2013). In comparison, the previous standard regime
of Peginterferon Alfa-2a and Ribavirin was recommended for 24 weeks and had SVR24 of
51%.

Problem statement

Despite the recent and ongoing advancements.in curative treatments for HCV, access to the
antiviral treatment remains limited in Egypt. In 2008, the National Committee for the Control
of Viral Hepatitis (NCCVH) published a 5-year strategy (2008-2012). It estimated that in
2008 the number of HCV patients who would be eligible for antiviral treatment was 600,000
(Dalglish, 2008). However, from 2008-2011; only 190,000 patients received the treatment.
The number of patients receiving treatment was 22,000.in 2008, increasing to 65,000 in 2009
and then declined gradually to 58,000 and 45,000 in 2010 and 2011, respectively (CDC,
2012). In a more recent survey, 38% of HCV patients between 15-59 years, in a nationally
representative sample, self-reported receiving HCV antiviral treatment. The percentage was
29.7% in women and 41.7 % in men. However, the majority of them self-reported receiving
the old treatment regime (interferon) with a 51% cure rate while only 4.8% reported receiving
new antiviral medicines (Sofosbuvir or Olysio) with 79-96% cure rate (MOHP - Egypt, El-
Zanaty and Associates, and ICF International, 2015) .

[2 At present, six genotypes of HCV with multiple subtypes were identified. These virus derivatives have not
shown significant differences in pathogenicity. However, clinical trials showed significant variations in their
responsiveness to treatments discovered till now. This heterogeneity also represents one of the main obstacles to
the vaccine development (CDC, 2014).

http://etd.uwc.ac.za/



The strategy, which the Egyptian health authorities continue to follow, tied expanding the
access of HCV antiviral treatment to the distribution of a relatively low-priced course of the
antiviral treatment through governmental medical facilities based on strict guidelines. During
the last decade, the Egyptian government has repeatedly adopted the approach of negotiating
with pharmaceutical companies a reduced price-HCV antiviral treatment for the use within
public sector. For example, in 2008, the government reached an agreement with two
transnational pharmaceutical companies (Merk and Roche) to produce locally-packed
Pegylated Interferon at US$ 2,000 (to be paid by the patients) instead of US$ 12,000 (the
international price) for a 48-week®! treatment course (Kaplan and Swan, 2012). The reduced
price represented 47% of the average annual Egyptian family income and 56% of the annual

income of rural households in the fiscal year 2010-2011[],

In 2014, the Egyptian Government repeated a similar deal with Gilead (a US-based
pharmaceutical company) to purchase a preparation of Simeprevir (as a part of the currently
recommended triple therapy) at US$-900(to be paid by thepatients) instead of US$84,000
(the original price in the US market) (Fick and Hirschler, 2014). This significant reduction in
the cost was not reflected in a corresponding expansion of the HCV treatment coverage. This
suggests that cost is still beyond the affordability of patients and/or there are a broader range
of barriers (Dalglish, 2008; CDC; 2012; Ford, Singh; Cooke, et al., 2012). Such uncertainties
reflect a knowledge gap in identifying the barriers-to HCV antiviral treatment and/or the

ability of the limited existing knowledge to guide an informed decision making process.

It is evident from the existing literature that patients in Egypt face a range of barriers when
trying to access antiviral treatment for chronic HCV. These include, but are not limited to,
financial affordability. As the Centres for Disease Control (2012) has suggested other barriers
may also include factors related to the health policies and the national health governance, the
structure of healthcare system, socio-economic dimensions, and care-seeking behaviour of
patients (CDC, 2012).

Bl'while the standard previous regime was 24-week course, it had to be repeated twice in most of cases due to

the limited efficacy.

[ These percentages are estimated based on the records of the Egyptian Central Agency for Public Mobilization
and Statistics (2010-2012) published in early 2012.
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Rationale and contribution to the field

Inaccessibility to HCV treatment can result in costly-to-manage complications (e.g. massive
cirrhosis, hepatocellular carcinoma) which can be fatal. Recent evidence showed that the full
coverage of HCV antiviral treatment of patients receiving injections or invasive medical
procedures on a regular basis (the main source of HCV spread) will significantly reduce the

self-sustained transmission rate (Francesco, 2014).

Studying the barriers to treatment among Egyptian patients is key to develop effective
strategies to combat the HCV problem in Egypt. Such a strategy is needed more than ever to
stop the ongoing transmission of HCV and the severity of its consequences (physical,
psychological and the social impacts on patients and their families). The current study thus
aims to make a contribution to informing the development of more effective strategies for

expanding the coverage of HCV treatment.
The study setting

This study has a national scope and thus was not confined to a particular geographical setting;
however the majority of interviewees were from Cairo (the capital of Egypt and an urban
governorate) and Al-Dakahlia (one of the major governorates in Lower Egypt and mainly
rural) — see the map of Egypt in'page 4). Interviews were conducted with twenty-seven
individuals who represent a wide'range of stakeholders. These included three politicians from
different political parties (based in Cairo), three senior government officials (based in Cairo),
three academics (based in Cairo), four health workers (two primary care physicians and two
hepatologists working in public primary care and specialized facilities — two were based in
Cairo and two were based in Dakahlia), two mid-level managers working in the
pharmaceutical industry (public and private — based in Cairo), four civil society activists (half
of them from Cairo and half of them from Dakahlia), and eight patients with HCV (four of
them had either received antiviral treatment and four were denied antiviral treatment — half of
them were from urban settings in Cairo and half of them were from rural settings Dakahlia).
Informants (especially with regards to the patients) were recruited in a way which was sought
to represent the diversity of the Egyptian population, based on place of residence (urban and
rural), gender (women and men), social class and religion (Muslims and Christians).

Similarly, the importance of capturing a range of experiences and perspectives on the key
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issue guided the way the researcher recruited key informants from policy makers and
politicians at a national level to healthcare workers and community activists working at a

local level.
The research design and methodology of the study

Adopting a descriptive qualitative design, the researcher used the semi-structured interview
as a technique for data collection. The qualitative approach was chosen as it better suits the
exploratory and descriptive nature of this study. In addition, the qualitative design provided
opportunities for better description of pathways through which identified barriers affect the
access to antiviral medicines through probing with the interviewees (Sullivan and Sargeant,
2011). The researcher conducted a total of twenty-seven interviews with: three
parliamentarians, three senior governmental officials, three academics based at a local
university, four healthcare workers (two primary care physicians and two hepatologists), two
representatives working in public and-private-local- pharmaceutical companies, four
representatives from civil society organizations and social movements active in Egypt and,

importantly, eight patients diagnosed with HCV.
An outline of the report

The report includes seven chapters. Chapter-1; the introduction, provides a summary to the
background of HCV and its magnitude; describes the problemistatement, justifies the
research, and defines its contribution to the field, describes the study settings and summarizes
the design and methods. Chapter-2, the literature review, summarizes the available
knowledge and describes the knowledge gap in barriers to HCV antiviral treatment. Chapter-
3, the methodology, states the overall objective and specific aims. It also describes in details
and motivates the use of a qualitative approach and discusses the rigor, the data collection
tools and describes the study population and the sampling technique. In addition, it discusses
the ethical considerations including the procedures of recruitment of study participants,
obtaining their informed consent and protecting their confidentiality. Chapter-4, the findings,
presents the reported barriers to HCV antiviral treatment categorized as per their relation to
health polices, organization of the healthcare system, socio-economic conditions, and patient

behaviour of seeking health services. Chapter-5, the discussion, provides an interpretation of
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the results under the same categories of the findings. Chapter-6, the conclusion and
recommendations, summarizes the findings and provides and promotes set of suggestions

using the same categories as the findings.
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Chapter (2). Literature Review

Epidemiology and Burden of Disease of HCV

HCV is a world-wide prevalent public health problem with an increasing global burden of
disease. A systematic review using a model-based meta-analysis concluded that the
prevalence and number of people with HCV antibodies has increased between 1990 and 2005
from 2.3% [with 95% uncertainty interval (Ul): 2.1-2.5%) to 2.8% [with 95% Ul: 2.6-3.1%)]
and from 122 million to greater than 185 million during this time period (Mohd-Hanafiah,
Groeger, Flaxman, et al., 2013). More than 75% of those HCV infected develop chronicity.
Chronic HCV is a leading cause of serious liver complications including liver cirrhosis,
hepatocellular carcinoma, and end-stage liver failure (Chen and Morgan, 2006; Highleyman,
2013). A systematic analysis of the global burden of disease estimated deaths from HCV
related causes by 500,000 every year (Lozano, Naghavi, Foreman, et al., 2010).

Egypt has the highest burden of HCV in the world (WHO, 2012). Egypt Demographic and
Health survey remains the most reliable source of HCV-related morbidity estimates. Studying
a nationally represented sample of 11,126 Egyptians (15 to 59 years old), it concluded that in
2008, 14.7% (9.3 million) Egyptians-had HCV antibodies (sero-prevalence) and 9.8% (6.2
million) had chronic HCV infection (El-Zanaty and Way, 2009). Egypt Health Issues Survey
(EHIS) 2015 (made publicly available in 2016 after finalizing the data collection of the
current work) suggested a significant decline in prevalence where 10% of population between
15 -59 had HCV antibodies while 7% had chronic HCV (MOHP, El-Zanaty and Associates,
and ICF International, 2015). The significant decline in the HCV prevalence is controversial
not only because of the absence of proper explanation in the EHIS, but also because of the
contradiction with previous studies. In a systematic review, researchers concluded no
evidence for a decline of statistical significance in the HCV prevalence in both the general

population and at-high-risk population groups (Mohamoud, Mumtaz, Riome, et al., 2013).

The estimation of incidence of HCV in Egypt significantly varies among different studies. A
statistical model estimated that nearly 7/1,000 (or the equivalent of 500 000) Egyptians
acquire HCV every year (Miller and Abu-Raddad, 2010). Based on such estimation, nearly

quarter million deaths are predicted from HCV-related chronic liver diseases and cancer
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within 20 years if the current incidence continues (Lehman and Wilson, 2009). A more recent
review suggested that slightly less than 150,000 Egyptians acquire HCV every year (Breban,
et al., 2014). It argued that the assumptions used for the modelling of earlier estimated
incidence of 500,000 (Miller and Abu-Raddad, 2010) and 100,000 (the official record of

ministry of health) were invalid.

As a blood born virus, the transmission of HCV is largely linked to inadequate infection
control during medical and dental procedures in healthcare facilities (Paez-Jimenez, et al.,
2010). This was supported by a systematic review which in addition identified specific
population groups at high or direct risk of acquiring HCV infection: patients with other types
of viral hepatitis, multi-transfused patients, thalassemia patients, schistosomiasis patients,
patients on haemodialysis and injection drug users. The latter five categories are subject to

blood work related procedures within healthcare settings (Mohamoud, et al., 2013).

Socio-economic status predicts the likelihood-of exposure to HCV. The prevalence is higher
among rural, aged, poor, illiterate, and-male-populations.-In-rural settings, HCV prevalence is
11.7% compared to 7.1% among.the urban population.-It is strongly associated with age: it
rises from 1% (among 15-19 years old) to 33.9% (among 55-59 years old). Itis 12.7%
among the population in the lowest wealth percentile versus 6.5% among those in the highest.
It is 16.2% among those who received no formal education versus 8.4% among those who
completed high school or higher. It is 12.4%‘and 8.1%'in'males and females, respectively
(MOHP - Egypt, El-Zanaty and'Associates, and ICF International, 2015). The higher
prevalence among rural and aged population is possibly linking the exponentially increased
HCV incidence to the population’s exposure to unsafe injections during the schistosomiasis
treatment campaign in the 1960s through to the 1980s (Cuadros, et al., 2014).

A systematic review described high discrepancies in measuring prevalence and incidence of
HCV in Egypt (Mohamoud, et al. 2013). These discrepancies exist as different researchers
studied different population sub-groups at different risk of HCV, using different

methodologies.

This clearly indicates the need to establish a standardized systematic surveillance system that
collects routine data on HCV from all health facilities and is thus also able to provide the

public health community with an understanding of those most at risk of acquiring the disease.
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Healthcare system and the national response to HCV epidemic

Egypt has a highly complex system in terms of healthcare provision and financing. The
healthcare provision incorporates a large network of public, non-profit, and private facilities
(WHO, 2013). While contributes to a high level of coverage and accessibility, it causes a
serious degree of fragmentation especially with a clear lack of integration among different
types of services and lack of coordination among different healthcare providing entities
(Oxford Business Group, 2017). Public health expenditure, in general, is low and has diverse
financing mechanisms including tax-based financing, premium-based insurance coverage and
out-of-pocket for direct payments at the time of service (WHO, 2013). Out-of-pocket
expenditure continued to increase to reach 55.7% in 2014 (WHO, 2016).

The national response to the issue of HCV in Egypt was drawn up by the NCCVH in terms of
5-year strategy documents published by the Ministry of Health and Population (MOHP)
namely; (1) Egyptian National Control-Strategy-for-Viral-Hepatitis 2008-2012, and (2) Plan
of Action for the Prevention, Care and Treatment of Viral Hepatitis, Egypt 2014-2018. These
two 5-year strategic plans adopted four areas to focus on, namely: surveillance and
monitoring, prevention and safety of medical procedures, patient management and research
(Dalglish, 2008; Ministry of Health-and Population,-2014).

In the areas of surveillance and monitoring, .the Plan of Action 2014-2018 provided a brief
assessment of the weaknesses of the current system emphasizing underfunding and
fragmentation as major concerns. Yet, consisted with the previous strategic planning of 2008,
it continues to promote the surveillance of viral hepatitis as a vertical project rather than as an
integral part of the national health information system even in the long-term. In addition, it
did not provide any solutions to address the underfunding. Despite acknowledging the
capacity of human resources as a key factor in maintaining the surveillance system, both
documents could not provide concrete activities to build the capacity of relevant personnel at

national and local levels.

In the area of prevention, the two strategic planning documents prioritized infection control
within medical facilities and health education especially among at-risk groups. They failed to
refer to or propose the development of the necessary guidelines and follow-up mechanisms to

13
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reduce the rates of the transmission of viral hepatitis during medical and dental procedures in

both public and private healthcare facilities.

In the area of patient management, they prioritized case detection and treatment. However,

they limited the proposals for enhancing case detection to improving the laboratory capacity
rather than a national viral hepatitis screening program that detect the cases at an early stage
for improved chances for prognosis. They also shied away from specifying clear targets such

as a certain reduction of the rate of transmission within a certain period of time.

In the area of research, the two strategic planning documents focused on building research
capacity for clinical research which is greatly needed. However, they undermined the need
for public health research that continues to identify determinants of and barriers to combating

the viral hepatitis problem.

In general, the two strategic planning documents ignored, to a great extent, addressing the
underlying causes and specifically the-social determinants-related to the incidence of
infection and access to treatment. For example, it failed to propose actions to improve the
geographical distribution of HCV-related preventive and curative services to be proportionate
to the distribution of the disease burden. It also failed to integrate the national response to
viral hepatitis within the health system. It-touched upon-the need for multi-sectoral action

without suggesting concrete steps to-achieve it.
Treatment of HCV

Houghton and colleagues isolated HCV, previously known as Non-A, Non-B Hepatitis
(NANBH) for the first time in 1989 (Houghton, 2009). Since then, researchers have tested
several potential vaccines in animal trials. Only one vaccine was tested on a small scale in
humans showing potential success in preventing chronic HCV infection; however, it has not
yet been tested in clinical trials (Steckelberg, 2015). The slow progress in the development of
a vaccine for HCV is related to several reasons, among them are the diverse genetic
characteristics of the virus (HCV has at least six main genotypes and about 50 sub-
genotypes); the limitation related to the presence and the use of animal models in research
related to vaccine testing especially due to the role of animal rights activists and the high
associated cost; the difficulties related to recruiting at-high-risk groups in vaccine clinical

14
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trials: hard-to-reach groups in developed countries (mostly drug users) and weak health

system and shortage of trained staff in developing countries (Steckelberg, 2015).

There is, though, efficacious curative antiviral treatment. In December 2014, AASLD and
IDSA recommended a 12-week antiviral triple therapy of Simeprevir — a Direct Acting
Antiviral (DAA), Peginterferon alfa-2a and ribavirin for HCV genotype-4, the one
responsible for 90% of the HCV infections in Egypt (AASLD and IDSA, 2014; Dhawan,
2014). This treatment regime showed sustained virologic response at 12 week (SVR12) of
79-96% (Jacobson, 2013; Moreno, et al., 2013). This treatment regime represents a
significant advancement in the ability of curing HCV in comparison with the previous
standard regime of Peginterferon Alfa-2a and Ribavirin for 24-48 weeks (WHO, 2012) and
had sustained virologic response of 54-56% for HCV genotype-4 (Butt, Khan, Shaikh et. al.,
2009; CDC, 2012). The duration of treatment using this old regime and its success
represented by the virologic response depended on the HCV genotype, the viral load, the
race, age, weight, and the level of pathogenicity (Swan-and-Raymond, 2004). In Egypt, the

treatment success rate using the old treatment regime was estimated at 51% (CDC, 2012).

HCV antiviral treatment is a life saving measure. Rated as class | (indicating general
agreement) level A (indicating that data are obtained from multiple clinical trials) evidence®,
the antiviral treatment of HCV (using the current recommended regime) reduces all-cause
mortality and liver related adverse consequences including hepatocellular carcinoma and
massive cirrhosis. Accordingly, AASLD and IDSA recommended the antiviral treatment for
all patients with chronic HCV infection except for those with short life expectancies due to
properly diagnosed end-stage condition. The indications of the antiviral treatment included
patients with HCV combined with HIVV/AIDS, patients with compensated and decompensated
cirrhosis and patient with hepatocellular carcinoma (AASLD and IDSA, 2014).

In Egypt, the government reached an agreement with a transnational company (Gilead
Sciences, Inc.) producing a DAA preparation (commercially known as Sovaldi) to purchase
the 12-week treatment course at $900 instead of $84,000 (the latter being the selling price in
USA). The agreement included that the DAA preparation, produced outside Egypt will have a

Bl AASLD and IDSA adapted their evidence classification and level from the American College of Cardiology
and the American Heart Association Practice (2011) (AASLD and IDSA, 2014).
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different packaging and an indication that it can be only sold by the Egyptian Government.

The agreement was reached in 2013 for one year subject to renewal (Esmat, 2015).

The NCCVH commissioned a subcommittee of seven members to suggest eligibility criteria
and treatment protocol for the new antiviral regime of DAA. The subcommittee developed a
scoring system for prioritizing patients with HCV based on urgency of need and expected
benefits from treatment. The scoring system suggested adding points or deducting points
according to clinical stage of disease, co-morbidities, age, and previous trials of antiviral
treatment as described in the table below. In addition, it suggested a threshold score for
receiving the state-provided treatment. The authors of the scoring defended the need for
prioritizing criteria to ensure the optimal use of the limited resources and rationalized the
threshold score based on the estimated number of patients who can be served within the
available budget. In addition to the scoring system, the sub-committee suggested guidelines
and treatment protocols for each category of cases (mostly based on comorbidities). These
protocols were adapted from the guidelines published by AASLD and ISDA after considering
the availability of treatment types in Egypt (EI-Fishawy, et al., 2015).

Scoring of patients with Chronic HCV for DAA treatment priority

Positive points

Post-renal transplant 5 points
Regular Dialysis 5 points
Cryoglobulinemic vasculitis 5 points
Non-hodgkin B-cell lymphoma 5 points

Biopsy confirmed minimal-change glomerulonephritis

(MCGN) with hypocomplementemia 4 points

Biopsy-confirmed MCGN without hypocomplementemia | 3 points

Nephrotic syndrome regardless of histological type 2 points

Previous treatment failure 2 points

co-infection HBV, human immunodeficiency virus (HIV)

or cucumber mosaic virus (CMV) 2 points

Stage of kidney disease measured by modification of diet

in renal disease 4 variable formula (MDRD-4) 1 point/stage

Stage of liver disease assessed by fibroscan 1 point/stage
Negative points
Age >70 —1 point/5 years
Decompensated cirrhosis —3 points
Concurrent drug—drug interaction with selected Protocol | —3 points

—1 point/NYHA (New York
Concomitant heart disease Heart Association Functional

Classification) score
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—1 point/—10% Forced

Concomitant pulmonary disease Expiratory Volume (FVC1)

Concomitant central nervous system (CNS) disease —1 point/10% disability

Source: El-Fishawy, et al., 2015.

El-Fishawy, et al., 2015 stated that they underwent a five-step process that incorporates a
literature review, selecting evidence-based protocols, peer-review debate, online professional
survey and preparing a final document to be published and to be used by the government.
There are however, a number of weak points in the study. Firstly, the authors failed to
motivate the scoring system for prioritizing patient groups. While insisting on describing
class and level of evidence for the selection of treatment protocols, they enumerated the
prioritization criteria and the relative weight of each with no explanation on how these
relative weights respond to ‘urgency of need and expected benefits from the treatment’ as

they noted.

Secondly, the threshold of eligibility to the state-provided treatment is estimated based on the
state budget allocated to support.one scenario-which-is purchasing low-cost preparation of
Simeprevir (commercially named Sovaldi) from the producing pharmaceutical transnational
company (Gilead Sciences, Inc.). This decision affects lives, quality of lives and livelihood of
millions of Egyptian families and it should have been taken based on political and societal
dialogue rather than a limited professional consultation. The adopted scenario ignored other

possibilities like the use of a compulsory licence to locally produce the DAA medicine.

Thirdly, the authors selected the treatment protocol based on the availability of the medicines
in Egypt. While availability is a justifiable criterion, the availability in this particular case
depends on a single agreement between the Egyptian government and the transnational
pharmaceutical company. It ignored other options for making the newly-released DAA
medicines available for Egyptian patients. The impression is that this study was made to

mediate and support a political decision.
Determinants of access to HCV antiviral treatment

The majority of HCV patients worldwide do not have access to the new DAA treatment
regime. The treatment rates remain less than 25% in USA, less than 5% in Europe and less

than 3.5% in developing countries (Razavi, et al, 2013). The high cost of treatment is an
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overriding determinant of poor access to treatment of chronic HCV patients worldwide and
especially in low and middle-income countries in which 85% of HCV patients reside (Phelan
and Cook, 2014). As in 2014, the cost of the recommended 12-week course of Sofosbuvir
(one of the preparations of DAA) is $84,000 (or $65,000 — a discounted price), $53,000 in
UK, $5,000-$10,000 in middle income countries and $900 in low-income countries (Hill, et
al., 2014). The minimum cost of production of a 12-week course was estimated at $68-136
when calculations were made for the use on a large-scale treatment program in developing
countries. (Hill, et al., 2014). The high selling price of DAA decided by the manufacturing
companies represents a direct barrier to individual access to treatment if either self-paid or
supported through mass treatment programmes sponsored by the state in developing
countries. However, this barrier is further determined by the modalities of global governance
for health. The Trade-Related Intellectual Property Rights (TRIPs) protects any new
pharmaceutical or medical products for 20 years (Razavi, et al, 2013). While flexibilities
contained in the TRIPs agreement allow governments to take exceptional measures, including
the use of compulsory licence, to-address-public-health-issues, the use of these flexibilities
would make a developing country-subject to-major-forms.of pressure from powerful states
(specifically USA and the European Union Countries). These modalities of global health
governance gave the chance to the Sofosbuvir-producing company (Gilead) to make a net
profit of $11 billion during the first 15 months of sales after accounting for research and

development, marketing, and legal associated costs (Hill, et al.; 2014).

In Egypt, the cost of the recommended 12-week course of the new DAA was estimated as
$900 during the years 2014 and 2015 (Esmat, 2015). This figure does not cover the cost of
the entire treatment regime. It also excludes other related medical expenses (e.g. diagnostic
procedures) and non-medical expenses (e.g. transportation). There are other determinants,

apart from cost, which influence the access patients have to HCV antiviral treatment in

Egypt.

Other determinants are the organization and plans and schemes of healthcare services. In
Egypt, the state-provided ‘low-priced DAA medicine’ is only available based on the
previously discussed prioritizing criteria. This itself represents a barrier to treatment for large
groups of HCV patients. This ‘low-priced medicine’ is only provided through 26 specialized

centres across the country which represents a distance barrier. In other countries, access to
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HCV treatment is affected by insurance coverage. In USA, research on a large study
population of 10,582 persons investigated the relationship between the health insurance status
and the treatment candidacy of hepatitis C patients (Stepanova, Kanwal, El-Serag et al.,
2011). It revealed that only 36.3% of patients eligible for treatment had any type of health
insurance. It concluded, utilizing a multivariate analysis, that HCV infection is an
independent predictor of no health insurance, even after adjusting for the demographic
disparity (odds ratio, 0.43; 95% confidence interval, 0.24-0.7). In China, the social insurance
covers only 40% of the cost of the HCV antiviral treatment, hence, a relatively small number
of patients can benefit from this coverage as they have to pay the full cost first and then claim
it back later from the insurance (Coalition of Asia-Pacific Regional Networks on HIV/AIDS
“7-Sisters’, APN+, ANPUD et al., 2010).

Social exclusion and marginalization were reported as determinants for the access to HCV
treatment. While in USA, a cross-sectional study investigating the determinants of access to
HCV treatment in 208 patients concluded-that-independent predictors for not receiving a
treatment were the following parameters: being unmarried (Odd ratio 0.36, P=.02), being
female (odds ratio 0.36, P=.02) and being alcoholic (odds ratio 0.08, P=.0008) (Morrill,
Shrestha and Grant, 2005). No studies were available on the socio-economic factors that

influence access to HCV treatment in-Egypt.

In summary, the available literature highlights-the cost of HCV antiviral treatment as a major
barrier to access. A number of studies have alsa discussed the influence of selected socio-
economic factors on access to HCV antiviral treatment. In Egypt, apart from the cost, other
barriers related to the socioeconomic status, the health policies and the organization of
healthcare service have not yet been explored.
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Chapter (3). Methodology

Aim and Objectives

The assumption of this research is that barriers to access antiviral treatment for chronic HCV
include, but are not limited to, financial affordability of patients. Other barriers include
factors related to the health policies and the national health governance, the structure of the

healthcare system, socio-economic factors, and the care-seeking behaviour of patients.
The study was conducted to achieve the following aim and objectives:
Aim

To explore and describe the various barriers that patients with chronic viral hepatitis C
experience in accessing antiviral treatment in Egypt.

Objectives

= To describe the influence that the current policy chaices within the Egyptian healthcare
system have on facilitating or hindering the access patients with chronic viral hepatitis C

have to antiviral treatment;

= To describe the impact that the current national health-budget allocation for HCV has on

the access patients with chronic viral hepatitis C have to antiviral treatment; and

= To describe the various socio-economic factors that potentially influence the access

patients with chronic viral hepatitis C have to antiviral treatment.
Approach and theoretical framework

The study adopted a social determinants approach to identify and describe a wide range of
factors that influence the access of HCV patients to antiviral medicines. The theoretical
framework illustrated in figure (1) categorizes the determinants to antiviral medicines to three
interlinked groups of predictors: demographic and socio-economic characteristics, clinical
factors, factors related to the organization of healthcare system and factors related to health

and health-related polices. These groups impact the access of HCV patients to antiviral
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medicines directly or through affecting the eligibility to the treatment or availability of

treatment or health services.

Figure (1). Suggested theoretical framework of factors affecting
access to HCV antiviral treatment
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Study design

This descriptive study used a qualitative research methods design and utilized the semi-
structured interview as a technique for data collection. The qualitative approach was chosen
as it better suits the exploratory and descriptive nature of this study. As described in the
literature review (Chapter 2), limited knowledge exists about the barriers patients with HCV
face in accessing antiviral treatment in Egypt. The qualitative approach was used not only to
identify and describe in some depth possible factors that limit HCV patients’ access to
antiviral treatment, but more importantly to contribute to a better understanding of the origin
of these factors and the pathway through which each factor affects the access, i.e. what, why
and how (Sullivan and Sargeant, 2011). The use of the qualitative approach would also assist
in generating hypotheses to be tested through further analytical studies to establish numerical
values and relations between the selected identified barriers (independent variables) and the
access to antiviral treatment (as a dependent variable). This is supported by the theory that the
qualitative approach provides a holistic manner-for-understanding the situation and helps
researchers to identify set of variables among them statistical relations can be established by
quantitative methods, i.e. generate rather than test hypotheses (Hancock, 2002; Maudsley,
2011).

The use of semi-structured interviews in this research provided the interviewees with a
reflective space to express their knowledge, experiences and even impressions about barriers
related to accessing HCV antiviral treatment with preliminary, yet not rigid, list of pre-set
questions and assumptions. It provided me with flexibility to probe or ask the interviewees to
further elaborate on their initial responses to the key questions and thus obtain a richer
description or interpretation and analysis where appropriate. Yet, having pre-developed set of

questions and probes kept the interviews focused.

With continuous guidance from my supervisor, | took the full responsibility for developing
the study design and data collection protocol; identifying and recruiting the study
participants; conducting the interviews; designing and performing the analysis; and writing

the report including eh literature review.
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Study population, sample, and sampling procedures

The sampling aimed primarily to ensure balanced representation of key stakeholder groups
whose point of views would be influential and leading to the adoption of the study findings
especially with the political sensitivity of the topic of the study. Accordingly, | used a
purposive (non-probability, judgemental and selective) sampling technique. I first identified
six categories of stakeholders to cover the broad and diverse spectrum of stakeholders’
experience related to HCV in Egypt. These included: policy makers and politicians,
academics and researchers, healthcare workers, patients diagnosed as HCV positive,
representatives of pharmaceutical industry, and civil society activists belonging to non-

governmental organizations of social movements.

While selecting the interviewees, | used the technique of maximum variation sampling to
ensure that informants from each of the six categories represent different perspectives and
have experiences to contribute to a richness-of data.-For-example, while selecting the patients,
| considered the diverse participants (men and women, urban and rural residents, poor and
rich, etc.). Ialso avoided recruiting extreme or outlying ‘cases’ i.e. informants known with
extremely unusual opinions or atypical experiences were excluded to provide a better chance
for the study findings to be acknewledged-and-used-(Given, 2008). For example, while
developing the list of potential interviewees, I excluded.academics who are known to have
strong political stands. This was partly to avoid extreme opinions of highly politicized

academics, especially since there is a category for politicians who represent political parties.

| started with a preliminary list of potential interviewees then I used the ‘snowball’ sampling
technique by asking each person | interviewed to nominate others especially from same

category. However, nominations were carefully studied to ensure the diversity in the sample.

The final study sample comprised twenty-seven participants spread across the six categories

in the following manner:

Policy makers/politicians: Three parliamentarians representing different political parties and

three officials who are serving in the Ministry of Health (two of whom were members of the

National Committee for the Control of Viral Hepatitis).
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Academics/researchers: Three academics who are working for local universities or research

institutes and who are primarily focused on conducting research related to HCV.

Service providers (healthcare worker): Four healthcare providers were interviewed from

those who work directly with patients with chronic HCV. The four practitioners were selected
to cover different levels of healthcare provision: two primary healthcare practitioners who
represent the first line of dealing with the patients with chronic HCV, and two hepatologists
who are engaged with the diagnosis and treatment of HCV. The selection of participants in

this category covered both urban and rural settings.

Patients diagnosed as HCV positive: Eight patients were recruited as study participants: four

of them (one woman and three men) had already received antiviral treatment and four (two
women and two men) had not received any antiviral treatment. In selecting patients’
consideration was given to gender (three women and five men); covering different
geographical settings (three were from urban-settings and five from rural settings), different
social classes (based on location of their-residency);-different schemes of healthcare coverage
(two were insured and six were not.insured patients), different levels of education (three were
illiterate, two had completed high school, two were university graduates and one had

completed post-graduate studies). All patients were between 40 and 60 years.

Pharmaceutical industry: Two mid.to high-level managers working in pharmaceutical

companies were interviewed (one from the public sector and one from the private sector).
These two participants were selected from companies that produce components from the

interferon (old) HCV antiviral treatment regime.

Civil society organizations and social movements: | interviewed four health activists who

belong to a national health movement (one), national non-governmental
organizations/networks (two), and an Egyptian trade union (one). Their representation of the

diversity of civil society was considered when sampling within this category.
I reached the final study sample through the following process:

Firstly, through consultation with two persons who have a long experience in research and
work in the field of HCV (acknowledged in this report), | started with a list of eighteen

potential study participants (four politicians from different political parties, four academics,
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three healthcare providers, two mid-level managers from pharmaceutical companies, five

health activists from civil society organizations).

| then contacted all these potential interviewees through phone calls, e-mails, or in-person (at
their work places) to inform them about the study, its overall purpose, and objectives and to
request that they consider participating in the study. Sixteen of the initial eighteen potential
participants agreed to be interviewed with one of the politicians and one health activists

declining the invitation.

Secondly, at the end of the interview with each of the initial sixteen interviewees, | asked

each to suggest other potential study participants after explaining the criteria of selection.

Through this process, | then approached the remaining 11 interviewees. While requesting
nominations from already recruited study participants, | strictly applied the criteria of
diversity to avoid, as possible, the selection bias. These criteria varied from a group to
another. For example, for patients my-criteria-included representation of men and women,
urban and rural settings, different/sacial classes (based on whether they live in poor or well-
off neighbourhood). For politicians, the criteria included the representation of different
political parties with distinguished political stands. In addition, I reviewed the profiles of the
politician on my potential list to.ensure diversity-in-their-educational and social backgrounds 1

was also keen to represent female and.make politicians.

Patients (diagnosed as HCV positive) were the last group'l interviewed as | expected intense
emotions during the interviews with HCV patients who have no access to medicine and |
tried to avoid carrying these emotions while interviewing informants from other categories.
Ten patients were nominated by the two hepatologists (one in Cairo and one in El
Mansoura'®) and | obtained their details from the hospital/clinic records. | asked the
administration of the hospital and the secretary of the clinic to make an initial contact and
request permission for me to contact them by phone or a visit. The ten patients accepted that |
call/visit them, however during the initial phone call/visit, only six agreed to participate in the

study. The main reason of the refusal was linked to the political sensitivity of the topic. Of

[®] The capital of one of the Egyptian governorates located in the heart of large number of rural settings.

25

http://etd.uwc.ac.za/



these six patients, only five ended up being interviewed as one patient felt uncomfortable to

sign the consent form and the interview was thus terminated.

As with the other categories of study participants, | asked each interviewed patient to

nominate others till the criteria for patient diversity was met.

Through this process seven more patients were identified but only three of them completed
the interview. Four interviews in the second round were terminated at an early stage when
patients felt uncomfortable to sign the consent form or were too emotional to continue with

the interview — at which point | suggested that the interview be drawn to a close.

In a few cases in both rounds, the decision of not completing the interview was influenced by
a family member. In one example, the son of the interviewee insisted that he attends the
interview and in the middle of the session, he indicated that | (the researcher) should not be
using poor people to carry out research and through that receive an advanced degree when his
father was not benefiting anything from-these-questions.-I-clarified that in my research, | have
patients from different social classes and re-emphasized that they can end the interview at any

time if it causes any inconvenience which was the option he chose.

In all the cases of patients with HCV that | interviewed and who had no access to treatment, |
suggested certain paths such that they join the paid-by-state treatment scheme and | helped

them fill in the application form through'a follow up visit where that was needed.
Data collection

Individual, semi-structured interviews were conducted with twenty-seven interviewees
belonging to the six categories described above. Individual interviews, rather than focus
group discussions, were held so as to provide interviewees with an environment in which
they felt comfortable to share their experiences about possible barriers to treatment,
especially those related to the political context and policy choices. Egypt faces severe
political challenges: the rising armed attacks by religion extremists provoked the current
regime to deny the rights to free expression, free assembly, and free association (Human
Rights Watch, 2015).

| utilized an interview guide for all categories of interviewees (see Appendix 3). Each guide

included a set of open-ended questions. The questions contained in the guide covered some or
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all of the study objectives. In addition, in most of the interviews, | made use of additional
probing questions when | felt that | wanted the interviewees to further elaborate on their
initial response to certain questions. As Rice and Ezzy (1999) and Hancock (2002) note a
researcher should use probing to have their questions adequately answer without acquiring
certain answers by leading questions. A probe (or a follow up question) serves to clarify a
provided answer or request more details and supportive examples (Liamputtong and Ezzy
(2005).

All the twenty-seven interviews were conducted during the period from February 1% to May
31%'2014. All interviews were conducted in the Arabic language (the official language in
Egypt). Interviews lasted, on average, 50 minutes (with 40 minutes being the shortest
interview and one hour and 15 minutes the longest). The interviews with patients were
significantly longer in comparison with the interviews of other interviewee categories as they,
understandably, gave more details about their experience of living with the illness. All
interviews were conducted in the privacy of patient’s-homes.and at the workplace in the case

of the other five interviewee categories.

In terms of considering and reflecting on my role as a researcher in this study, it ought to be
noted that | am a medical doctor by training and an Egyptian citizen. Over the past 20 years |
have worked as both a clinician within the Egyptian health system and as part of a public
health research team, affiliated to a civil society organization, ‘conducting several large-scale
public health research projects. ‘I have-also played an‘active role in the Peoples Health
Movement, a global network of health activists, civil society organizations and academic
institutions which advocates that the social, environmental, and economic determinants of

health are comprehensively addressed.
Data management and analysis

At the start of each interview | introduced myself, the purpose of the study and the
anticipated process of the interview. Thereafter | obtained informed consent from the
interviewee before proceeding with the interview. The process of obtaining informed consent

is discussed later in this chapter.
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The recording, management, and analysis of data in this research study included the
following. As a part of the consent process, | requested permission for digital recording.
Twenty interviewees agreed to have their interview digitally recorded. | took detailed hand-
written notes in the remaining seven interviews. Note-taking was a preferred option over
digital recording by one parliamentarian, two government officials, two representatives of

pharmaceutical companies and two patients.

| developed a transcript ["! of each of the twenty-seven interviews in Arabic (the same
language of the interviews). | asked all the interviewees, at the end of the interviews, whether
they wished to read a summary of the interview. Nine interviewees asked for the summary,
namely, three officials, three academics, one physician and two from the pharmaceutical
industry. | shared the summaries with these nine interviewees by e-mail a week after each of
their interviews. Five of them responded to the e-mail acknowledging the receipt of the
interview summary and four acknowledged receipt through a follow-up phone call. No
changes were suggested from any of-the nine-interviewees.-One shared resource materials to
support his earlier responses (although all of these resources were not for public use and thus

not used in any way in this thesis).

The responses collected through all of the interviews were first organized under five headings
in alignment with the study objectives: (1) Reported descriptions of access to antiviral
treatment of HCV; (2) Reported barriers to antiviral'treatment of HCV that are related to
national health policy; (3) Barriers related to the organization and functionality of the
healthcare system (system and clinical factors); (4) Barriers related to demographic and
socio-economic factors; and (5) Barriers related to patient health services seeking behaviour.

I then identified similarities and differences in the responses from each category of study
participants to the study objectives and began to identify themes that emerged across the

objectives and categories of participants.

['1 Many interviewees, especially with the patients, had a tendency to provide details outside the scope of the
questions put to them - despite my efforts to keep the interview focused on the guide questions. During the
transcript process, | typed a summary of relevant responses supported by word-by-word quotes from the

interviewee when appropriate.
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Credibility and Trustworthiness

In qualitative research rigor aims to achieve the needed "trustworthiness" in terms of
credibility, transferability, dependability, and confirmability (Lincoln and Guba, 1985). This

was considered in the study in the following manner:

Confirmability was attempted through proper documentation for continuous checking of the
data. This included identifying and thoroughly describing negative cases that are different or
contraindicated with findings of previous studies; and conducting a data audit to check
possible types of bias in the techniques of data collection or data analysis (Shenton, 2004). As
outlined previously, | categorized the responses of all interviewees based on the interview
guides and study objectives. While applying the open coding, | accounted for all responses
including those that were unique. While reporting the findings, | documented the responses
linked to the study objectives and categories (and subcategories) of the study participants

using quotes from the responses.

After my initial analysis of the data I shared the transcripts and detailed list of the themes and
sub-themes/headings that | had identified with two researchers to verify the accuracy of the
subheadings (the codes). After their revision, I organized a discussion among the three of us

and reached an agreement on a final list for the list of codes/items under each heading.

Dependability was ensured through examining the barriers to HCV treatment in different
contexts and in taking into consideration the different influential factors by, for example,
interviewing male and female patients from different places of residence, different social
classes, etc. These strategies helped me to contextualize the results, increasing the
dependability, i.e. explaining and accounting for the factors that influence the study findings,

if repeated.

Transferability (external validity) refers to the extent of the possibility to generalize the study
findings. In general, the findings of any qualitative study are linked to and influenced by the
context and setting of the study. Checking the transferability was not the research’s primary
goal. Instead it is the responsibility of those who wish to check the generalization of the study
findings to other settings. The responsibility of the researcher was limited to a detailed
description to the study context and settings. However, in the current study, | attempted to

examine the study question in different settings through recruiting different categories of
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study participants and varied informants within each category. In addition, the analysis has
accounted for the variations of settings that might influence the study findings (Morse,
Barrett, Mayan, et al., 2002).

Ethical Considerations

Ethical clearance was first obtained from the University of Western Cape before the study
commenced on December 9™, 2013 (see Appendix 4). All potential interviews were provided
with detailed information about the study - in person - and also provided with an information
sheet (see Appendix 5A). The information sheet was translated and given to the interviewees
in Arabic (see Appendix54B). Those who showed a willingness to participate were asked to
sign a consent form (see Appendices 5A and 5B). The consent form was presented to study
participants in English or Arabic based on their preference. During the data collection, |

strictly considered/followed the following principles and procedures:

Informed consent: | provided all potential-study-participants with information about the

study; assured them that the information-obtained-from-them-will only be used for the
purpose of the study; and informed them about the time needed for the interview. All
participants were given the option to refuse the interview or end it at any time with no need to
declare reasons. They were also informed that they have the right not to answer any of the
questions during the interview. Permission to digitally record the interview was requested
before participants were asked to sign the consent. As indicated previously (Section 3.3) the
interviews with four of the patients were terminated at the very beginning of their interviews
as they either did not feel comfortable signing the consent form or, at an early stage of the

interview, got too emotional for it to be appropriate for us to continue the interview process.

In terms of process, after giving all prospective interviewees a verbal explanation and a
written information sheet - and responding to any questions they might have had, | asked the
prospective interviewees whether they would like to participate in the study before asking
them to consider signing the consent form. Those who could not read and write were asked if
they felt comfortable informing a literate member of their household or a friend about the
study and having them sign the consent form on their behalf. Three patients who were
illiterate asked a member from their household (a son in one case and daughters in the other

two cases), to read the consent form and sign on their behalf.
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Anonymity: As the researcher, | assured each interviewee that any personal data,
characteristics, or quotes that could potentially identify them would not be used in the report
S0 as to insure anonymity. Each interviewee has been given a number (and a corresponding
description) in this report — both of which were reviewed by a colleague to ensure that there

were no identifiers.

Confidentiality: All interviews were conducted with privacy in mind with only the

interviewer and the interviewee being were present in the interviews in 24 of the 27
interviews. Only three patients from rural settings preferred to have a family member attend
the interview (educated daughters or sons). All electronic files of digital recording of the
interviews, the corresponding transcripts, the list of interviewees with real names and the list
of interviews with numbers (unique identifiers) have been kept in a secure location in my
home and will be ultimately carefully erased and disposed of in five years once | and my
supervisor feel that the study has been finalized and reported on sufficiently.
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Chapter (4). Results

Size of HCV Problem in Egypt

There was a significant discrepancy among the interviewees regarding their perceptions and
descriptions of the size of the HCV problem in Egypt.

While commenting on the prevalence, 17 out of the 27 interviewees (1 politician, 3 officials,
3 academics/researchers, 3 health workers, 3 patients, 2 industry-related and 2 civil society
activists) expressed their confidence in the nationally adopted figure of the Egypt, EDHS
2009 (El-Zanaty and Way, 2009). Eight of the 17 (1 politician, 2 officials and 3 academics, 1
health worker, and 1 civil society activist) specifically emphasized the robustness of the

representativeness of the EDHS sample and the accuracy of the sampling procedures.

Ten interviewees (2 politicians, 1 health worker, 5 patients and 2 civil society activists)
questioned the accuracy of the nationally adopted figure for the prevalence of HCV in Egypt
indicating that this figure is an underestimation of the size of the problem. These
interviewees shared two reasons why they did not support the 2009 EDHS figures, which

included:

= The disagreement of these figures with their-personal observations (reported by 8
interviewees: 1 politician, the health worker, the 5-patients, 1 civil society activist). For
example, as one of these interviewees shared:

“In our village, each household has one or more person with this virus” (Interviewee
21, male patient from a rural setting); and

= Lack of trust of the results of national studies undertaken in the era of the Mubarak®!

regime (reported by 5 interviewees: the 2 politicians, the health worker, and the 2 civil

society activists). As one interviewee shared:

(81 Mubarak is the fourth president of Egypt. He came to power in 1981 till he stepped down as result of 18 days
of mass demonstration of the Egyptian revolution 2011. He and his two sons were later convicted of corruption

and given 3-year prison sentences each.
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“This survey was conducted in the era of Mubarak’s regime when results of national
studies used to be filtered or modified to give a false image of the problems we faced”

(Interviewee 2, politician).

Regardless of the interviewee’s agreement or disagreement with the nationally adopted figure
for the prevalence of HCV, the majority of interviewees (20 of the 27 interviewees across all
of the categories) indicated that this figure is outdated as the EDHS was conducted in 2008.
They suggested that given that this was approximately 7 years ago (2008), they anticipated
that the prevalence would be higher. Reported reasons for this view included:

= The high rate of uncontrolled, ongoing HCV transmission combined with the gradual
reduction of the case-fatality rate due to the non-curative liver function supportive
treatment (reported by 6 interviewees: 2 officials, 2 academics, and 2 civil society
activist); and
= The high rate of uncontrolled, ongoing-HCV-transmission combined with absence of a
comprehensive national response-to.combat the spread-of the infection - including poor
access to antiviral treatment (reported by 13 interviewees: 3 politicians, 1 academic, the 7
patients and 2 civil society activist). As described by one interviewee:
“Every day we hear that another neighbour learned that he/she has HCV and no
money to spend on the expensive treatment - the government does not care”

(Interviewee 19, female patient from an urban setting).

Three interviewees suggested that the prevalence of HCV is decreasing. The reasons they

give to back up this perception were:

= Anincrease in access to curative medicinel® (reported by 2 officials). And as one
noted:
“During the last decade, MOHP worked hard to ensure the safety of the blood
banks which resulted in combating the transmission — MOHP has also
subsidized the interferon which increased the access of the poor to a curative

treatment” (Interviewee 5, a health official); and

Bl The interviewees were referring here to the previous standard antiviral treatment regime (a 24-week course of

Pegalated Interferon and Ribavirin).
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= Anincrease in HCV-specific mortality (reported by 1 patient), who suggested this
was the case because:
“Of course, the number of people with HCV is decreasing: patients are poor -
we do not have money for the treatment and we do not have health insurance”

(Interviewee 21, male patient from a rural setting).

All of those interviewed could not provide an actual estimate for the HCV incidence nor

described a trend. The academics agreed that estimating the incidence through a national

study with a representative sample is extremely difficult and indicated the importance of

establishing an accurate surveillance system. One of the academics referred to a recent

systematic review of the epidemiology of HCV in Egypt (Mohamoud, et al, 2013) that

provided a range for the HCV incidence from 0.8 to 6.8 per 1,000 person-years. The

politicians and health workers agreed that the incidence is higher than 7/1,000 person-year

based on their own observations and experience.

Interviewees also discussed two other parameters related to the size of the HCV problem in

Egypt. These were:

The population affected - here there was general consensus amongst all interviewees that
HCV is more prevalent in rural-areas of Lower Egypt in-.comparison with other
geographical divisions and that this was most common among the poor. The majority of
those interviewed remarkedthat this distribution was as a result of the mass historical
exposure to unsafe injections during the schistosomiasis treatment campaign in the 1960s
through to the 1980s.

The “real size” of the affected population - 20 interviewees (the 3 politicians, 1 official, 2
academics, the 8 patients, the 2 industry-related and the 4 civil society activists) discussed
how HCV does not only affect the person infected but affects the whole family which
means that the real size of the problem is at least four times higher than the number of the
affected population — or an estimate based on the prevalence. As two of the interviewees
stated:

“If we agreed that the HCV prevalence is only 14.7% and the family of each patient
consists of only 4 persons, we can say that nearly 60% of the Egyptian population is

affected” (Interviewee 25, civil society activist).
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“It is not only me who is ill. I have 5 children - the eldest is 12 years - | cannot care
for them. My husband is a carpenter who earns our income day-by-day — he leaves his
work to come with me to the hospital every week and they do not treat me. We become
poorer with each new day” (Interviewee 20, female patient from a rural setting).

Interviewees used different terms to describe the HCV issue in Egypt: the majority of whom
referred to it as a ‘public health crisis’, others suggested it was a ‘national security-related

problem’ or a ‘disaster’.
Access to antiviral treatment for HCV

The majority of the study participants described access to antiviral treatment for HCV as
either ‘very poor’ (20 participants) or ‘poor’ (6 participants). Collectively there were two

main reasons put forward by interviewees to support this position:

Firstly, there was no observable and/or documented change in-the size of the HCV problem in
Egypt and one of the main reasons-is-the inaccessibility to-the antiviral curative treatment —
this was reported by politicians, officials, academics, physicians, patients, and civil society

activists.

Secondly, the sales of HCV antiviral treatments are disproportionate to the high disease
prevalence which means that the available antiviral treatment is underutilized — this was

noted by the manager of a pharmaceutical company:

“It is not only our company ... the market of HCV antiviral drugs is very slow despite
the fact that we have the highest prevalence of HCV in the world” (Interviewee 23,
pharmaceutical industry-related).

One official (Interviewee 6) described the access as ‘reasonable’ and claimed that “any
objective description should be linked to what is possible within our constrained resources”.
This interviewee also claimed that they had observed a gradual increase in the number of
patients who received state-subsidized HCV antiviral treatment.

The interviewees noted that their opinions about the extent of access patients had to antiviral

treatment for HCV were informed by the following:
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Personal observation was reported by 21 participants.

“We see patients who cannot access medicines every day and we cannot do

anything for them” (Interviewee 13, Hepatologist).

Complaints received from patients and their families were reported by 7 participants
(3 politicians, 2 officials and 2 civil society activists). One official indicated that
statistics of beneficiaries of state-subsidized treatment are the most reliable source
while other officials were hesitant about the accuracy of such records.

“We do not have an advanced surveillance system that gathers detailed
records of local health facilities into a unified national database - nobody, I
think, can provide an accurate number of HCV patients who benefited from
the subsidized medicines especially when the subsidy comes from different

mechanisms and schemes” (Interviewee 4, Official).

General official statistics were reported by 5 participants (2 academics and 3 civil
society activists). The two academics emphasized that official records are not usually

available and up-to-date.

“Unfortunately, we have better access to official records when we work as
consultants with international donors rather than regular Egyptian

academics” (Interviewee 8, Academic).

The civil society activists acknowledge the importance of official statistics even when

they are not timely and lack accuracy.

Research was mentioned as a source by 6 participants (3 academics and 3 civil society
activists). The participants indicated that research on access to treatment for HCV
patient is limited.

“Most of the available research work is from small-scale studies for master or

PhD degrees in community medicine” (Interviewee 7, academic).

Representatives of the pharmaceutical industry reported states’ records as their main

source of knowledge about the consumption of HCV antiviral treatment.
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“I cannot claim that this is an exceptionally accurate source because small
number of patients would have access to imported medicines through atypical
channels, yet it is a reliable source” (Interviewee 23, Pharmaceutical

Industry).

Table (1) in Appendix (2) shows the descriptions of access to HCV antiviral treatment
reported by different categories of study participants in addition to their reported source of

information and supportive argument.
Factors affecting access to HCV antiviral treatment

Factors related to national health policies

Using open coding, | located the health policy-related factors reported by interviewees under
five themes: orientation of national health policies, health planning, implementation of
national health plans, governance-for health-related-decision-making including budgets, and
health budgets. (See table 2 in Appendix 2).

Orientation of national health policies

Public versus private healthcare provision: As shown- intable (4) in appendix (2), more than

half of the interviewees (14 of 27) described a trend ofincreasing the role of the private
sector in healthcare provision and .commoaditization of healthcare services and medicine
simultaneously, with a significant decline in the quality of care provided by public health
facilities. There was a consensus on the negative impact of this trend on access to quality
healthcare and medicine including antiviral treatment. However, there were different
perspectives, supported by arguments, on how this trend was originated and its impact on the

long-term.

Three interviewees have spoken in favour of this trend. Two participants (an official and an
academic) argued that increasing the role of private sector in healthcare provision is a global
growing trend with which Egypt had to align itself even if it causes negative drawbacks on

the short-term.
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“We cannot afford not to be a part of the changing world and we all need to pay the

bill of the change to collect the fruits later” (Interviewee 6, official).

The academic explained that:

“The Egyptian market in healthcare just started to move to the right direction through
accommodating large-scale healthcare business - the growing market of healthcare

will reach maturity in a decade and will regulate itself” (Interviewee 8, Academic).
The same academic interviewee acknowledged that:

“Healthcare and medicine are commodities, one should pay for but there are
mechanisms to alleviate the burden of direct payment at the time of service”

(Interviewee 8, Academic).
A primary care physician argued that:

“We need to give a complete chance to the private sector to lead the healthcare
provision after suffering from inefficient and corrupted public sector for decades”

(Interview 11, physician).

Eleven participants (2 politicians, 5 patients, 1 industry-related and 3 civil society activists)
accused this trend for current deterioration of access to healthcare and medicine and raised
concerns about expected further. deterioration in the future. A politician and two civil society
activists argued that Egyptian public health system has a large number of well-distributed
facilities across the country which used to work. They added that the health public sector was

intentionally left to deteriorate to provide a wider space for the private sector to fill-in the

gap.

“This is a passive privatization process that intends to create demand for private

sector and cultivate anger from the public sector” (Interviewee 3, politician).

Five patients (2 with treatment and 3 without treatment) emphasized that private clinics and

hospitals became the first choice for patients, if they can afford the associated costs.

“I have been sick for a year and kept visiting healthcare unit of our village mostly

every month and the doctor gave me ‘analgesic’- my liver disease was only diagnosed
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when | went to a private doctor who requested lab investigations” (Interviewee 16,

female patient from a rural setting).

They all agreed that visiting a private clinic of a doctor can be a back door to access free

service/treatment from the public hospital he/she also works for.

A politician, an industry-related and a civil society activist argued that this ‘passive
privatization’ of health sector is a feature of the health sector reform imposed by the foreign
donations and it is a part of a general withdrawal of the state from service provision including
the basic services like health and education.

“This is what the international aid agencies asked our government to do — the
governments started to sell out the public companies and factories since mid-nineties
—now it is the turn of health and educational sectors” (Interviewee 25, civil society

activist).

Charity versus rights-based model: Nineteen participants described a domination of a ‘charity

model’ in dealing with the access to HCV antiviral treatment; however, they see it differently.
Five interviewees (one politician, one official, one health personnel, one patient and one from
the industry) appreciated this trend. They used three main-arguments: (1) the rights-based
approach in health is inspirational but not a practical goal; (2) the tendency for a charity
based-approach is a legitimate response to the limitation of state’s health budget; and (3) the
current policy succeeded to secure several ways through which patient can access free or
cheap HCV antiviral treatment including the paid-by-state treatment program supported by
the MOHP; (4) this trend encourages contributions from the rich to support HCV treatment

for the poor through the mosques or churches-owned facilities.

“We need to think practically — the rights-based approach is good to talk about as an
inspirational goal, but cannot be implemented in a low or middle-income country”

(Interviewee 6, official).

“What matters is making the treatment available rather than which approach we
follow — I think that the current trend secured HCV treatment to a larger number of

patients in comparison with the past. If we insisted on the absolute responsibility of
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the state — it made opportunity for other players to share responsibility” (Interviewee

2, politician).

“We could not have the medicine unless the mosque paid for it — we need all mosques
and churches to collect more money from the rich” (Interviewee 16, female rural

patient with treatment).

Fourteen interviewees (one politician, one official, 2 academics, 1 physician, 5 patients and 4
civil society activists) opposed the dominant charity approach using three arguments as
follows: (1) Escalation of this trend is a part of the agenda imposed by the international
monetary institutes, the International Monetary Fund (IMF) and World Bank (WB), of state
withdrawal from the service provision including health services; (2) Distributing the
resources available for treatment through charity models with poor governance structures

increases inequity in access.

“Instead of increasing the-government supportto-the-health insurance which has

clear guidelines and governance structure, the government allocated EGP 1.9 billion
to the paid-by-state treatment program in which the decision is purely administrative
and is not regulated at all — it opens large doors for corruption and hinders equity in

access to treatment” (Interviewee 3, politician).

“We cannot keep begging to receive our treatment — aren’t we citizens in this

country?” (Interviewee 21, rural male patient without treatment).

(3) The right to health is protected by the international treaties and the Egyptian constitution,

but not enforced.

“The current policies represent a violation to the constitution and international

human rights treaties signed by Egypt” (Interviewee 11, primary care physician).
Formulation of national health policies and plans

Sixteen interviewees reported lack or absence of health evidence-driven policies and plans as
a barrier to rational distribution of resources which hinders the access of the poor to health

services and medicines including the treatment HCV antiviral treatment.
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While acknowledging, the lack of connection between HCV treatment policies and evidence

concluded by academic research, an official from MOHP argued that

“Evidence from research is important but is not and should not be the solo drive for
policies .... Factors like national budgetary priorities and requirements of donors are

equally important” (Interviewee 5, official).

Seven interviewees (3 politicians, 3 academics and 1 industry representative) indicated that

this disconnection between research and policies decreased the demand for policy research.

“I spent 10 years working on health policy and systems research focusing on priority
health problem in Egypt and recommended tons of evidence-driven policies — | cannot
find a reason to continue — | am just adding to the crowd of library selves”

(Interviewee 9, Academic).

Eleven interviewees (2 politicians, 2 academics, 2 health.personnel, 2 patients and 3 civil
society activists) argued that there is a severe lack of policy and system research in general
and HCV-related.

“We do not have enough of policy and system research to drive policies and if we

have, the governments would not use it (Interviewee 26, civil society activist).

Three interviewees (a politician, an academic and a patient) argued that the lack of health
policy and system research is part of a general trend of non-appreciation of the value of

research or fear of it.

“The government allocates less than 2% of the national budget for research in

general which reflects its belief in its value” (Interviewee 9, academic).

“The research is scary for dictatorships because it will educate people on the denied

facts”. (Interview 1, politician).

“Health policies and systems research in the area of HCV treatment may provide
policy recommendations the government like to avoid, like the use of compulsory
licences to locally produce HCV antiviral “treatment “‘for example” (Interviewee 15,

male urban patient on treatment).
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Implementation of national health plans

All categories of study participants who were represented in almost three-quarters of the
interviewees (20/27) indicated that access to HCV antiviral treatment, commonly described
as a national health priority, is not translated into a nation-wide action with clear periodic
targets. The interviewees suggested reasons for the gap between planning and

implementation:

Five interviewees (1 politician, 2 academics and 2 civil society activist) explained that the
NCCVH 5-year Strategy (2008-2012) did not include targets for the antiviral treatment
coverage resulting in the lack of evaluation criteria for the implementation. Eighteen
interviewees (2 politicians, 2 officials, 2 academics, 2 health workers, 2 industry-related, 6
patients and 2 civil society activists) linked the gap to a general lack and inequitable

distribution of human and financial resources.

“The government is not serious-about treating patients with hepatitis C — the financial
resources allocated for the entire national program to combat viral hepatitis is
limited especially for the rural areas that are in most need’” (Interviewee 1,

politician).

Seven interviewees (1 politician, 1 official, 1 academic, 1 industry-related and 3 civil society
activists) blamed the quality of health 'system management at the local level and inequitable
distribution of specialist health workers.

Governance for health

The weakness of MOHP in processes of health-related decision making: Ten interviewees

(representing all categories of study participants except for patients) considered that the
MOHP is a weak party in the health-related decision-making processes. They mentioned the
following examples or supportive arguments. Six interviewees (1 politician, 1 official, 1
academic, 1 industry-related and 2 civil society activists) stated that passing a new health
insurance law with universal coverage could have enhanced the access to the HCV antiviral
treatment as part of the benefit package. They explained MOHP has drafted several versions
of the law and the Ministry of Finance (MOF) blocked all of them from passing to the

parliament while being discussed in the cabinet.
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“The MOHP drafted 13 drafts during the last 10 years — One by one was disagreed by
the cabinet which listens to the powerful MOF. The MOF argued that such a law
exerts a burden on the state budget” (Interviewee 6, official).

A civil society activist added that the MOF refused the draft of the law even after a
significant compromise was made, giving the authority of changing the benefit package to the

minister of health and the authority of changing the premium to the chief minister.

“This compromise practically meant that the government, without returning back to
the parliament, can increase the premium and reduce the benefit package. Even

though, the MOF refused the law” (Interviewee 24, female civil society activist).

Three interviewees (1 politician and 2 civil society activists mentioned that MOHP has been
systematically excluded from being a party in any health-related trade negotiations. They
gave an example of discussions related to intellectual property right in the trade negotiations
which affects the possibilities of accessing new medicines-including those for HCV with

cheaper price of local manufacturing.

“In all trade-related negotiation, Egypt was represented by either the powerful MOF
or Ministry of Foreign Affairs (MOFA) —the later was only used when diplomacy is
needed. The MOHP has never been even consulted while the negotiations are related
to or affecting the access to medicine and medical products”. Interviewee 1,

politician).

One civil society activist mentioned that MOHP, represented Egypt and adopted the Abuja
Millennium Declaration (2001) which set 15% of annual national budget of African Union

countries to improve health sector.

“Since 2001, more than 10 health ministers could not even bring this issue “the 15%"”

on the agenda of the cabinet” (Interviewee 27, Male civil society activist)

The weakness of the state in the international aid negotiations: Ten interviewees (1 politician,

2 officials, 2 academics, 1 primary care physician, 1 industry-related and 3 civil society
activists) pointed out the negative impact of international assistance (foreign donations) using

supportive arguments. Nine interviewees (1 academic, 2 official, 2 academics, 1 industry-
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related and 3 civil society activists) explained that the international partners fund what fits

their mandate regardless our national priorities.

“The donors preferred to fund governmental and civil soCiety projects that address
HIV/AIDS with prevalence less than 1% rather than HCV with prevalence of 15% - |
know that we must prevent the HIV/AIDS from further spread, but meanwhile, we
need to allocate available funds in accordance with our priorities even if these funds

are obtained from international agencies” (Interviewee 8, female academic).

Five interviews (1 official, 1 academic, 1 industry-related and 2 civil society activists) argued
that the international aid to healthcare in Egypt represented a small percentage of health
expenditure; however, the donors used this to shape the direction of health sector reform
focusing on state withdrawal from healthcare provision and promoting vertical curative
programs. They explained that the national program to combat viral hepatitis was hence

designed as a vertical program.

“We used to have a primary healthcare system that worked with a good geographical
distribution of facilities. We could have used the budgets (from both domestic and
external sources) to enhance the capacity of our system to combat viral hepatitis
including proper investment to secure the antiviral treatment instead of building a

parallel structure” (Interviewee 4, Official).

Three interviewees (1 politician and 2 civil society activists) stated that receiving foreign
donations by health sector limited the choices of increasing access to HCV antiviral.

“How can we receive donation, if a negligible portion of our healthcare spending,
from the international donors like USAID and WB. Then we use the compulsory
licence to locally produce cheap antiviral medicines? These donors protect the
intellectual property rights before the right to health and promote healthcare as a

commodity” (Interviewee 26, female civil society activist).

National Health Budget and budget allocated for combating viral hepatitis

All interviewees elaborated on budgets-related barriers and highlighted two main issues: (1)
budgets available for combating HCV generally and enhancing access to antiviral treatment;

and (2) the use of available budgets. Three interviewees (1 politician, 1 official and 1
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hepatologist) acknowledged the lack of budgets available for combating viral hepatitis in
Egypt, especially HCV. However, they clarified that this is due to the lack of budget available
for healthcare generally, which the government cannot increase without a significant increase

in gross domestic product (GDP).

“It is not only the budget for HCV antiviral medicines or HCV prevention and
treatment that is limited. It is not even the dramatically low national health budget.
The whole budgets for social security and basic services including health are very
low, but the government cannot increase them unless we have more national

resources and a significant increase in GDP” (Interviewee 2, male politician).

They described the use of the limited available resources as reasonable. The official argued
that:

“The priority, while allocating the limited financial resources, should be given to
support for enforcing the-regulations, whichis-the core function of MOHP, rather
than providing services and subsidizing medicines, which is the function of the society

in large” (Interviewee 6, female official).

The politician indicated that channelling the majority-of funds.allocated for HCV treatment

through the paid-by-state treatment program was a positive decision.

“It kept most of the available limited funds for the treatment of the poor. If it was
channelled through the health insurance for example, it could have been spent on

other items as a part of a large pool” (Interviewee 2, male politician).

The remaining twenty-four interviewees used supportive arguments while criticizing the
limitation of budget availability and its distribution and use. While considering the limited
national financial resources, these interviewees viewed that the total governmental health
budget is very low in comparison to allocations for other items; and the allocations for
combating HCV and accessibility to its antiviral treatment is disproportionate to the public

health crisis in Egypt.
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“We know that we have limited national resources, but we cannot prioritize spending
on infra-structure for new coastal resorts for the rich over the health and lives of the

poor” (Interviewee 15, urban male patient).

Sixteen interviewees (2 politician, 1 official, 2 academics, 2 physicians, 5 patients, 1
industry-related and 3 civil society activists) argued that channelling a large portion of the
money available through the paid-by-state treatment program that lacks clear publicly-
announced criteria, made the access to the HCV antiviral treatment subject to an

administrative decision.

“It is only those who have connections who could get the treatment from the paid-by-
state treatment program — because | did not have connections, | was left out to die
slowly — Who cares? We are a lot of people in the country” (Interviewee 20, rural

female patient).

Six interviewees (1 politician, 1.official, 1 primary care physician, 1 patient and 2 civil
society activists) criticized the use of a portion of the limited resources to establish and equip
specialized centres for viral hepatitis. They argued that these funds should have been used to
strengthen the entire system (especially the primary healthcare facilities) to combat the

disease and to further subsidize the antiviral medicine.

“Yes, we have limited resources, but we intentionally lost a good portion of them in
making new buildings for the specialized centres. We weaken our primary care system
when disqualifying it from the national response to the HCV question” (Interviewee

4, male official).

Factors related to organization and functionality of healthcare system (system and

clinical factors)

Using open coding, | categorized the reported system and clinical factors under five themes:
Disease surveillance and information system, availability and accessibility, affordability, and

preventive and promotive services. See Table (3) in Appendix (2).
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Disease surveillance and information system

Fifteen interviewees (representing all categories of study participants except for patients)
reported the weakness of the routine health information system in general and the HCV
surveillance system in particular. The interviewees perceived the surveillance and
information system as a barrier to HCV antiviral treatment because it is supposed to provide
continuously updated data on HCV diagnosed patients, including the need for treatment and

eligibility, thus informing better planning and budget allocation.

While acknowledging the weakness, 2 interviewees (1 official and 1 academic) defended the
current surveillance system emphasizing the design that allows case reporting from all public
healthcare facilities across the country, including the rural primary healthcare units, into a
central national database. They highlighted the need for time to see the outcomes in terms of
accurate registry and case reporting in addition to intensive and ongoing training for the

included personnel.

“It is too early to judge a system that practically started few years ago. We need to
train our personnel especially in rural areas. The training manuals are ready. We just
need time to implement them to have the system function properly” (Interviewee 6,

official).

Thirteen interviewees were less optimistic. Five interviewees (1 politician, 2 academics, 1
industry-related and 2 civil society activists) believed that the successive governments
avoided proper implementation of a surveillance system in fear of exposing the gap between

plans and needs.

“The ministry of health has the capacity to implement a surveillance system that
works but none of the successive governments were keen to push it forward. It will
simply expose the huge gap between what the reality is and what they say and
between the need and plans. In other words, it will create a demand for a proper

action for which there is no political will” (Interviewee 25, civil society activist).

Eight interviewees (2 officials, 4 health personnel, 1 industry-related and 2 civil society
activists) argued that the health system in Egypt does not have the culture for evidence-driven
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decision making. They indicated that the system is good but not enforced because of the lack

of demand.

“The system is excellent, but physicians are reluctant to use it as they know that it will
be a waste of time. The data will not be used to inform decisions” (Interviewee 4,

male official).
Availability and accessibility of viral hepatitis-related services

Twenty-two interviewees (representing all categories of study participants especially
patients) indicated that the distribution of viral hepatitis specialized centres is one of the main
barriers to timely diagnostic and curative services including the access to the subsidized HCV
antiviral treatment. Four interviewees (1 politician, 1 official, 1 academic and 1 hepatologist)
defended the centralization of public governmental diagnostic and curative services of viral
hepatitis in 26 centres using three arguments. Firstly, the number of specialized centres and
the geographical distribution of these-has tmproved and-the government/ MOHP cannot afford
a larger number of such specialized services. Secondly, the diagnosis and proper treatments
of viral hepatitis is sophisticated and needs equipped specialized medical centres and well-
trained specialists/hepatologists, hence such centralization is/needed. Thirdly, these
specialized centres work as secondary care and accept referrals from all primary healthcare

level facilities.

Nineteen interviewees criticized this centralization model for public viral hepatitis diagnostic
and treatment services. Eighteen interviewees (2 politicians, 1 official, 1 academic, 2 primary
healthcare physicians, 1 hepatologist, 7 patients and 4 civil society activists) indicated that

there are millions of Egyptians suffering from viral hepatitis; accordingly, the diagnostic and

curative services should be available in each urban and rural primary healthcare facility.

“We are talking about one/fifth of the Egyptian adult population living with hepatitis
B and/or C, there is no way to have them diagnosed and treated” (Interviewee 10,

female primary care physician).

Nine interviewees (1 politician, 1 academic, 1 primary care physician, 1 hepatologist, 1
patient, 1 industry-related and 3 civil society activists) stated that the waiting time is long
which results in delay in the diagnosis and treatment.
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“The delayed diagnosis in many occasions hinders patient opportunities for the cure

as it gives time for the progression of cirrhosis” (Interviewee 12, hepatologist).

“Such centralization of public service and the long waiting time produce inequities in
access. The rich will simply go to private facilities and buy non-subsidized antiviral
while the poor will wait until they reach their turn in treatment or death”

(Interviewee 15, urban patient with treatment).
Affordability

Twenty-five interviewees (representing all categories of study participants) considered the
limited coverage of health insurance (or any form of solidarity schemes) an important barrier
to the HCV antiviral treatment. They all agreed that the limitation of insurance coverage
increases the out-of-pocket payment which makes the financial affordability a decisive factor

in accessing the antiviral treatment.

While sharing the same criticism about the healthcare financing, three interviewees (1
politician, 1 official and 1 academic) emphasized the serious attempts of MOHP to move
towards universal coverage of the health insurance which was not possible till now due to the
expected financial burden on the state budget.

“The new law has been ready for over.than five years, but the national budget cannot
afford subsidising it and the government did not also'want to increase the premium

over a certain limit” (Interviewee 6, female official).

They also emphasized that the successive governments presented partial solutions like the
paid-by-state treatment program which enabled a large number of HCV patients to access

antiviral treatment.

Nine interviewees (2 politicians, 1 official, 1 academic, 1 patient, 1 industry-related and 3
civil society activists) considered the delay in applying universal health insurance coverage

consistent with the withdrawal of the state from service provision.

“The state can apply a new health insurance law tomorrow, but it will be designed to
cover a limited package by a reasonable premium, without any subsidy from the state.

In this case, the expensive HCV antiviral medicines will not be covered which might
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lead to unrest providing that 15% of our population are living with HCV.
Accordingly, the government prefers the delay and the ‘palliative’ solutions like the

paid-by-state treatment program” (Interviewee 15, urban male patient).
Preventive and promotive services

Sixteen interviewees (representing all categories of study participants) considered that lack of
proper health education, as a key preventive and promotive measure, is a major barrier to
access HCV antiviral treatment. Most of the participants used broad definitions for health
education to incorporate patient, community, and societal levels (including integrating health

education on HCV in school educational curricula).

Five interviewees (1 politician, 1 official, 2 health personnel and 1 patient) stated that lack of

health education delays the diagnosis, and hence eligibility for treatment.

“We may have the treatment available but the patient cannot access it because his/her
case is not eligible due to-massive cirrhosis; for example” (Interviewee 13, female

hepatologist).

Ten interviewees (1 politician, 2 academics, 3 patients, 4 civil society activists) indicated that
most of patients do not know what are their rights and where they can get the treatment.

“They told me that | have hepatitis C and there is a treatment but very expensive and
as a farmer, | have no health insurance. Nobody told me that | can get it from the
paid-by-state treatment program. Now | know and | applied 6 months ago and am

waiting for my turn” (Interviewee 20, rural female patient).

Demographic and socio-economic factors

Using open coding, | categorized the reported factors in respect of demographic and
socioeconomic factors under five themes: financial ability, place of residence, employment

status and gender. See Table (4) in Appendix (2).
Financial ability

All the interviewees emphasized that the financial ability remains one of the major factors

shaping access to HCV antiviral treatment. Twenty interviewees (2 politicians, 3 officials, 3
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academics, 4 health personnel, 3 patients, 2 industry-related, 3 civil society activists)
indicated that the financial ability depends on the household income and the number of
dependents, while seven interviewees (1 politician, 5 patients and 1 civil society activist)
described the financial ability using the terms ‘the poor’ and ‘the rich’.

While acknowledging the financial inability as a major barrier to HCV antiviral treatment,
two interviewees (1 politician and 1 official) argued that this is a common predictor for
access to healthcare services and medicines in general. They added that the subsidized
antiviral treatment, the paid-by-state treatment program, and charity funds mobilized by the
faith-based organizations affiliated to mosques and churches succeeded to make financial

status less of a predicting factor for the access to HCV antiviral treatment.

“This is not a unique phenomenon in Egypt. Poverty is a global predictor 10 access

healthcare services including medicines” (Interviewee 6, female official).

The remaining twenty-five interviewees considered that financial ability predicts access to
antiviral treatment (and healthcare in-general) is unacceptable. Six interviewees (1 official, 1
academic, 1 physician, 2 civil society activists) argued that HCV is more prevalent among the
poor which means that the majority of the patients will not access the treatment if financial
ability continue to predict it. Nine interviewees (1 academic, 4 patients, 1 industry-related and
3 civil society activists) argued that proper budget for health and better use of available
budgets would delink the access to medicine from the financial requirements. They blamed
the paid-by-state treatment program for widening the equity gap in access emphasising the
nature of its governance which favours patients who have connections (who are usually from

the middle class), rather than those who do not have such influence and are most in need.
Place of residence

Twenty-five interviewees considered that living in rural settings compromise the access to the
HCV antiviral treatment. While acknowledging poorer access of rural residents, four
interviewees (2 officials, 1 academic and 1 industry-related) emphasised a trend of giving
priority to rural residents as part of the wider policy focusing on rural development. Nineteen
interviewees (2 politicians, 1 official, 3 physicians, 8 patients and 4 industry-related)
emphasised that the gap in access between urban and rural settings is merely a creation of the

way the health system is organized and health services are distributed. They argued that while
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HCV is more concentrated in rural areas, related diagnostic and treatment services besides

human and financial resources remain concentrated in specialized urban centres.
Employment status

Nineteen interviewees suggested that employment status predicts the access to HCV antiviral
treatment. There was an agreement among these participants that agriculture workers who
have no or limited land ownership in rural settings and informal employees in urban settings
have less access to the HCV antiviral treatment. Two interviewees (1 official and 1 academic)

argued that this is changing due to the scaling up of the paid-by-state treatment program.

“These categories of population do not have access to any health insurance plan and
cannot afford the cost of the antiviral medicines. Now, they are given priority in the

paid-by-state treatment program” (Interviewee 6, female official).

Fifteen interviewees (1 official, 1 academic, 3-health-physicians, 6 patients, 1 industry-related
and 3 civil society activists) emphasized;that;these population groups do not have access to

any health insurance or subsidized/free treatment.

“Those people are marginalized. They neither are enrolled in any insurance or
solidarity schemes nor have access to the paid-by-state treatment program because

they have no connections” (Interviewee. 26, female civil society activist).

Seven interviewees (3 politician, 2 primary care physicians and 2 civil society activists)
added that the limitation in access is not only to the antiviral treatment but rather to HCV-
related preventive, curative and rehabilitative services. One physician argued that this makes

them more susceptible to acquire HCV in the first place.
Gender

Fifteen interviewees (including all the 12 female study participants) suggested that women
have less access to HCV antiviral treatment. Twelve interviewees (2 politicians, 1 official, 3
academics, 3 patients and 3 civil society activists referred to this as a general gender-based
discriminatory culture in the society including discrimination in access to all healthcare

services. Four interviewees (three females and 1 male - 2 physicians and 2 civil society
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activists) stated that most of Egyptian families especially in rural areas give priority to men to

access healthcare services and treatment.

Patient health services seeking behaviour

Interviewees reported three factors that influence individual or family health service seeking

behaviour: age, health literacy and gender. See table (5) in appendix (2).
Age

Twenty-five participants suggested that age influences individual and family behaviour in
seeking health services including HCV antiviral treatment. Thirteen interviewees (1
politician, 2 officials, 2 academics, 3 physicians, 3 patients and 2 civil society activists)
argued that, within families — especially the poor, the elderly’s complains are frequently

ignored and dealt with as just age-related symptoms.

“Such behaviour delays the diagnosis-or-widens theintervals of follow up and
sometimes the case is complicated to the extent that antiviral medicines might not be

useful” (Interviewee 13, female hepatologist).

Twenty interviewees (1 politician; 1 -official, 2-academics, 4 physicians, 7 patients, 2
industry-related and 3 civil society;activists) argued that elderly patients either complain less

or give themselves less priority in seeking healthcare.
Health Literacy

Seventeen interviewees (2 politicians, 1 official, 2 academics, 4 health workers, 4 patients, 1
industry representative and 3 civil society activists) blamed lack of health literacy in delaying

the diagnosis of treatment of HCV especially among rural inhabitants.
Gender

Twelve interviewees suggested that gender predicts family and individual health services or
treatment seeking behaviours. Ten interviewees including 7 women (1 politician, 1 official, 1
academic, 2 physicians, 3 patients, 1 industry-related and 1 civil society activist) reported that
women seek health services less than men and voluntarily give priority to other family

members especially children.
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Five interviewees (1 politician, 1 academic, 1 physician, and 2 civil society activists) reported
that families, especially in rural areas in Upper Egypt discriminate against women in

accessing healthcare services, including treatment.

In the following chapters (Discussion and recommendations), | will summarize the key
findings; discuss their agreement or disagreement with findings of previous studies or
statistics; and discuss their implications and the possibility of using them to inform actions to
combat the HCV problem in Egypt in general and enhance the accessibility to antiviral

treatment in particular.
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Chapter (5). Discussion

This study set out to examine whether the barriers to access antiviral treatment for chronic
HCV in Egypt are not only limited to financial affordability, but are rather associated with a
broader range of social determinants of health. The analysis of the interviews with the
twenty-seven study participants, who represented a range of stakeholder groups, supports this
assumption. Besides their agreement that financial affordability - often determined by
household income and the number of dependents - remains a major barrier to HCV antiviral
treatment in Egypt, the interviewees mentioned a wide range of additional barriers that
contribute to the inaccessibility of HCV treatment. These additional barriers include gaps
related to: the country’s health information system; health and healthcare policies; health
governance system and structure (at both national and local levels); the structure and
organization of the healthcare system in Egypt; and socio-economic and cultural

characteristics of patients including their healthcare-seeking behaviour.
Size of HCV Problem inEgypt

The analysis of the data collected from the interviews shows significant discrepancy amongst
the interviewees in their understandingand description of the prevalence, incidence, and
trend of HCV in Egypt. This mirrors the findings ofa relatively recent systematic literature
review which described high variations in. HCV incidence which ranged from 0.8-6.8/1,000
person-year. The review also described a wide range of HCV prevalence estimates in the

general population (0 — 40%) and in certain population groups (Mohamoud, et al., 2013).

There was general consensus across all categories of the interviewees that there is an uneven
distribution of the burden of disease with respect to HCV: with higher prevalence amongst
the rural inhabitants, the poor and the aged (60 years old and above) groups of the population.
Mirroring the participant’s understanding, it ought to be noted that the 2008 EDHS showed
high variations in HCV prevalence based on demographic and socio-economic
characteristics. Indeed, the survey reported the HCV prevalence at 18.0% and10.3% amongst
rural and urban inhabitants, respectively; 18.6% and 10.2% amongst the population in the
lowest and highest wealth quintile, respectively; 24.0% and 10.5% amongst those who were

illiterate and those who completed high school or higher, respectively (EI-Zanaty and Way,
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2009). More recently, the 2015 EHIS concluded that whilst there had been a significant
decline in the prevalence of HCV between 2008 and 2015 in the general population,
disparities based on socio-economic and demographic determinants persist with an HCV
prevalence of 15.2% and 8.0% among rural and urban inhabitants respectively; an HCV
prevalence of 15.8% and 6.6 % among the population of lowest and highest wealth quintile
respectively; and an HCV prevalence of 21.7% and 6.7% among those who were illiterate
and those who completed high school or higher, respectively (MOHP - Egypt, El-Zanaty and
Associates, and ICF International, 2015)%. In addition, in their systematic review on HCV
incidence and prevalence in Egypt concluded that there is higher HCV prevalence — although
again with significant variations of estimates - in patients with certain comorbidities such as
amongst patients who have experienced multiple blood transfusion and amongst those on
renal dialysis. (Mohamoud, Mumtaz, Riome, et al., 2013)

The results of this study also indicate a variation amongst representatives of different
stakeholder groups in trusting the.official statistics-on the country’s HCV incidence and
prevalence. Among the interviewees,.the politicians, patients, and civil society activists
tended to be more critical of the official records than academics, health workers and industry-

related personnel.

Findings from previous studies on HCV have highlighted a similar lack of trust in the official
health records. For example, in their systematic review, Breban, et al. (2014) concluded that
official estimates of HCV incidence that the MOHP uses had been calculated based on an
invalid assumption. The authors of this review in fact estimated the HCV incidence was
slightly less than 150,000 news cases per year in 2014 in comparison with the 100,000 cases
per annum that was adopted as the official figure by the MOHP at this time.

The 2015 EHIS (as an official publication of the MOHP) indicated that there had been a
significant decline in HCV prevalence between 2008 and 2015 in the general population
(MOHP - Egypt, El-Zanaty and Associates, and ICF International, 2015). In comparison, the
systematic review by Mohamoud, et al. (2013) concluded that there was no evidence of a

1291 1t ought to be noted that during the course of this study the previous EDHS i.e. the 2008 EDHS was used as a
reference point by both the researcher and interviewees. The 2008 one was used given that the most current one

(EHIS 2015) had not yet been published at the time of data collection.
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decline of statistical significance in the HCV prevalence in both the general population and

at-high-risk population groups over this period.

Access to HCV antiviral treatment

Most of the interviewees described the access to HV antiviral medicines as ‘very poor’ or
‘poor’. The interviewees reported that their assessment of the access to treatment is based on
personal observations, research (although limited), sales statistics of HCV antiviral treatments

and patients’ complaints.

In the 2015 EHIS 38% of HCV patients between 15-59 years self-reported receiving some
HCV antiviral treatment (29.7% in women and 41.7 % in men). However, the majority of
them reported receiving the old treatment regime (interferon) with a 51% cure rate whilst
only 4.8% reported receiving the new DAA medicines (Sofosbuvir or Simeprevir) with a 79-
96% cure rate (MOHP, El-Zanaty and Associates,-and ICF International, 2015; Jacobson,
2013; Moreno, et al., 2013).

The limited access to antiviral treatment, especially among the high-risk groups, contributes
to the ongoing transmission of HCV. Evidence highlighted by a recently published article in
the Lancet on HCV in Egypt showed that the full coverage of HCV antiviral treatment -
especially to patients receiving injections or invasive medical procedures on a regular basis
(the main source of HCV spread due to the lack of measures,to prevent the nosocomial

transmission), will significantly reduce the self-sustained transmission rate (Francesco, 2014).

Barriers to antiviral treatment

Barriers to HCV antiviral treatment, reported by the interviewees, can be categorized in
relation to health policies (including the health budget), the organization and functionality of
the healthcare system, and socio-economic and demographic factors - including health

seeking behaviour on the part of the patient.

Barriers related to health policies

Orientation of national health policies: The study findings emphasized two features related

to the orientation of national health policy in Egypt, namely: ‘passive privatization’ and the
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gradual withdrawal of the State from its role of duty bearer of healthcare provision. Along
with this comes a decline in a rights-based approach to healthcare. A technical discussion
paper published by WHO in 2006 indicated that one of the causes of “passive privatization’,
is the reduction of government spending on health as a percentage of the total social health
expenditure. This often results in a lack of medicines and motivated health workers within the
public health facilities and thus increases the demand for and the utilization of the private
sector — the services of which only some citizens can afford to access. This represents one of
the healthcare consequences of the move to market economy accompanied by gradual decline
in the role of the state in service provision as a part of the social and economic development
(WHO/EMRO, 2006). This process was reflected in massive increase in the out-of-pocket
expenditure on health from 47.9% of the total expenditure on health in 1995 to 55.7% in 2014
(WHO, 2016). Importantly, Rashad (2011) concluded that 7.4% of households in Egypt fall

under the poverty line*!! because of having to make out-of-pocket health payments.

Formulation, implementation, and-enforcement of national health policies: The findings
from this study illustrate that there is-often.a lack of evidence-based health policy and
planning in response to the HCV burden of disease in Egypt. Interviewees reported that the
decision to negotiate a reduced price for DAA with the producing multinational company
rather than the use of compulsory: licensing for DDA local production, as one of the
flexibilities contained in TRIPs agreement; has been made to comply with extra-territorial
pressure rather than being as evidence-driven decision.

The interviews with representatives of key stakeholder groups, particularly politicians and
civil society activists also highlighted the weak enforcement of HCV-related policies
especially in respect to the equitable geographical distribution of financial and human
resources which have resulted in lack of effective action to prevent and treat HCV amongst

those most in need, e.g. the rural population including their access to antiviral medicines.

These views appear similar to the sentiments expressed by the country WHO representative
in Egypt. In an interview with an independent Middle Eastern electronic newspaper ‘al-
monitor’ he said “What you see in Egypt is typical of a health system that has been neglected

by the government and this is not since yesterday or since the revolution. This has been

(11 The cited reference adopted the poverty line of USD 1.25/day as defined by the World Bank 2011.
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happening for the last 20 or 30 years.” (Rios, 2014). In addition, the WHO official document
that describes the ‘Country Cooperation Strategy’ between WHO and Egypt (2010-2014)
explicitly stated that health policies and strategies are not usually supported by evidence or
regulations (WHO/EMRO, 2010).

This disconnect between the national policies and robust base of evidence drawn from
research/data is attributable to several factors among them are: (1) the lack of (or lack of trust
in) local data due to significant weakness of the routine health information system which
prevents serious attempts of informed needs assessment at local/community level which
would facilitate more decentralized priority settings; (2) the absence of protocols for data
sharing, usage and dissemination in both public and private healthcare sectors leads to the
fragmentation and reparation of research work (EI-Mahdawy, 2015); and (3) the reduction of
governmental spending on healthcare contributed to widening the gap between policies and
their implementation. It led to lower incentives for healthcare workers and managers who let
top the private sector or stayed unmotivated (WHO,-2016).-The lack of coherent, evidence-
driven policies and the gap between policies and practice, result in uninformed plans for
HCV treatment needs and impacted on the availability, accessibility and utilization of HCV
diagnostic and treatment services including the antiviral medicine (Rios, 2014; EI-Mahdawy,
2015 and WHO, 2016).

Governance for health: The interviews highlighted two governance related issues that appear
to be impacting on the access the HCV patients-have to antiviral drugs, namely; weakness of
MOHP in health-related decision making and the negative impact of international assistance
(foreign donations). A common perception amongst interviewees was that MOHP does not
have the power to negotiate higher budgets for health, which has a negative effect on the
required budget allocation for free or affordable HCV antiviral treatment for patients in
Egypt. In addition, the MOHP does not take part in the negotiation of multi- or bi-lateral
trade-related agreements, even when the negotiations have direct impact on access to

healthcare and medicines.

External financial resources (mainly international assistance funds) have never exceeded
2.72% of the total health expenditure during the period from 1995 to 2014 (WHO, 2016).

This small contribution provides donors with enough power to impose their own interests on
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the health system reform. Referring to the European Commission*?), civil society activists
claim that this power has not been used to pressurize the government to coordinate a genuine
consultative process around the highly controversial new draft health insurance law which
may create a solidarity pool in terms of finance but will facilitate further spread of
privatization of healthcare facilities (Oxfam, 2011). This new law could have the potential to
enhance access to HCV antiviral treatment if it provides proper economic protection for the
access to healthcare and medicine, and adopts progressive financing mechanisms for
healthcare.

Budget: The interviews revealed general agreement amongst interviewees on the limitations
of the health budget generally and the allocations for combating HCV including the
enhancement of access to antiviral medicine. The majority of interviewees also criticized
channelling a big portion of the fund through paid-by-state treatment program rather than a

better regulated channel with clear governance structure and decision procedures.

From 1995 till 2014, the general government health expenditure did not exceed 8.07% of the
total government expenditure. It was 5.59% in 2014 (WHO, 2016). The government currently
allocates 20% of the total governmental spending on health to HCV (Aly, 2015). This 20%
represents a considerably high percentage of the annual governmental health budget
especially in a country with a dual high burden of infectious and non-communicable diseases
like Egypt. However, the amount of funds allocated for HCV ($80,000,000) is too small to
treat more than 3,500.000 persons from 0-59 years reported with active chronic HCV (MOHP
- Egypt, El-Zanaty and Associates, and ICF International, 2015). The figure of 3.5 million
does not include people with active chronic HCV and over 59 years who might increase this

figure profoundly especially with a clear association between HCV and older age.

Barrier related to the organization and functionality of health healthcare system

Disease surveillance and information system: The results of this study highlight a general

weakness in the national health information system and the HCV disease surveillance system

[21 The European Commission is the EU's executive arm. It takes decisions on the Union's
political and strategic direction. This includes financial aid to countries, institutions and

individuals.
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in particular. As emphasized by the interviewees, a robust surveillance system is essential to
enhance the responsiveness of the health system to HCV and the evaluation of the adopted
strategies and interventions. Some interviewees suggested that the weakness of the country’s
surveillance system is a political choice — in other words, the weakness of the system is being
used as a means of preventing the public from understanding the true extent of the HCV
problem and that the main source of HCV transmission is the country’s inadequate medical
and health facilities. Other interviewees however defended the current surveillance system

emphasizing that it is well-designed and requires time to provide the needed information.

The Egyptian National Control Strategy for Viral Hepatitis (2008-2012) planned a
surveillance system that would collect data from 256 district surveillance units throughout the
country. Interestingly, some limitations in the system’s anticipated accuracy were already
noted in the strategy, namely, a lack of sufficient time for health workers to do their
reporting; a lack of capacity for HCV diagnosis at the local facilities which would result in
under-reporting, and the limits on.the coverage of the surveillance system given data is only
collected from governmental facilities (Dalglish, 2008). The national HCV strategy adopts
the use of multiple rather than a unified HCV surveillance system and thus draws on a
national HCV prevalence survey, the surveillance of sentinel groups (pregnant women, blood
donors, and military recruits), and-a system for monitoring the viral hepatitis related mortality
(Dalglish, 2008). The rationale behind such a strategy; i.e. the use of multiple rather than a
unified surveillance system is not motivated for in the strategy — and the estimated savings or

cost of such a system is also not accounted for.

In 2012, MOHP presented the Plan of Action for the Prevention, Care and Treatment of Viral
Hepatitis, Egypt (2014-2018). The current plan in fact highlighted the fragmentation and
limited coverage of the surveillance system, and the inconsistency of reporting viral hepatitis
cases within the country. The plan suggested that the lack of funds was one of the main
reasons for such programmatic weakness and indicated that the enhanced capacity of
diagnosis and reporting of HCV should be priority areas. This was consistent with the earlier
2008 strategy (MOHP, 2012).

Availability and accessibility of diagnostic and treatment centers: Interviewees reported a
significant centralization of HCV diagnostic and curative services. HCV antiviral treatment is

provided through twenty-six centres - all urban-based. The enrollment of patients in the
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governmental treatment plan starts with a web-page registration system (Doss, 2015). The
geographical distribution of the treatment centres and the electronic procedures of enrollment
add additional barriers to accessing antiviral treatment given that a higher prevalence of HCV
is amongst rural, aged and illiterate groups of the population.

Affordability: Some interviewees (mainly the health officials) reported efforts to reduce the
financial barriers to HCV-related medical care, e.g. the paid-by-state treatment program.
However, there was some consensus amongst the interviewees that the patients’ financial
affordability of the services continues to predict the access to HCV antiviral treatment. The
association between financial affordability and access to essential treatment reflects a gap in
the country’s national health system and the national social security system as a whole. The
significantly low governmental spending as a percentage of total healthcare spending (i.e.
2.06%) increased the out-of-pocket spending to 47.9% of the total health expenditure (WHO,
2016). Such high out-of-pocket spending increases the financial barriers to healthcare in
general and particularly to relatively expensive medicines like the HCV antiviral medicines —
and most notably among the uninsured population since the majority of them living in rural
settings, where HCV is more prevalent.

Preventive measures: Some of the interviewees suggested that lack of proper health
education about HCV contributes to delay the diagnosis of HCV which in turns, hinders the
treatment success by advancing complications such as liver cirrhosis. In agreement with these
reflections, the 2015 EHIS described the considerable variation in HCV knowledge linked to
place of residence, and socio-economic circumstances. Essentially, rural and poor population
groups, where HCV is more prevalent, have less knowledge about the disease and its

transmission (MOHP - Egypt, El-Zanaty and Associates, and ICF International, 2015).

Barriers related to socio-economic and demographic factors

Financial ability: There was consensus amongst the interviewees that the financial ability of

patients continues to predict access to HCV antiviral treatment.

A recent study estimated the price of the treatment course of Sofosbuvir (one of the most
common DAA in Egypt) as equivalent to 0.21% (more than 1/5) of the average annual wage.
This estimation excludes the price of other components of the HCV treatment and the

associated indirect costs (lyengar, Tay-Teo, Vogler, et al., 2016). However, it ought to be
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noted that this study’s estimation of the average annual wage did not take into account the
variation in wages between urban and rural settings, the number of dependents living on the
wage and the current high inflation rate in Egypt. For example, it was estimated that the
average household income in rural areas was 77% of the average household income in urban
settings (CAPMAS, 2014) while the household size in rural settings is 12% of that in urban
settings (UNICEF, 2015). This implies differential financial affordability based the place of
residence where it is a stronger determinant of access to HCV antiviral medicines in rural
settings. In addition, these estimations are made for the subsidized treatment offered by the
MOHP centers and not based on the market price for those who are not considered as priority

cases, based on the scoring system described in the literature review of this thesis.

Place of residence, employment status and gender: The study results indicated that living in
a rural setting, being unemployed and/or a being a woman compromises one’s access to HCV
antiviral medicine. Interviewees referred to the compromised access among rural inhabitants
partially to the imbalanced geographical distribution-of the public centers for HCV. The
effect of place of residence may also-be mediated by the higher levels of poverty, lower
levels of HCV knowledge, and relative lack of transportation in rural settings, based on the
findings of EHIS 2015 (MOHP, El-Zanaty and Associates, and ICF International, 2015). This

needs further analytical studies toestablish statistically significant associations.

Possible mediators conveying the impact of unemployment and gender on the access to HCV
antiviral medicine include: (1) both'the unemployed and ' women are two of the highest
uninsured groups; and (2) general gender-based discrimination in access to healthcare. This
needs further analytical studies to establish the extent and nature of such potential mediating

effects.
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Chapter (6). Conclusions and Recommendations

Conclusion

The financial affordability of HCV patients continues to predict their access to antiviral
medicines which is resulted from the steady deterioration in social and economic protection
mechanisms in the Egyptian society. The current poor access is also determined by a wide
range of factors related to the Egyptian health policies and health budget, the organization of
healthcare system health system factors, the socio-economic status of patients and their

healthcare-seeking behaviour.

| plan to share a copy of this thesis, after being accepted, with members of the NCCVH and
request appointments to discuss the use of the study findings. In addition, | have started to
pursuit sources of funding to convert some of the recommendations of this study into project
with smart objectives. Any future.projects will engage multi-stakeholders especially the

MOHP, academic partners, civil society organizations, and patient groups.
Recommendations

From the study findings, I suggest the following.

In the area of research

Causal mapping: The wide range of social determinants that shape the access to HCV
antiviral medicines suggests the need to undertake further research to draw a causal mapping
for determinants of access to treatment in HCV as an example for a multi-faceted public
health problem. This approach will help in illustrating the complexity of interactive
determinants shaping access to HCV antiviral treatment in networks of causal pathways
which will point out the major barriers to tackle to achieve the best outcomes (Joffe and
Mindell, 2006). The suggested research would benefit from multi-disciplinary team and the
utilization of mixed (qualitative and quantitative) methods. Such a research project would be
able to provide more concrete evidence to support policy alternatives that increase the access
to healthcare services amongst patients with HCV in general and to HCV new DAA

medicines, in particular.
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Evidence-driven priority setting: Access to HCV-related healthcare services vary based on
the place of residence. This motivates for the need for evidence-driven priority setting at local
(district) level. Such a process would be best informed by health system/service research
plans conducted by health authorities at district level, with a technical support by the
departments of community medicine and public health at the well-geographically distributed
schools of medicines. There would also create a demand for research to investigate the
feasibility of decentralizing the HCV diagnostic and treatment services including detailed
assessment for the needed human and laboratory capacities and the cost involved.

Investigating the financial impact of HCV: The high cost including, but not limited to, the
antiviral medicines continues to represent a major barrier to adequate management of HCV.
This suggests a need for research that adopts a model of economic analysis to estimate the
percentage of HCV patients who fall below the poverty line because of cost of treatment
(including but not limited to antiviral medicines). Such research would provide evidence to

further rationalize the need for progressive health financing-mechanisms.

Investigating the causes of delayed HCV diagnosis: One of the reasons contributing to
unsuccessful HCV treatment outcomes is the delay in diagnosis. Some interviewees
suggested that this delay was related to patients’ knowledge whilst others emphasized that the
responsibility lay with the health system. This suggests a need for more focused studies that
examine the relationship between access to knowledge about HCV, the process of HCV
diagnosis and the causes of a delayed diagnosis— and feasible strategies to reduce such

untimely delays.

In the area of health system

Surveillance system: The study clearly showed the importance of a comprehensive
surveillance system as an integral component of the national health information system. The
surveillance system should be able to collect real-time data on screening, diagnosis, lab work,
treatment and follow up at all healthcare facility levels (public and private). This entails
proper design of the surveillance system that utilizes the universally available internet
technology and intensive and on-going training and supervision of the relevant members of

the health workforce — especially at the peripheral levels.
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A well-designed surveillance system that reports all new HCV cases (nation-wide) and
includes follow- up procedures for cases diagnosed with HCV and the monitoring of HCV-
related mortality would significantly increase the confidence the public health community has
in the official health records. It is also essential for assessing treatment coverage and
determining gaps in general population as well as among certain at-high-risk population
groups. In addition, such a surveillance system will provide timely data to inform central and

local planning and prioritization.

Comprehensiveness, decentralization and coordinated response: The findings shows a
negative impact on access to HCV related healthcare service and medicines due to the
adoption of a vertical planning approach: with HCV services being provided through
specialized HCV centers - separated from the general healthcare public facilities. There is an
urgent need to integrate the preventive, diagnostic, curative, rehabilitative and promotive
services related to HCV within the healthcare system taking an advantage of the very well-
geographically distributed primary-healthcare units-across the.country. This entails ongoing
training of primary healthcare physicians and other relevant members of the health

workforce.

Several studies support the need to decentralized, yet well-coordinated and harmonized
responses to the HCV question in Egypt (EI-Zanaty and Way, 2009; MOHP - Egypt, El-
Zanaty and Associates, and ICF International, 2015; Mohamoud, et al., 2013). Importantly,
decentralized interventions should be informed by local needs'assessments and priority
setting processes. For example, should it recognizes the higher HCV prevalence in rural
areas, an effective national strategy then needs to redistribute the diagnostic and treatment

services and increase the concentration of services in the rural areas.

The high prevalence among patients with comorbidities (especially renal dialysis patients) —
as highlighted by (Mohamoud, et al., 2013), indicates that there is ongoing transmission of
HCV within the tertiary healthcare facilities which needs an effective strategy for nosocomial

prevention.

In the area of health policies, orientation and approaches

Universality and rights-approach: A universal access to newest, with highest efficacy and

curative rate, HCV antiviral medicines should be granted by the government for all patients
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diagnosed with HCV regardless of their gender, age, place of residence, financial ability, or
employment status. The government needs to significantly increase the budget allocation to
attain this goal without affecting the services to other patients. This should also include the
use of all policy alternatives to reduce the treatment cost which would include producing

generic medicines and use of compulsory license as needed and as appropriate.

The lack of coherent, evidence-driven policies and the gap between polices and practice
result in uninformed plans for HCV treatment in Egypt. This in turn impacts on the
availability, accessibility and utilization of HCV diagnostic and treatment services including
the antiviral medicines. This highlights the need for policy research to provide in-depth
analyses on the relation between evidence and HCV related polices and to suggest policy

alternatives to close the gap between policy and practice.
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Appendix (1). Geographic Distribution of incidence and
prevalence of HCV and possible linkage to the ‘anti-

schistosomiasis treatment campaign
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Figure (1). Geographical distribution of the estimated average annual hepatitis C virus (HCV)
incidence rate that has been experienced by the living adult Egyptian cohort. Source:
(Cuadros, et al., 2014).
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Appendix (2). Summary tables for the open codes and key findings

Table (1): Reported descriptions of access to antiviral treatment of HCV

Category of participants | No. Reported Reported source supportive arguments
descriptions
VP | P R
Politicians 3 2 1 Personal observations. [ IComplaints The size of the problem is increasing which would not
they receive. be the case if patients receive treatment.
Officials 3 1 1 1 Personal observations;-and The trend of HCV - the size of the problem is
ComplaintS-received. Statistics-ef stationary. [ IGrowing number of patients who receive
beneficiaries of statessubsidized subsidized treatment. [1 Accessing the progress in a
treatment. context of constrained resources.
Academics 3 3 Research (however limited - mainly The trend of HCV — the size of the problem is
thesis forlacademic degrees|in stationary.
community medicine). | 1 Official
statistics (when accessible & updated).
Primary care physicians 2 1 1 Personal-observation from-working “1The majority of HCV patients do not receive treatment
Hepatologists 2 2 closelywith HCV-patients
Physicians (total) 4 3 1
Patients (treatment) 4 3 1 Personal ebservation L1The majority of HCV patients do not receive treatment
Patients (no treatment) 4 4
Patients (total) 8 7 1
Industry 2 1 1 Personal observations. [1Sales The sales of antiviral drugs are disproportionate with
statistics the HCV prevalence
Civil society 4 3 1 Personal observations. ' IPatient The majority of HCV patients do not receive treatment.
complaints. "/Research and statistics The size of the problem is increasing which would not
(however limited) be the case if patients were able to receive treatment.
Total 27 20| 6 1
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Table (2): Reported barriers to antiviral treatment of HCV that are related to national health policy

Barriers & & Q| @ — =
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(Orientation) Trend of 2 1 1 1 0 1 2 3 5 1 3 14

increasing the role of
private sector in healthcare
provision & commoditizing
healthcare services &
medicine

Key supportive arguments and remarks: Public sector is not efficient — the private sector should lead healthcare provision —
the government role is the regulation [JThe.governments (intentionally) left the public health sector to deteriorate to give
the private sector wider space (passive-privatization)--private-dectors/clinics became the first choice if patients afford it -
the government withdraws from-the-service-provision (including-the basic services like health and education)

(Orientation) The
domination of charity
model vs right-based model
in healthcare

@2 ] @a+12] 2 | wilmrpl@n2i 4an ] 2 Ja+se] 1 [ 4 ] 19

Key supportive arguments and remarks: There are several ways poor patients can access HVC antiviral treatment, e.g. paid-
by-state treatment program and charity, 0fganizations|affiliated to churches and mosques [ The government generously
finances paid-by-state treatment program (a charity model) instead of injecting the money to the general budget of
healthcare system (a right-baset-model)

(Planning) Lack/absence of
evidence-driven policies
and plans

3 | 1 | 3 | w@uplbedada2.d- 4 - 1 | 2 [ 2 | 3 S

Key supportive arguments and remarks: Evidence from academiciresearch is not and should not be the only policy driver
There is a lack of health policy and system research as a part of depreciation to the research value and inappropriate
budgetary allocation for research'in‘general [ Research'maythighlight unwanted policy alternatives

(Implementation/Enforceme
nt) Lack of actions pertinent
to perception of HCV as a
public health crisis

2 | 1 [ 3 | 1 | 1 ] 2 | 4 | 2 ] s 2 | 4 | 20

Key supportive arguments and remarks: Absence of periodical targets in the plans "I Lack and inequitable distribution of
financial and human resources [ 'Poor quality of health system management at local level.

(Governance) The

2 | 1 [ 12 | 1 ] o [ 12 ] o | o [ o | 1 | 4 [ 10
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weakness of MOH in health
related decision making

Key supportive arguments and remarks: MOH did not have the power to pass a new health insurance law, which would

have increased the access to HCV treatment, to the parliament [1 MOH was excluded from the participation in health-
related trade negotiations, even when their main focus was related to medicines and medical products || MOH did not have
the power to discuss the implementation of an agreement it adopted (Abuja Declaration) which would have increased health
budget and further support of HCV free/cheap -medications.

(Governance) The negative
impact of international aid
(foreign donations)

1 | 2 | 2 [ et | T~ 0 [ 0 | 1 | 3 1

Key supportive arguments and remarks: The foreign donations supports priorities of international partners rather than
domestic priorities: access to HCV-antiviral treatment is not-on-these donor’s agendas | The foreign donation represent a
small fraction of the total social expenditure on health, but used by the international development partners to certain policy
direction, e.g. vertical programs [ Receiving foreign donations prevented the Egyptian government from using options like
compulsory licence to enhance the accessibility to HCV antiviral medicines through cheap local production.

(Budget) The lack and/or
the use of funds designated
to combat HCV

@+23]@+23] 3 | 2P I3 WL 4T 4 | 8 | 2 | 4 ] 27

Key supportive arguments and remarks: The budget alfocated for combating HCV generally and enhancing the access to
antiviral medicines in particular isilimited, yetitis prapartionate; with the state budget and GDP [ The use of the limited
available budget is reasonable and channelfing a portion through'the paid-by-state treatment program is a right decision to
secure the majority of the available;limiteg: funds fer; the-treatment.of the poor O The allocated budget for health is
disproportionate with other less important item oh the state budget and the allocation for HCV is disproportionate with a
public health crisis [1 Channelling large portion of funds through the paid-by-state treatment program negatively impacted
the equitable access [ The limited available funds should have been used in strengthening the primary healthcare level to
combat HCV question and treatment rather than establishing new specialized centres.

Table (3): Barriers related to the organization and functionality of healthcare system (system and clinical factors)
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(Disease surveillance 1 (1+2)3 | (1+2)3 2 2 4 0 0 0 2 2 15

and information
system) The weakness
of the health
information system &
viral hepatitis
surveillance system

Key supportive arguments and remarks: The surveillance system is essential for proper planning, follow up and evaluation of a

national response to viral hepatitis including plans to enhance access to HCV antiviral medicines [1The current surveillance system
of viral hepatitis is well-designed, it just need time.ang-training of personnel to show results [JSuccessive governments avoided the
implementation of proper surveillance system-in-fear-offurtherexpesure of the magnitude of the problem [ There is no culture for
evidence-driven policy/intervention, hience there-is no-demand forenforcing proper implementation of a surveillance system

(Availability and
accessibility) The
limited geographical
spread of diagnostic
and curative services

2 | 3] 2 | Sy 4 ] 7 | 1 4 22

Key supportive arguments and remarks: The distribution of viral hepatitis specialized centres is a barrier to timely diagnostic and
curative services including the access to subsidized HCV antiviral medicines. The number of specialized centres is increased and
their geographical distribution is improved - the government cannot afford a larger number of such specialized services. The
diagnosis and proper treatments of viral-hepatitis-is sophisticated - need-equipped medical centres and well-trained specialists.
There is a referral system from the primary care. Viral hepatitis is a prevalent problem that needs better geographical distribution
of services. Such centralization cause significant delay-in diagnosis which hinders the cure opportunities and produce inequity.

(Affordability) The
limited coverage of
insurance/solidarity
system and increase of
out-of-pocket payment

(1+2)3 |@+3|@a+n2| 2 | 2 | 4 | a4 | 4 ] 8 | 1 | 4 ] 25

Key supportive arguments and remarks: There was a consensus on that the limitation of insurance coverage increases the out-of-
pocket payment which makes the financial affordability a decisive factor in accessing the antiviral medicines There are serious
attempts of MOH to move towards universal coverage of the health insurance but it did not work due to the expected financial
burden on the state budget (1 The delay in applying universal health insurance coverage consistent with the withdrawal of the state
from the service provision

(Prevention)
Lack/absence health
education

1 | 1 ] 2 | 1 | 1 ] 2 1 2 | 2 |1 4 | 2 | 4 | 16

Key supportive arguments and remarks: Lack of health education delay the diagnosis, hence eligibility to treatment [ ] Most of
patients do not know what are their rights and where they can get the treatment

Table (4): Barriers related to demographic and socio-economic factors
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(Financial ability) Low (1+2)3 | (1+2)3 3 2 2 4 4 4 8 2 4 27

household income and
high number of
dependents

Key supportive arguments and remarks: Subsidized medicines, the paid-by-state treatment program and charity funds mobilized by the faith-
based organizations succeeded to make the financial inability less predicting factor to the access to HCV antiviral medicines [J HCV is more
prevalent among the poor, the majority of the patients will not access the treatment if financial ability continues to predict it [1 Proper budget for
health and better use of available budgets would.delink-thezaceess to-medicine from the financial ability O Paid-by-state treatment program
widened the equity gap in access due tojits-governance system which-favour-patients who have connections and usually from the middle class
rather than the poor.

(Place of residence)
Living in rural setting

3 Jer3 @23 ] 2 T2 —T72—"1T "3 1 4 | 7 T 1 T 4 ] 25

Key supportive arguments and remarks: Living in rural settings compromise access to HCV antiviral medicines [1 There is a trend of giving
priority for rural residence as a part of the wider palicy/focusing on rural devélopment [0 The gap in access between urban and rural settings is a
creation of the healthcare system they used the examples of centralization of services and geographical imbalance in funds distribution.

(Employment status)
Being an agriculture
worker with no or
limited land ownership
and informal or
temporary employment

2 Ja+2 J a2 2 1 |l etk il 4 1 e | 2 T 3 [ 19

Key supportive arguments and remarks:= This‘is-changing dueto-the scaling-up of the paid-by-state treatment program [1 These population
groups do not have access to any health insurance or subsidized/free treatment [J Limitation in access is not only to the antiviral medicines but
rather to HCV-related preventive, curativé and rehabilitative services

(Gender) Being a woman
have less access

2 | 2 | 3 | 1WELILIEBEKINTWALIL 4 | 3 | 1 [ 2

Key supportive arguments and remarks: This to a general gender-based discriminatory culture in the society including discrimination in access
to all healthcare services [ Most of Egyptian families especially in rural areas give priority to men to access healthcare services and treatment
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Table (5): Barriers related to Patient health services seeking behaviour
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(Age) Elderly patients 2 2 3 2 2 4 4 4 8 2 4 25
have less access Key supportive arguments and remarks: In poor families, elderly’s complains are frequently ignored and dealt with as just age-
related symptoms ' | Elderly patients either complain-less.or give themselves less priority in seeking healthcare
(Health literacy) Rural 2 1 | 2 | 2 e . 2 | 4 | 1 ] 3 ] 17

residents seek medical
help late

Key supportive arguments and remarks: Health-literacy in.delaying the diagnosis of treatment of HCV especially among rural

inhabitants

(Gender) Women
seeks/accesses medical
seeking health services
less than men

1 | 1 ] 2 | 1 et 1 | 4 | 1 ] 1 a2

Key supportive arguments and remarks: \WWomen seek health services less than me and voluntarily give priority to other family

members especially children "1 Families, especially in rural areas in Upper Egypt discriminate against women in accessing
healthcare services including treatment
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Appendix (3): Interview guide - sample of questions used

for the semi-structured interviews!*!

A. English version

Self-Introduction, thanking the informant, introducing the research and describing the

interview procedure:

My name is Hani Serag, | am a medical doctor and currently a MPH student of the School of
Public Health of the University of Western Cape, South Africa. As a part of my masters’
study, | am doing a research on the barriers to the access to the anti-viral treatment for the
viral hepatitis-C. For the sake of this study, I will interview relatively large number of
informants who are belonging to policy making, service providers, academia, patients with
Hepatitis C, pharmaceutical industry and civil society activists. | assume that the results of
this research would inform evidence-based strategies to enhance the access of the patients

with chronic viral hepatitis-C to the antiviral treatment.

I wish to thank you for accepting to meet you for this interview. | appreciate if | can take
around 45 minutes from your time. I"have few questions to ask; but please feel free to
elaborate issues outside the scope of the questions whenever,you feel important. Of course,

you have the right to end the interview-at,any point.

| wish you agree on recording this interview digitally. If you wish, I commit myself to
provide you with a summary of the transcription of the interview before | use it in my

research.
Questions and probes

= From your knowledge and observation, how can you describe the size of hepatitis-C in

Egypt?

- Based on what do you build your description? (Studies, observations from your

practice, observations from your daily life, etc.)

113 The questions were asked in Arabic language.
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- Based on your description/analysis, do you consider HCV in Egypt as health
problem, major health problem, public health crisis, or any other preferred

terminology?

From your knowledge and observation, how can you describe the accesses to the antiviral
treatment for HCV in Egypt?

- Based on what you have built your description? (Studies, observations from your

practice, observations from your daily life, etc.)

From your point of view/knowledge/observations, what are the main factors that affect

the access to the antiviral treatment for patients with chronic hepatitis-C?

- Based on answer of the interviewee, probing questions will be used to stimulate
detailed description, analysis and sources of information that support his/her

answers.

You mentioned (you did not mention) the role of the national health policy. Do you think
that HCV and the access to antiviral treatment have the right place on the priority agenda

of the government/ministry of health and population?
- Why did you say that? Can you elaborate; share evidence?

- Based on the answer; probing questions will be asked to include or exclude: the
policy orientation (ideology that governs the health policy), the governance and
decision making, the use of international agreements and treaties (e.g. the use of
flexibilities contained in the TRIPs agreement such as the compulsory license),

etc.

Based on your knowledge and point of view, what are the policy alternatives for

enhancing the access to antiviral treatment for HCV?
- What are the most feasible alternatives from your point of view?

- Why do you think that [the alternatives] are the most feasible?

86

http://etd.uwc.ac.za/



The lack of funds is one of the arguments that being used by the ministry of health to
defend its inability for significant increase of the coverage of the antiviral treatment. How

do you interpret this argument?

- Is the problem linked to the total health budget in general? Or to the allocation for

drugs? Or the allocations for the HCV antiviral treatment specifically?
- From your point of view, what are the alternative solutions?

You mentioned (you did not mention) the structure and organization of the healthcare
provision system. Can you elaborate more on how does this structure affect patients’

access to HCV antiviral treatment?

- Probes to include or exclude the geographical distribution and capacity of health
facilities, the training and distribution of healthcare personnel, the mal practice,
etc.

You mentioned (you did not mention) the socio-economic and cultural factors related to
patients. From your point of view, knowledge and/ar observations, what are the main

socio-economic and cultural factors?

- Probes to include or.exclude the place.of residence, gender, social class, religion,

service-seeking bahaviour, etc.

What would be your concrete suggestions/recommendations for enhancing the access to

antiviral treatment among patients with chronic HCV?

- According to the answer, probing questions will, be used to question the feasibility

of each recommendation, the appropriate order for these recommendations.

My final question for you is do you think that these recommendations (you suggested)

could realistically be implemented in the near future?

- Why?
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Additional questions for patients

When did you know that you have HCV?

How did you know? (accidently, regular check-up, upon certain complain)

Where do you follow up? (Public health facility? Private health facility? What type)
Do you have health insurance? (Public of private?)

Have you received any treatment for the HCV? (Medicines for enhancing the liver

functions, antiviral treatment, others?)

- If received antiviral, who pays for it? (You, your health insurance, the

government, support from family or others, etc.)
- If did not receive antiviral treatment, why?
Can you tell me about your journey since you knew you-have HCV?

— Probing questions to hetter learn about the factors helped to access treatment of

barrier to treatment.
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B. Arabic Version

Gaall Of Al g o gaall K9 cCalyl) (o agall

DTy

ol a5 ll 3almall 25350 J e sl (53 Jm ) (38 sal e Al o o1 oak Ul o 81 ¢ piulall il
oaall (e il slra agadl (5a (pe s 5a€ aae e OO ke Al jall 238 6l ya) @ty xSl sl Al )
@ sl 28l el Galean (oam ey CpedlSTy cdpaall o) et 5 ¢l ) aiba AU sl () gaiy
Al all o2a il ae Lt of o g3l 5 Aaally slaiall 1aY) Jaadl Jlae  eUadii 5 el gall deliva Jlae & clele
alall il pill 3aliaal) 4 93 Al sl 2SI Gl oaim ya Jgem s Gpnanil ) ol 5 Al i) dpa 5 e
o2l

Oe sl L i) G gian S () i g daalan Aalall daall 8 jiale e Wlla 5 e — 21 s ansd U

Gt () @8 53l 5 (Ll aS 5wty () gl A g ALlEall 238 ol jaY laiul e 48 gall Lo oS Sl of 5
aSilla) 8 5okl aSie ga )l S) ALY Qs o Ala ) ALEd) JOA aSie calbile 2885 (e )l 5 ued
,emuﬁjsugu\gq;;\@hué;n?ss@ug}_ﬁ_m ) Lgianaii al () dagaa Lgi gy dlia il e guia sal

aSle ALEal (i giSa adle (e — Al )l iiSar AL Sseall Joaiil) o 2S5 ge e () and) il
Al Al b aSa) (e ol alaaial U8

bt g A

Cran Az GLblas Gl aaa @ stiaiicas (o Silaadla s oSlaslaa JPA o =
(linall o sall aSkaLEs DA Cildaa Mol aSlac (A s Sl ol o o) aShia g sy o —
(s e o
Lonn A5 ol dpnin ASa 1 jean b Al gl (5 ptiad b oSUlatg oSiay o 2l —
ATt pladi) () gaall o gnia 5 )\S ol o558
Tz sl AU gl Aualad) g il sl 4y S J gaa gl () sl S (ST dla g oSiloslae DA (30
(inall oo sall aSLaLET DA el ol caSlae DA Cldaale ol (il o o) aSiia 5 2l 23le
HEIPTIN
8abaall 4 S m pall Jpnas (5 A Al Jalsall o La ¢aSilaala sl aSila slaa sl oS3l T e 2Ly m
§ s bz Sl Al Gl Aalal) (s all
adls il ¢ luali Ciuas o J panll Laliagiol Aiul 4 55 8 (&l Ala) e ol —
lay) i Jilis bl )

89

http://etd.uwc.ac.za/



Jsmaslls iz sl sasll et of ¢ saint Ja Agia sl) mall Al g0 ()58 phai o ) 3 S5 8
SOl g daall 5 ) 5 of da Sall il gl of Al e dauacall 45 yall Jind i pall 2LEN (g i) Cilaliadd
fixa 5 O e ol o 5 S0 e aae i 5 gl (lamny a5l oSSy Ja el () pain DLl —
nall Al g i 1abasin 5l penail Ll Al dus g o8 «Eigandll Ala) e el —
Al gall L BEY) aladin Jeeds ol 1 3LAS) 5 AaS sall 5 ¢(Aymall Aulpd) oSa3 3 L sl iY)
(g taY) s Sl Jia G il 480G Lle G geaiall Dl g el alaadind JUal) dass o)
AL gl laliaal i jall J a5 pnentl A ALd) L) o Lo S35 oS0la glas e 2L
7 Sl asl laly
€S ki dga 5 (po Gill LG JEY) Jiladl o Lo —
$ankhill 418 SY) a Jiladl ol () (o paiad Dl —
Glaliaa b g e Leh a8 aae il LS g daall 3 ) ) 9 Leaddind Al Jal sall (saa] oo 4llall 3 ) gall 418
elld 058 s Jumdl IS Al 2SI el ALl gyl
8y sy o) 5all panads 25 3 4 jaally ol $haiall davada) A el Jlealy Al Glasi Ja —
Sz sl Al Gl LAl g il Silalaad guanads 2y Sl 4l jally o Siale
ALl ) sall pats Alia o el Jiadl Jaall 58 (e oS jlaidens 0 —
padaii s IS il 48 i 55 1S Ja Al dle Dl Clani alaily JSaa 5 ()58 kai ol f) a3 83 08
0z bl Al gl ALl G s bl ldliiaal (s yall J sy e dpaall dle ) cileaa
A8l 5 A1 aal) il calagind gl cpanail dpalingivd dliad aga g o8 «saall s e sl —
Oalalall U8 e 6 1aY) ) 535 el Galelall a5 555y 5 ol dle ) cilas o lainY)
lly e g ¢l
S eS ki den s a oan ally A yall AEN 5 Lol a5 i Lain W) Jal sall 50 (4158 pkai ol f) a3 83 38
Sl sall 038 aal ale (aSillandle | oS5l laa
AEY) S A Sl gl slaiaal sl ppanail dpaliagivd Aind 4 g o8 (gaal dla) e ol —
2 s dgaall e il e Gl ai pall e sl 5 ¢l 5 dpelaia ¥ Al 5 ¢ e laiall ¢ sl
REIX
7 Shsl) 2l QLY AL s il Dlalimal (o jall J g (ppusnil a5 5 oSl 81 (0 Lo
Cilal il o3 gk AlSal Cangy (lati Apaliagind Al 4 5 8 «gaall s e sl —
sl DU a5 o il 038 i 53 IS5 cilana sl
Sl (saall 8 Gukaill AL Clal 38Y) 5 Cla gill 38 o ¢ saind Ja 2o 5a Y s
ol —

90

http://etd.uwc.ac.za/



el Ldla) Al

fz sl 28 el ) haas oSl 50 o
?(zam@\}iwd)ﬂ\mei‘@)}J@L@mdﬂseisi\éqhan)exé);g_gs .
YDl 5l Ga g 55 ol Aaals dpdadle jan g ol e sSa na dle ) 3as 5) Apdall daglial) il o) m
Suald ol e fa fonia i pSoal Ja m
Lol ol cu g puill Clabiaa ol (ol Cailda o 5 Jine Ay 50l) 98 Le §z Slsll a8l gl 23le o Q38 Ja
(A
Caldll ol (g yall) A8 Jand (a0 il ¢ g yall Colalicae Ay ol LB 8 G gandl) IS 1Y) —
Sy e ol b 3l (e ae ol e sSall Bl auall

3L sl e sl ¢ g paill Culalicae 4y 50l A8 G gandl) (S5 Q1 1)) —
A O dbee oS e M I Sl el g oSBis e Bn

Rl Jpa gl 85 el Jalsall o 3S 5 Apaliagind Al aadiul —

91

http://etd.uwc.ac.za/



Appendix (4). The approval of the Senate Research
Committee of the University of the Western Cape on the

methodology and ethics of the research project

OFFICE OF THE DEAN
DEPARTMENT OF RESEARCH DEVELOPMENT

WESTERN CAPE

9 December 2013

To Whom It May Concern

I hereby certify that the Senate Research Committee of the University of the Western
Cape approved the methodology and ethics of the following research project by:
Dr H Serag (School of Public Health)

Research Project: Barriers to accessibility to antiviral treatment
for patients with chronic Viral Hepatitis C in
Egypt

Registration no: 13/10/48

Any amendments, extension or other modifications to the protocol must be submitted to
the Ethics Committee for approval.

The Committee must be informed of any serious adverse event and/or termination of the
study.

.

M

Ms Patricia Josias
Research Ethics Committee Officer
University of the Western Cape

Private Bag X17, Bellville 7535, South Africa
T: +27 21 959 2988/2948 . F: +27 21 959 3170
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Appendix (5). The consent form

A. English versiont*4

Consent Form

Title of Research Project: Barriers to accessibility to Antiviral treatment for Patients

with Chronic Viral Hepatitis C in Egypt

The study has been described to me in language that | understand and I freely and voluntarily

agree to participate.

My questions about the study have been answered. | understand that my identity will not be
disclosed and that | may withdraw from the study without giving a reason at any time and

this will not negatively affect me in any way.

Participant’sname . . ......... 0 .0
Participant’s signature . . . .. .. fccrir e

Witness . .. ............... Cis Ll ¥ Ll IR L

[14] Most of the study participants were able to read the consent form and information sheet in English. Only
some of the patient may not be able and for them, Arabic copy has been made available.
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B. Arabic Version
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Appendix (6). The information sheet

A. English Version

INFORMATION SHEET

Project Title: Barriers to accessibility to Antiviral treatment for Patients with Chronic Viral
Hepatitis C in Egypt

What is this study about?

This is a research project being conducted by Hani Serag at the University of the Western
Cape.

We are inviting you to participate in this research project because you one of people who can
inform about better strategy to enhance the access to the antiviral treatment for patients with
chronic hepatitis C as being belonging to one of six categories identified as stakeholders in
this study (patients, policy makers, healthcare personnel, pharmaceutical industry, academics
and civil society organizations).

The purpose of this research project is to.explore and describe the various barriers that
patients with chronic viral hepatitis C experience in accessing antiviral treatment in Egypt.
This would assist a better informed national strategy to enhance the access to the antiviral
treatment among patients with chronic hepatitis C.

What will | be asked to do if I.agree to.participate?

You will be asked to kindly respond to-series of questions that will try to identify the
different barriers to the access to the antiviral treatment among patients with chronic hepatitis
C. The questions will deal with your knowledge, point of view and observations regarding:

e the size of hepatitis-C in Egypt;
o the accesses to antiviral treatment for HCV in Egypt;

e the main factors that affect the access to the antiviral treatment for patients with
chronic hepatitis-C; and

e suggestions/recommendations for enhancing the access to antiviral treatment among
patients with chronic HCV.

As a patient with chronic viral hepatitis C, | will also ask you to elaborate on:

e when and how did you know that you have the disease?
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e Where do you follow up?

e Whether or not you received antiviral treatment?

e Whether or not you have health insurance?

e Where or not you received antiviral treatment (interferon), if not why?

e | will also like to learn about any problems you faced during your journey with the
disease.

You can end the interview at any time with no need to give me reasons. You can refuse to
answer any of the questions and you can ask me about the reason of any of the questions.

| will take from your time a maximum of an hour. | also wish to have your permission to
record the interview (only of you feel comfortable about that) as it will help me to retrieve
your answer better.

Would my participation in this study be kept confidential?

| will do my best to keep your personal-information-confidential. To help protect your
confidentiality, all files of digital recordingand-transcripts-will be kept away from any
misuse (by keeping them in a locked cabinet and on the computer with a password). They
will be ultimately carefully erased and disposed of once | feel that the study has been

finalized and reported on sufficiently.

Any information you give will not be shared with any other interviewee linked to your name.
Your name will not be mentioned at all in any of the reports or articles that might be
developed for the findings of this research. Your identity will be protected to the maximum

extent possible.

What are the risks of this research?

There may be some risks from participating in this research study.

{For patients} During the interview, you will be asked to elaborate about your journey with
the viral hepatitis C infection and may be its complications on you and your family. This
might touch upon sensitive issues or remind you with difficult situations. Please feel free to
ask me to stop questioning or probing at any time. You may also wish to pause the interview
session for a while and we will start again at your convenience. You can also wish not to

respond to one or more of the questions.
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{For all study participants} During the interview, | may ask about your opinion on issues
related to health policies and your opinion might not be in favour of the current policies. |
assure you that whatever you will say will be confidential. The records of all interviews will
be kept safely away of any misuse and | will take all the measures to prevent tracking the

narrative in the study report back to you.

What are the benefits of this research?

This research is not designed to help you personally, but the results may help the investigator
learn more about the barriers to access to the antiviral treatment of chronic hepatitis C.

Describe the anticipated benefits to science or society expected from the research, if any.

The studies related to the socio-economic barriers to the access to the antiviral treatment of
chronic viral hepatitis C is very limited in Egypt. | wish that the finding of this research will
contribute to better understanding of these barriers.-The research findings might also be
utilized by the authorities to assist the development of better and more effective strategies to

enhance the access to the antiviral-treatment-among patients-with chronic viral hepatitis C.

Do I have to be in this research and may | stop participating at any time?

Your participation in this research is completely voluntary. You may choose not to take part
at all. If you decide to participate in'this research; you may stop participating at any time. If
you decide not to participate in this study or if you stop participating at any time, you will not
be penalized or lose any benefits to'which you otherwise qualify.

Is any assistance available if I am negatively affected by participating in this study?
There will not be any harm resulted from your participation in the research.
What if | have questions?

This research is being conducted by Hani Serag at the University of the Western Cape. If you
have any questions about the research study itself, please contact Hani Serag at telephone
number: 0100 392 6549 or e-mail address: hserag@phmovement.org.

Should you have any questions regarding this study and your rights as a research participant
or if you wish to report any problems you have experienced related to the study, please
contact:
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Director:

Prof Helene Schneider

School of Public Health
University of the Western Cape
Private Bag X17

Bellville 7535

hschneider@uwc.ac.za

Dean of the Faculty of Community and Health Sciences:

Prof Jose Frantz

University of the Western Cape
Private Bag X17

Bellville 7535

jfrantz@uwc.ac.za

This research has been approved by the University of the Western Cape’s Senate
Research Committee and Ethics Committee.
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