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Introduction

The broad access to therapeutic innovation since the second quarter
of the 20th century brought significant gains to public health but also
safety concerns associated with their use because medicines represents
a risk and the benefit/risk ratio changes during the post-marketing
phase. Adverse drug reactions (ADR’s) and drug related problems
(DRPs) are therefore a major and worldwide problem for both health
and sustainable development, the reason why pharmacovigilance (PV)
must gain such an important role in the early detection of the issues
and the prevention of the ADRs through monitoring and
minimization tools.

The study conducted by Lazarou in 1998, concluded that, despite
the heterogeneity of the meta-analysis, the overall incidence of ADRs
was 10.9% in hospitalized patients, of which 6.7% serious, 0.32 fatal%
and 15.1% when considering ADR’s that caused hospitalization or
occurred during it [1]. The study emphasizes the large number of
serious ADRs in situations of correct prescription and administration
of medicines.

The measurement of the ADR's as a cause of hospitalization varies
between 2-6% and 10 to 20% of hospitalized patients [2] however,
other published studies estimate an incidence ranging between 0.86%
in Australia, 23% in the United States and 37% in the Netherlands [3].

Despite this variability, in a context indicating approximately
197.000 deaths/year in Europe due to ADRs [4], the relevance of
monitoring ADR’s is well established stressing the need for further
studies.

Other study by Stausberg described the occurrence of ADR’s as
cause of 5-10% of the hospitalizations, the same probability of
occurrence during hospitalization, of which a proportion of about 30
to 40% considered preventable ADRs [5].

In Africa, despite the increase in access to medicines in the past
three decades, the data about the impact of ADRs is still incipient,
conditioned mostly by the state of development of the countries.
Nevertheless, it is estimated that 4.5 to 8.4% of hospital admissions are
due to ADR's, 1.5 to 6.3% are cause of hospitalization, 6.3 to 49.5% of
ADR’s occurs during hospitalization and 14% of ADRs in the
Moroccan Anti Poison and Pharmacovigilance Center database were
classified as preventable error [6-8].

Another study, in a Tunisian hospital identified a median of 9.2%
occurrence ADR's during hospitalization and 27% to 69.6%
preventable or due to negligence [9].

In this context, PV is an essential science for public health
protection and an important tool to ensure the quality, effectiveness
and safety of consumers, contributing to the rational use of medicines.

Therefore, this is the framework for the need for a functional PV
system in every country.

The PV systems in African countries, like those in developed
countries, are based essentially on spontaneous reporting system and
Cabo Verde will not be an exception.

Cabo Verde is a small archipelagic developing country, very
dependent on the international supply of pharmaceuticals products
and, until 2013, lacking a formal PV system to detect and predict
ADRs. In addition to benefits to patient safety by reducing mortality
and morbidity, its implementation can be an instrument to support
rational management of medicine expenses in addition to characterize
the magnitude and impact of this problem already described
internationally.

The spontaneous reporting system, used since the beginning of the
implementation of PV systems in the late 60s is the most cost-effective
tool to establish and support the functioning of a PV system. It is a
widely used method as source of information for signal detection,
which fundamentally depends on the participation of healthcare
professionals (HCP’s) [10,11].

However, the main constrain regarding the effectiveness of the
spontaneous reporting system is underreporting, with the consequent
limitations in assessing the risk of the drug and delay in detecting signs
of risk [12,13]. Indeed, it is estimated that the spontaneous reporting
method only identifies one in twenty reactions occurred due to
underreporting.

As the identification of a suspected ADR is a crucial step, the
knowledge, the awareness and behavior of HCP’s regarding PV,
represents a major challenge [12,14].

Thus, in the context of framing a project of a functional model for a
PV system adapted to the reality of Cabo Verde and considering the
role of HCP’s for spontaneous reporting, a questionnaire was
distributed to characterize the knowledge and recognition of the
importance of PV by HCP in Cabo Verde.

Method

The study was conducted with the distribution of a questionnaire
before the start of sensitization sessions on PV whose schedule was
announced as part of the launch of a pilot project to establish a
spontaneous reporting system.

The questionnaire we developed was based on other studies
designed to address the knowledge and attitudes of HCP’s [15-17] and
adapted to the reality of Cabo Verde. It was two pages long and
divided into the following sections: (1) demographic data, such as age,
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sex, workplace, profession; (2) knowledge regarding PV and (3)
statements regarding attitudes to spontaneous ADR reporting.

The questionnaire was drawn by a multidisciplinary team with
pharmaceutical, biomedical and statistical background, working at
Food and Drug Regulatory Agency (Agéncia de Regulagio e
Supervisao dos Produtos Farmacéuticos e Alimentares -ARFA).

The questionnaire was personally distributed to 356 HCP’s who
attended to the sensitization sessions on PV, from April to June 2013.
The number of HCPs represents more than 30% of the total in the
country. The sensitization sessions occurred in public healthcare
facilities involving HCP’s from hospitals, health centers, private clinics
and pharmacies in Santo Antao, S. Vicente, S. Nicolau, Sal, Boa Vista,
Santiago, Fogo and Brava, 8 of the 9 inhabited islands of Cabo Verde.

The database and analysis was done using Statistical Package for
Social Sciences, version 20.0 (SPSS Inc).

For the descriptive analysis of results, association chi-square tests
were performed with 95% confidence level that allow to check the
independence between two indicators studied and to measure the
intensity of the association.

Automatic rules for database validation were used during the data
analysis phase.

Results

The distribution of questionnaire originated 331 answers,
representing a response rate of 92.9%. The characterization of the
population that responded to the questionnaire in terms of age
indicates that 60.5% of those surveyed professionals were under 40
years old.

The average age is 38.48 years, distributed between the minimum
age of 17 years and maximum of 64 years. As regards to gender, 65.6%
are female and as for workplace, almost half (49.8%) worked in health
centers, 31.1% in private health sector and 19.0% in hospitals.

Most of the respondents were from Santiago Island (45.0%), which
is expected since it is the biggest island in the country.

In the context of this questionnaire, it was relevant to characterize
the distribution by profession and workplace. Most of attendance was
nurses with 30.2%, followed by physicians with 22.4% and 12.1% of
pharmacists.

General Knowledge on Pharmacovigilance (%)
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Monitoring Center

Figure 1: General knowledge on Pharmacovigilance

After the demographic characteristics, the questions were about the
general knowledge of PV. The Figure 1 shows the knowledge of HCPs
about the definition of pharmacovigilance, it purpose and information
concerning the international drug monitoring program.

In general, more than 1/3 of respondents recognized the definition
of PV, for % of those involved the purpose was not clear and only
13.9% identified the location of the international monitoring center in
Uppsala Monitoring.

The Figure 2 shows their sensitivity concerning PV. As can be seen,
most of the respondents considered that the reporting of suspected
ADRs and DRP’s should be an obligation for HCP’s. Regarding their
opinion about which professionals should report, the majority
considered that physicians, pharmacists and nurses should all report
(Figure 3).

MYes "No WMMaybe WNR MMissing

Figure 2: Reporting as HCP obligation

In the sample under analysis, 66.6% of the professional claimed to
have read a scientific article on PV.

Which health care professionals should report (%)
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Figure 3: Which HCPs should report

As for the knowledge of the existence of a PV pilot project in Cabo
Verde and the existence of a reporting form, the answers were negative
for about 50% of respondents to both questions. However, when asked
about an operational element there was a reasonable knowledge that
the National PV Centre is planned within ARFA and that the system
will be supported by a spontaneous reporting methodology (Figure 4).
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Figure 4: Operating elements of the PV pilot project in Cabo Verde

The questions to characterize the attitude of HCPs were if they had
reported already, if they had filled a reporting form and in case they
did if they send it.

The Figure 5 shows the attitudes of HCPs towards the reporting of
ADRs. In general, the answers were negative.

| | |
Had no form 193
Filled form not sent 45
Notified 172

0.0 50 100 150 200 250

Figure 5: HCP attitude regarding reporting

To characterize the HCPs that reported already, 28.1% were nurses,
21.1% were pharmacists, 19.3% were physicians, 54.4% were from
Santiago island and 40.4% worked in health centers while only 12.3%
in hospitals.

Among the HCP who claims to have no access to the reporting
form, 32% were physicians, 29.7% were nurses, 10.9% pharmacists and
43.3% of them worked in health centers, 34.4% in private health sector
and 21.9% in hospitals.

As for the health care professional that fulfilled the reporting form
but did not sent it 66.7% live in Santiago Island, 40% were
pharmacists, 20% were physicians and 60% worked in the private
sector.

The question about the reasons not to report was left blank by
54.1% of respondents. The Figure 6 identify the main reasons for non-
reporting. The lack of time was identified as the main reason but the
lack of financial incentive and the perception that an isolated case may
not be relevant were also appointed.

B Lack of financial incentive
Lack of time

B An isolate case may not be relevant
Nane

B Missing

Figure 6: Reasons for non-reporting

Discussion

This survey was conducted in the context of framing a project of a
functional model for a Pharmacovigilance system adapted to Cabo
Verde.

First step was to characterize the illegal sale of medicines and to
identify the main predisposing factors. It was possible to quantify the
problem, to identify the geographic distribution and main reasons to
use the illegal medicines market. The study has shown the significant
magnitude of the problem and that the population has no perception
of risk in purchasing medicines in illegal market, a role normally
assumed by HCP. Therefore, among conclusions, the need for
awareness sessions and to characterize the knowledge and recognition
of the importance of PV by HCP.

The aim of this study was to describe the sample characteristics of
HCP that attended to sensitization sessions on PV and assess
relationship with some of the variables with the results.

In this sample that represents 1/3 of total HCPs in Cabo Verde, the
response rate of 92.9% shows that the HCP’s were motivated to
collaborate. It is also important to notice that, in this early phase of
establishing a PV system in Cabo Verde, the basic knowledge about
PV were present for more than 1/3 of the respondents. It was positive
to identify that the majority believe that reporting ADRs is an
obligation of HCP’s. Moreover, the perception that PV is a “team-
work” is an important first step to get them involved in this system.

One of the drawback verified is that although the general
knowledge of PV, 73.4% of HCPs had never reported a suspected ADR
or DRP and 9.4% did not respond. The surveyed sample had 54.8% of
professionals under 40 year-old, 30.2% of nurses, 45% living in
Santiago Island and 49.8% worked in health centers. When comparing
with the population that already reported more than 64.5% is less than
40 years old, 28.1% are nurses, 54.4% is resident at Santiago and 40.4%
worked in health centers. This results could indicate a relationship
between age, profession, island of residence and workplace or just be
the reflex of the national reality where the majority of the population is
young (average 27.8), the HCP’s at higher proportion are nurses, more
than half the population lives at Santiago island and the public health
sector captures most of HCP’s.

Therefore, chi-square tests were used to identify dependent
relationship between the attitudes regarding reporting with age,
profession, island of residence and workplace. There was no relation
identified with age (p=0.187) and island of residence (p=0.09).
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Regarding profession, the relationship is very weak (p=0.030) but it
seems to exist some relation with workplace (p=0.022).

The reasons for not reporting identified in this sample are in line
with those identified in published studies [13,18] such as, lack of time,
lack of financial incentive and the perception that an isolated case may
not be relevant. Despite most of the respondents feel that they have a
professional obligation to report ADRs, they appointed the lack of
financial incentives as one of the reason not to report.

Nevertheless, considering that, the question regarding the reasons
not to report was left blank by 54.1% of respondents, further studies
and intervention should be done to clarify that issue.

The outcome of 17.2% of HCP having reported already seems to
indicate a bias that reflects the tendency to respond according to what
is expected or known to be correct. This conclusion is due to
comparison with the response on the knowledge of the existence of the
pilot project of reporting system and the existence of a reporting form
(less than a half), plus the comparison of spontaneous reports received
by the National PV Centre in the respective year.

According to the survey, 17.2% of HCP’s involved already reported
what should mean approximately 57 reports. During 2013 and until
September, the National Center received only 9 spontaneous reports.
However, until December the reports increased reaching a total of 40
reports.

Another bias to identify is that the sample of HCP’s that answered
to the questionnaire represents the professional already interested
since they decided to participate on a PV sensitization session and to
fulfil the questionnaire.

As for the problem of underreporting, it is multifactorial and
persists even within well- established PV systems. It was expected to
confirm it in Cabo Verde where the system is not even formalized.
This result is in line with a systematic review study [18] where the
conclusion is that the knowledge and attitudes of health professionals
are more related to the spontaneous reporting process than to the
personal and professional factors [19-21].

Conclusion

This first time study in Cabo Verde concludes that there is general
knowledge and recognition of the importance of PV by HCP in Cabo
Verde. Despite the fact that reporting of suspected ADRs and DRP’s
were identified to be an obligation for HCP’s, the non- reporting
attitude was evident for several reasons.

The importance of this assessment is that it will be possible to plan
educational interventions in order to increase the rate of spontaneous
reporting.

Considering that no relation between the reporting attitudes was
identified with age, island of residence and is very weak with
profession, we may conclude that training interventions are expected
to have impact and should consider the workplace that proven to have
some influence.

Thus, other measures must be implemented in this context of
establishing a PV system in Cabo Verde. Just to mention a few,
periodic awareness sessions on the importance of spontaneous
reporting, simple and on-line reporting process that could supersede
the access to the reporting form and more specific training for
identified HCP’s that could be opinion leaders in promoting PV.

Even so, it will take time for spontaneous reporting information
exists in quantity and quality to allow the necessary analysis to
monitor the benefit-risk ratio and to generate signals. Therefore, the
design of a PV model adapted to the reality of Cabo Verde requires
further diagnostic studies and awareness promotion involving crucial
players for a PV system, particularly in hospitals.
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