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Objectives: The aim of this study was to identify the attitudes
towards ADRs reporting by healthcare professionals (HCP).
Methods: This research was survey study with cross-sectional
design, from November 2022-March 2023. The questionnaire, that
have been validated and reliable, was distributed to 3 primary
healthcare facilities. demographic data questions (6 items),
experiences (3 items), knowledge (4 items), and motives for
reporting (1 item).
Results: Total 39 HCPs completed the survey, including 14 nurses,
9 midwifes, 3 general physicians, 3 pharmacists, and 10 other
professions. Most of respondents were women (84.6%), and
mostly the HCPs have been working for 25 years (74.3%). Among
39 respondents, only 1 pharmacist have a good attitude about
ADRs reporting. The other HCPs had a lack of knowledge and safety
awareness. The dominant motives for reporting the ADRs was
serious or severe ADRs (39.4%) and the assurance of causality
assessment by suspected drugs (15.4%).
Conclusion: In conclusion, the HCPs in primary healthcare settings
had poor attitudes towards ADRs reporting.
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INTRODUCTION

Adverse drug reactions are defined as a response to a drug that is noxious and unintended and occurs at
doses normally used in man for the prophylaxis, diagnosis or therapy of disease, or for modification of
physiological function, based on WHO definition term.! The adverse drug reactions (ADRs) are natural of all drug
therapy and inflected by several factors, including dose and frequency of administration, genotype, and
pharmacokinetic characteristics of special populations, such as paediatric and geriatric patients and those with
hepatic or renal impairment. ADRs would lead to hospital admission, prolonged-hospitalization, and emergency
department visits.? In 2016, the ADRs report involving older adults (>65 years old) is 5367 reports in Germany,
which the highest report in age groups 76-84 and 70-79.3
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The early detection of signals, rare, or serious ADRs will be obtained from spontaneous reporting.*

Spontaneous ADRs reporting is key to improving the post-marketing safety of medicines.> One systematic review
across 12 countries showed that the median under-reporting rate was 94%.° The important factor of under-
reporting is lack of awareness for the purpose of ADRs monitoring and reporting.®

In Indonesia, the ADRs report (paper based/website) voluntarily reported by healthcare professionals
(HCPs) to the National Agency of Drug and Food Control (NADFC) using special form, called yellow form (paper
based) or the digital form in the government website.” Along with that, healthcare professionals have an
important role to monitor and report the ADRs. Spontaneous reportings are performed by the patients or
consumer to the healthcare professionals and/or industry, then the healthcare facilities and industry should
report the suspected ADRs to the NADFC. Study from Musdar et al. showed that pharmacists in Indonesia had a
good knowledge about the objective of ADRs reporting but only 46.9% pharmacists known about how to report
the suspected ADRs to the NADFC.?

Primary healthcare facilities or locally called Puskesmas have an important role to serve the first
healthcare services in national healthcare coverage program. To date, there was a lack information and study
about ADRs reporting in primary healthcare facilities, especially about the attitude of HCPs. The aim of this study
was to identify the attitudes of healthcare professionals on ADRs monitoring and reporting.

METHODS
Study settings

The study was a cross-sectional design using questionnaire, from November 2022 — March 2023. The
questionnaire distributed online using Zoho® form in Puskesmas Ibrahim Adjie, Puskesmas Padasuka, and
Puskesmas Garuda in Bandung area, Indonesia.

Population and Sample

The purposive sampling technique was applied to this study through population in three Puskesmas. The
general physician, specialist physician, dentist, pharmacist, nurse, midwife, and other HCPs such as nutritionist
or radiologist, were eligible to participate in the study. Inclusive criteria were men or women with age > 18 years
old and have been practiced for at least six months. The uncomplete data in questionnaire would lead to
exclusion.

Study Instrument

The data was collected using a self-administered questionnaire, consists of demographic data questions
(6 items), experiences (3 items), knowledge (4 items), and motives for reporting (1 item). The outcome measure
of this study was responders’ attitudes for ADRs reporting. The item surveys were discussed between researcher
after study literature using Indonesian version and validated to 30 HCP respondents before study. The validity
and reliability test were conducted using Pearson Product Moment, Kuder Richardson-20 (KR-20) and Cronbach’s
Alpha test. All the questions were valid (r>0.553), acceptable (KR-20 score=0.803), and reliable (a=0.718).

Data Analysis
The data collected through Zoho® form were recorded and retrieved in .xIsx format. Descriptive data and
chi-square statistical analysis have been completed by IBM SPSS v.26.

RESULTS AND DISCUSSION
Demographic data

A total of 56 valid questionnaire were distributed and only 39 respondents (69.6%) agreed to filled out
that completely. More than half of respondents were women (85%) and nurse (36%). As shown in Table |, about
33% respondents have been working for more than 20 years.

Experiences on ADRs handling

Overall, 17 respondents (43.6%) claimed to have experience on handling ADRs reported spontaneously
by patient. Only 1 general physician had an experience on handling ADRs, but almost the ADRs case received by
nurse (29.4%) and midwife (35.3%) in primary healthcare facilities. These results similar with the study in Pakistan
that showed the ADRs reporting usually sent by patients to nurse.® The characteristics of healthcare professionals
in this study slightly different with other study about ADRs reporting, because of different clinical settings.'%!%?
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Table I. Demographic data

Characteristics N (%)
Gender
Male 6 (15.4)
Female 33 (84.6)
Profession
Nurse 14 (35.9)
Pharmacist 3(8)
General physician 3(8)
Midwife 9(23.1)
Other medical staff 10(25.6)
Working experiences (years)
<5 10 (25.6)
5-10 10 (25.6)
10-20 6 (15.4)
>20 13 (33.3)
Experiences on ADRs handling
Yes 17 (43.6)
No 22 (56.4)

The ADRs monitoring and reporting more familiar in hospital setting than primary healthcare. A scoping review
in Australia showed the ADRs mostly reported by hospital pharmacist compared with physician. Community
pharmacists also received the ADRs report by the patients but only 40% of patients satisfied with the warning
card in community pharmacists.*® Study in Sri Lanka showed although most HCP selected the correct definitions
of ADRs and pharmacovigilance, the majority of HCP did not aware of the types of ADRs, banned drugs due to
ADRs and ADRs reporting centers.*

Attitudes on ADRs reporting

The HCPs attitudes on ADRs reporting assessed by five item questions about reporting system applied in
Indonesia by NADFC. The questions were a 2-point scale (yes/no), and the positive attitude expressed by the
total score more than two. Among 39 respondents, only one pharmacist showed a positive attitude on ADRs
reporting (Table I1). The pharmacist usually had a good knowledge and attitude about ADRs. %! Different result
showed in study held in Thailand that the physician had the highest score of attitudes, followed by pharmacist
and nurse. But the overall mean attitude scores were not significantly different between physician, pharmacist,
and nurse.’®

Most respondents had a poor attitude towards ADRs monitoring or reporting. Study in Thailand showed
that around 40% of all HCPs have a positive attitude towards severe ADRs monitoring, which is a lower proportion
than the previous studies.'>¢718 The HCPs agreed that the management of severe ADRs could improve patient
compliance, confirming a previous study that found that ADRs influence medication adherence.®® In the current
study, the HCP respondents agreed that it can be difficult to differentiate between severe ADRs and adverse
events with other causes, as found in the previous studies.’*® Underreporting has been a global problem even
in countries with more organized pharmacovigilance systems. The most common reasons for underreporting
were being lack of time, uncertainty about ADRs diagnosis, what and where to report, difficulty in handling report
forms, and lack of awareness of the reporting system requirements.*?

Awareness among healthcare professionals, collaboration among other healthcare professionals and
training for healthcare professionals were the highly suggested ways to improve ADRs reporting. Healthcare
professionals believed that making ADRs reporting, a professional obligation and involved pharmacists for ADRs
reporting can also improve ADRs reporting.?°

The healthcare professionals in Indonesia more familiar with the paper reporting method using yellow
form than website or mobile app for ADRs reporting. This method is preferable because of the easier access to
report the incidence immediately without electronic devices, such as handphone or computer, and internet
connection. In the other hand, the paper method was applied as preliminary data before the clinical judgement
and causality assessment in the facilities.
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Most of the physicians and pharmacists were more concerned about ADRs, which are serious, including
hospitalization, causing death or disability or reactions to newly marketed products, while nurses were even
concerned about the reporting of both the minor and major types of reactions to drugs.?! This perception could
be due to the reason that usual or minor ADRs are inevitable and do not cause much harm. However, serious, or
life-threatening reactions may endanger the life of patient, and thus should be reported.

Table Il. Attitudes on ADRs reporting by HCPs

. N
Statement (Attitude on...) Physician  Pharmacist Nurse Midwife  Other
Using yellow form for ADRs reporting 2 1 9 5 4
Using E-Meso website for ADRs reporting 0 0 0 0 0
Using Mobile app e-Meso for ADRs reporting 0 0 0 0 0
Reporting ADRs to quality committee in 1 2 5 4 6

healthcare facility

The current study has some limitations. It was conducted only in the northeastern region of Bandung area.
Hence, our findings may not be generalized to all HCPs in Bandung or Indonesia. Moreover, the gathered findings
were obtained from self-administered questionnaire, which may be subject to recall and social desirability biases.

CONCLUSION

The HCPs in primary healthcare settings had poor attitudes towards ADRs reporting. The paper method
using yellow form were more familiar for HCPs then website and mobile app for ADRs reporting. The intervention
to increase ADRs reporting by healthcare professionals is needed.
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