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Abstract: The purpose of this research was to evaluate the knowledge, attitude, and practices (KAP) of the healthcare
professionals (HCPs) about pharmacovigilance in Aseer Central Hospital in Saudi Arabia. A cross-sectional study was conducted
using a pretested questionnaire. The questionnaire was designed to assess the KAP regarding pharmacovigilance procedure. The
HCPs including physicians, nurses, and pharmacists, working in the Aseer Central Hospital participated in the research. Consents
were first distributed to the HCPs and only those who gave their consents to were included in the research. The data were
analyzed by using the Statistical Package for Social Sciences (SPSS) statistical software, version 22.

The results showed that the majority of the healthcare professionals had good knowledge and attitude regarding
pharmacovigilance and understand the necessity of reporting ADRs. However, the rate of reporting ADRs by the HCPs was
remarkably low. There was a big gap between the ADRs experienced and ADRs reported by the participant HCPs. It was also
found that there is a positive correlation between the training of pharmacovigilance and reporting ADRs reporting. It was
realized that the majority of respondents agreed that reporting of ADRs was necessary and also were aware that
pharmacovigilance should be taught in detail to healthcare professionals as that they have started to understand the importance

of pharmacovigilance.
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Introduction

Adverse drug reactions (ADRs) have been globally recognized as an important cause of morbidity and
mortality. (WHO) defined ADR is any noxious, unintended, and undesired effect of a drug, which occurs at
doses used in humans for prophylaxis, diagnosis, or therapy. The impact of ADR on socio-economic and
health consequences have been investigated in several studies o

Similar to many nations, all HCPs including medical doctors, nurse, and pharmacists in the Kingdom
of Saudi Arabia, are obliged to report an ADR by filling an ADR form of the Central Drugs Standard Control
organization(z). It is, therefore, an important issue for HCPs to know how to report and where to report an
ADR. The active involvement of HCPs in the pharmacovigilance program will definitely lead to improving ADR

reporting@‘ Among the several methods used in detecting ADRs, immediate reporting showed to be

g W . L _y NG
significant contribution to improve the levels of pharmacovigilance within healthcare settlngs( ).
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Despite the efforts of the ministry of health in implementing the pharmacovigilance programs for
drug safety, yet, underreporting is still very prevalent. Therefore, it is required to provide constant training and
enactment of regulations for ADR reporting among HCPs all over health care centers in the Kingdom.

Vast numbers of previous studies found that underreporting of ADRs was related to HCPs
shortcomings in the knowledge, attitude, and practice(s). The response of healthcare professionals (HCPs) to
consider spontaneous reporting of ADRs as part of their profession is an important task to reduce the
incidence of ADRs within their health care centers, so that, the development of ADR databases worldwide has
been established®.

Early studies from different sites have focused on the perception and practice of ADRs reporting
among physicians only while excluding other effective health care professional as pharmacists and nurses'”.
However, it has been proven that nurses and pharmacists have very important roles to play in patient
counseling and consequent ADR monitoring and reporting(g). Despite the availability of ADRs reporting
centers in many developing nations, yet, ADRs under-reporting was a major problematic issue(g)‘ The efforts of
the ministry of health in implementing the pharmacovigilance programs for drug safety are well recognized,
yet, underreporting is still very prevalent. Therefore, it is required to provide constant training and enactment
of regulations for ADR reporting among HCPs all over health care centers in the Kingdom. Vast numbers of
previous studies found that underreporting of ADRs was related to HCPs shortcomings in the knowledge,
attitude, and practice(s).

Therefore, the primary objective of this research was to evaluate the knowledge, attitude, and
practices (KAP) of the HCPs about pharmacovigilance one of the largest and reputable tertiary care hospital in
Aseer region, south of the Kingdom of Saudi Arabia (KSA).

Finally, no similar research studies have been done to assess the KAP of pharmacovigilance among
healthcare professional in Aseer Central Hospital. The current research included not only doctors but nurses
and pharmacist who were in direct physical diagnostic, nursing and drug prescribing contacts. Other HCPs

who were doing managerial or laboratory work were excluded.

Research objectives

® To assess the reasons of underreporting of ADRs as it needs to be well assessed in KSA.

® To correlate HCPs characteristics including their gender, age, professionalism and experience with their
knowledge, attitude and practice in order to be acquainted with all probable factors that may contribute

to ADRs reporting.
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Research question
To what extent are the medical cadres aware of the practice of adverse drug reactions at Aseer central

hospital in Saudi Arabia?

Literature Review

Adverse drug reactions (ADRs) have been recognized as the main cause of patients' morbidities and
mortalities worldwide in healthcare settings. Up to 98,000 mortalities due to medical errors were reported in
the USA on annual basis(w). Out of this total, an estimation of 7000 deaths was related to Adverse drug
reactions. An analysis conducted by the American pharmaceutical association counted up to 6000 deaths
from different types of ADRs and over two million with serious side effects””.

The risk of having ADRs are increasing by the concomitant administration of several drugs either
prescription or over the counters. The severity and numbers of ADRs increase with the increase in the number
of the administered drugs. The concomitant administration of several drugs is termed as polypharmacym)‘
The increased numbers of prescribed drugs higher the possibility of polypharmacy, however, this does not
mean to stop the patients from taking take many medications when appropriatem)‘ Drug-Drug interactions
(DDils) are defined as occurring interactions when the therapeutic effects of a specified drug are changed by
the co-administration of another drugm). Factors as drug dose, serum drug level, route of administration, drug
metabolism, duration of therapy, and patient factors, such as age, gender, weight and genetic predisposition
are all significant causes of drug interactions'".

The development of ADRs is affected by drug dosing in a number of ways as some drugs required to
be taken in the evening while others in the morning or before bedtime. For example, the antiplatelet effect of
aspirin is more potent when administered in the evening than when taken in the morning. Taking
bisphosphonates may lead to esophagitis when given in the evening(m). Dosing frequency is therefore
recognized as a potential factor that may lead to the development of ADRs.

Increasing the frequency of idiosyncratic toxicity with anti-infective drugs such as trimethoprim-
sulphamethoxazole are an examplem). Patients are more vulnerable to ADRs due to the presence of multiple
diseases and the use of many drugs. Many diseases accompanied with hypertension might have a high impact
on the response of the body to antihypertensive due to the negative effects of these diseases on the metabolic
processes of the body. The effects of drugs on the kidneys are lessened in patients with renal failure, because
of the loss of the active site for these drugs. This leads to increase the drug dose and consequently leads to
higher risk of ADRs. Prescribed NSAIDs may lead to serious medical problems in patients with peptic ulcers""®

Avoidance of ADRs has been an important issue in the field of pharmacovigilance studies. Many of these

studies address the importance of knowledge, attitude, and practice of ADR reporting with the view of

Evaluation of Knowledge, Awareness, (50)

and Practice of Adverse Drug Reactions Abomughayedh, Al



Journal of Medical and Pharmaceutical Sciences — AJSRP — Issue (3), Vol. (2) — September 2018

improving ADR reporting. The role of pharmacists in the management of ADRs has been investigated(w). The
authors concluded that pharmacists showed to play a positive role in monitoring ADRs.

On the basis of professionalism, there are wide variations of HCPs within the medical team and
should all participate in ensuring for the safety and efficacy of newly marketed drugs and their administration
would not impact any harm on the patients. Pharmacists should regularly report ADRs to the designated
health authorities in collaboration with other HCPs to help in withdrawing potentially serious drugs from the
market””. He provided useful insights for the community pharmacists to discover and report any ADRs
related to over the counter products and any complementary and alternative medications. Customers who
regularly come for prescription refill could be a good source to providing the pharmacists with their
experienced ideas for detecting and reporting ADRsm). Based on these findings, it was recommended to create
awareness system about ADRs reporting and find ways to simplify the system to make spontaneous reporting
easier and more reliable. In another study(zz) involving medical practitioners reported that professionals were
aware of adverse drug reaction reporting, however, their practices were far from encouraging it, leading to
under-reporting. These findings are in agreement with those which reported that HCPs in India were
knowledgeable and had the positive attitude about ADRs reporting, however, their practices were not
satisfactory and needed improvement(B)

A cross-sectional survey on the knowledge, attitude, and practice towards pharmacovigilance among
Nepalian HCPs™” found that they had the right attitude and practice, but they showed little pieces of
knowledge towards ADRs and pharmacovigilance concept. It was also reported that, although the majority of
HCPs were aware that, adverse drug reaction monitoring is essential, yet only a few of them had reported
ADRs to the pharmacovigilance center. Although adverse drug reaction monitoring is essential, only a few
ever reported them to the pharmacovigilance center. The two primary reasons for under-reporting was the
lack of awareness of the existence of the reporting system and have never come across any ADR. The study
concluded that there is a need for continuous educational initiatives for the health professionals to improve
pharmacovigilance at the hospital.

A study from Malaysia(zs) reported unsatisfactory conclusion regarding the knowledge, practices, and
awareness among HCPs®® recommended to implement ADRs in undergraduate teaching and further
reinforced during students’ internships so that good preparation for future HCPs with good
pharmacovigilance background could be attained. There are also needs to implement ways to improve HCPs
knowledge and attitudes of every health professional to enhance ADRs monitoring as part of their clinical

.o @
practlce( 7).
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Nursing was long recognized as important as doctors' practices. Nurses are to administer drugs as
prescribed by the doctors. They are the closest to patients more than any HCPs. It is therefore quite
appropriate that nurses must be among the first HCPs responsible to observe any changes in the condition the
patients after using the drugs. A study investigated nurses' knowledge, awareness, and practice towards ADRs
reporting(zg). The study showed that nurses had insufficient knowledge about the purposes, and usefulness of
the adverse drug reactions reporting system. In addition, their attitudes towards ADRs reporting were found
low. Further training of the nurses has been recommended to improve their level of ADRs reporting(zg).

However, there is still considerable research shortage in the Saudi Arabian Kingdom about the
knowledge, awareness, and practices towards reporting ADRs among HCPs. The purpose of this research was,
therefore, to assess HCPs knowledge, attitude and practice towards ADRs reporting with the purpose to draw

efficient ADRs program for the HCPs in Aseer region, KSA in order to enable them to be acquainted with

efficient ADRs reporting tools and procedures.
Method and Procedures

Research Design and Sample

The researcher sample included 230 of workers at Aseer Central Hospital (ACH) where 189
successfully responded and filled out the questionnaires completely; the return percentage is 82.17%)

Cross-sectional study was conducted using a questionnaire containing 20 modified Multiple-Choice
Questions “MCQ” (4 questions) detailed socio-demographic questions related to the healthcare practitioners
(HCPs) plus (7 questions) concerning the knowledge, attitude (4 questions) and practice (4 questions) of the
“HCPs” towards Adverse Drug Reactions “ADRs"®". One question was asked to determine the reasons for
under-reporting of ADRs. The validity of the questionnaires was determined using Cronbach Alpha (Cronbach
Alpha = 0.648). It is a value used to determine the validity of the studied questions. The obtained value was >
0.6 which means that the questions were valid.

Pretesting of the 20 questions in the questionnaire was done on 20 randomly selected HCPs working
in the hospital. The questionnaire was finalized after ambiguous and unsuitable questions were modified
based on the result of the pretested questionnaire. This questionnaire was designed based on previous studies
for assessing KAP of ADR reporting. Questionnaire Adapted from Gupta et al. (2015).

The study was conducted at ACH, which is the biggest tertiary care hospital in Aseer Region, south of
the Kingdom of Saudi Arabia

The socio-demographic characteristics include the HCPs gender, Age, profession (physicians,

pharmacists, and nurses) and years of experience.
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Statistical analysis

Information from the returned pretested questionnaire was coded and entered into Statistical
Package for Social Sciences (SPSS) version 22 software. Spearman's correlation was used to determine any
relationship between the training of pharmacovigilance and reporting ADR. Logistic regression analysis was
also employed to find the correlation between participant's characteristics in terms of gender, age, profession
(physicians, pharmacists, and nurses) and their knowledge, attitude and practice regarding adverse drug

reaction.

Results

Baseline characteristics of the study participants

The socio-demographic characteristics of the participant healthcare professionals (HCPs) working in
Aseer central hospital (ACP) are presented in Table 1 and further illustrated in Figures 1 - 4. Involved HCPs
were the physician, pharmacists, and nurses. Two hundred and thirty questionnaires were distributed among
the HCPs, however, 189 with a rate of 82% of the questionnaires were returned. The majority were females
(n=102, 54%) since the center employs too many nurses to ensure the proper delivery of health services and
most of the nurses are females. Most of the participants’ age was between 30 — 50 years (66%) compared
with 20.6% and 13.7% of the ages < 30, and > 50 respectively. The majority of the participants were females
(n=102, 54%). The majority of the participants were nurses (n = 89, 47%) followed by the physicians (n = 61,
32.4%) while the least participants were pharmacists as the number of employed pharmacists is too little.
Regarding the participant's experience, it is seen from Table 1 that, 35.6% was the highest rate the highest rate
of experience of between 11 — 20 years, followed by a rate of 28.4% with experience between 5 -10 years.

The least rates of 18,9% and 17.1% were fore experiences <5 years and > 20 years respectively.

Table (1) Socio-demographic Characteristics of Medical Team Participants

Males 87 46%
Females 102 54%
Total Participants 189

Age in Years:

<30 39 20.6%

From 30 —40 58 30.7%

From 41—-50 66 35.0%
Evaluation of Knowledge, Awareness, (53) Abomughayedh, Al
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Socio-demographic variables Frequency Percentage
>50 26 13.7%

Profession Status:

Physicians 61 32.4%
Pharmacists 39 20.6%
Nurses 89 47%

Experiences in Years:

<5 Years 36 18.9%
5—-10Years 54 28.4%
11 —-20Years 67 35.6%
>20years 32 17.1%

Knowledge

The results in Table 2, showed that 111 (58%), of the, participated healthcare professionals (HCPs),
correctly answer question No.1 regarding pharmacokinetic definition. The results in Table 2 also indicate that
70.2% of the HCPs were aware that, identifying medication safety is the most important purpose of
pharmacovigilance. On the other hand, up to 74.1% of the participants agreed that ADRs reporting is a
professional obligation for them. The vast majority (89.4%) agreed that reporting of ADRs in the hospital must
be the responsibility of all HCPs including physicians, nurses, and pharmacists of the participants, and a rate of
83.1% was acknowledged with the existence of the National Pharmacovigilance Program in the Kingdom of
Saudi Arabia. 76.2% of the HCPs were aware with the regulatory body responsible for monitoring ADRs in
Saudi Arabia as being the Saudi Food and Drug Administration (SFDA). About the location of the international

center for ADRs monitoring fewer rate (38%) of the participants correctly answered to be in Sweden.

Table (2) Frequency and percentages of HCPs Regarding their ADRs Knowledge

Right Answers Wrong Answers
Questions Related to HCP Knowledge
Frequency Percent Frequency Percent
Pharmacovigilance is defined as 111 58.7% 78 41.3%
2. Important Purposes of Pharmacovigilance 132 20.2% 57 508
include
3. Do you consider ADR reporting a 140 41% 49 55 99,
professional obligation for you?
4. Responsible Healthcare personal to reporting 169 89.4% 50 10.6%
ADRs in a hospital is/are
Evaluation of Knowledge, Awareness, (54) Abomughayedh, Al
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Right Answers Wrong Answers
Questions Related to HCP Knowledge

Frequency Percent Frequency Percent ‘

5. Have you ever heard about the National

157 83.1% 32 16.9%
Pharmacovigilance Center in Saudi Arabia?
6. In Saudi Arabia which regulatory body is
144 76.2% 45 23.8%
responsible for monitoring ADRs?
7. Where is the international center for ADRs
72 38.0% 117 62.0%

monitoring located?

ADRs = Adverse Drug Reactions HCPs = Health Care Practitioners

Attitude

Table 3 is a presentation of the frequency and percentages of The HCPs in the present study regarding
their attitudes towards ADRs. A total of 146 (77.1%) of the participants that, establishing an ADRs monitoring
center in every hospital is an essential request for better drug safety and consequent healthcare management.
Up to 179 (94.7%) of the participants positively agreed that pharmacovigilance should be comprehensively
taught in details to all HCPs to ensure medication safety. On the other hand, 131 (69.3%) reported positive
response that they have been reading articles relating to ADRs, while, a sum of 185 (97.9%) agreed for the

importance of reporting ADRs.

Table (3) Frequency and percentages of HCPs Regarding their ADRs Attitudes

Right Answers Wrong Answers

Questions Related to HCP attitude

Frequency Percent Frequency Percent
8. What is your opinion about establishing
146 77 1% 43 22.8%
ADR monitoring center in every hospital?
9. Do you think Pharmacovigilance should be
179 94.7% 10 5.3%
taught in detail to healthcare professionals?
10. Have you read at any time an article on
131 69.3% 58 30.7%
prevention of adverse drug reactions?
11. Do you think reporting of ADR is
185 97.9% 4 2.1%

necessary?

ADRs = Adverse Drug Reactions HCPs = Health Care Practitioners
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Practice

The results in Table 4 include the frequency and percentages of the HCPs regarding their practice
towards ADRs. It is shown that 130 (68.8%) participants reported having experienced ADRs in patients during
their practice, however, only 38 (20.1%) have ever reported ADRs cases to pharmacovigilance centers. Merely
94 (49.7%) participants were aware of having an idea about how an ADRs form looks like. Only 95 (50.3%) of

the HCPs reported being trained on how to report ADR cases.

Table (4) Frequency and percentages of HCPs regarding their Practice towards ADRs.

Questions Related to HCP Practices

Frequency Percent Frequency Percent

12. Have you experienced any ADRs with

130 68.8% 59 31.2%
your patients during your practice?
13. Have you ever reported ADRs to the
38 20.1% 151 79.9%
Pharmacovigilance center?
14. Do you have any idea about ADRs
94 49.7% 95 50.3%
reporting form?
15. Did you experience any training on how
95 50.3% 94 49.7%

to report ADRs?

ADRs = Adverse Drug Reactions HCPs = Health Care Practitioners

Reasons for under reporting

The factors discouraging participants from reporting ADRs were no remuneration (31.7%), lack of
time to report ADR (23.8%), believe that a single unreported case may not affect ADR database (21.8%), and
difficulty to decide whether ADR has occurred or not (22.8%).

The Correlation between pharmacovigilance training and ADRs reporting was analyzed by the use of
Spearman’s correlation coefficient. The results of the analysis in Table 5, shows medium and positive
correlation coefficient between pharmacovigilance training and ADRs reporting by the participated HCPs (r =

0.401,n=189 and p< 0.001) reporting ADRs.

Table (5) Spearman’s correlation Coefficient between Pharmacovigilance training and ADRs reporting

Have you been trained Have you ever reported
Statement
to report ADR? ADRs to PHV Center?
Have you been trained SP.C 1 0.401**
to report ADR? Sig. (2- tailed) 0.001
Evaluation of Knowledge, Awareness, (56) Abomughayedh, Al

and Practice of Adverse Drug Reactions



Journal of Medical and Pharmaceutical Sciences — AJSRP — Issue (3), Vol. (2) — September 2018

Have you been trained Have you ever reported
Statement
to report ADR? ADRs to PHV Center?
n 189 189
Have you ever reported P.C 0.401** 1
ADRs to PHV Center? Sig. (2- tailed) 0.001
N 189 189

ADR = Adverse Drug Reaction
SP.C. =Spearman'’s correlation coefficient
PHV = Pharmacovigilance

Table (6) Binary Logistic Regression between knowledge and HCPs characteristics

95 % ClI

Characteristics B P value OR Lower Higher
Gender:
Males
0.241 0.387 1134 0.753 2.054
Females

Total Participants
Age in Years:
<30
From 30 — 40 -.0.012 0.385 0.998 0.976 1.025
From 41 - 50
>50
Profession Status:
Physicians
Pharmacists 1.026 0.002 2.778 1.412 5.75
Nurses
Experiences in Years:
<5 Years
5—10Years 1.021 0.009 2.815 1.311 6.041
11—20Years
20 years
B = Regression Coefficient (positive values indicate higher probabilities and negative values indicate

lower probabilities, OR = Odds Ratio, 95% Cl = Confidence Interval, p value significance at < 0.05

Evaluation of Knowledge, Awareness, (57)
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Table 6: illustrate the binary logistic regression data between HCPs covariate and their knowledge
regarding ADRs. There was significant association between the knowledge and the HCPs professionalism
(physicians, nurses and pharmacists) and years of experiences with respective values of (P = 0.002, OR 2.778,
Cl1=1.412-5.75) and (p =0.009, OR =2.815, CI = 1.311-6.041), While the values for the HCPs gender and age
showed no significant difference in their knowledge with respective values of (p =0.387, OR = 1.134, Cl =
0.753-2.054) and (p =0.385,0R=0.998, C1=0.976-1.025).

Table (7) Binary Logistic Regression between attitude and HCPs characteristics

95 % ClI

Characteristics B P value OR Lower Higher
Gender:
Males
0.204 0.278 1.103 0.653 2.154
Females

Total Participants
Age in Years:
<30
From 30 — 40 -.0.022 0.394 0.898 0.966 1.014
From 41— 50
>50
Profession Status:
Physicians
Pharmacists 1.011 0.001 2.778 1.412 6.75
Nurses
Experiences in Years:
<5 Years
5—10Years 1.029 0.007 2.724 1.368 8.041
11—20 Years
20 years
B = Regression Coefficient (positive values indicate higher probabilities and negative values indicate
lower probabilities, OR = Odds Ratio, 95% Cl = Confidence Interval, p value significance at <0.05
Regarding the Binary Logistic Regression between attitude and HCPs characteristics in Table 7, the
data agreed with that for the knowledge in Table 6 and the data for the relation to the attitude were

significantly correlate for the professional status (physician, nurses and pharmacists) and for the years of
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experiences with respective values of (p =0.001, OR = 2.778, Cl = 1.412-6.75) and (p = 0.007, OR 2.724, CI =
1.368-8.041). On the other hand, the effect of gender and age were not significant with respective values of (p
=0.278, OR=1.103, CI =0.653-2.154) and (p = 0.394, OR = 0.898, CI = 0.966-1.014).

Table (8) Binary Logistic Regression between Practice and HCPs characteristics

95 % Cl ‘

Characteristics B P value OR Lower Higher
Gender:
Males
0.216 0.367 1.200 0.554 2.045
Females

Total Participants
Age in Years:
<30
From 30 — 40 -.0.518 0.494 0.706 0.166 1.985
From 41— 50
>50
Profession Status:
Physicians
Phiarmacists 1.311 0.001 2.878 1.912 8.75
Nurses
Experiences in Years:
<5 Years
5—10Years 1.038 0.002 2.924 1.556 9.143
11—20 Years
220 years
B = Regression Coefficient (positive values indicate higher probabilities and negative values indicate
lower probabilities, OR = Odds Ratio, 95% Cl = Confidence Interval, p-value significance at < 0.05
The Binary Logistic Regression between Practice and HCPs characteristics are shown in Table 8.
Again, the data seems to agree with those in Table 6 and 7 as there were significant differences between HCPs
profession and experiences regarding their practice with values of (P = 0.001, OR = 2.878, Cl = 1.912-8.75)
and (p =002, OR = 2.924, CI = 1.556-9.143). Both the HCPs gender and age showed no significant difference
on their practice and the respective values were (p = 0.367, OR = 1,200, Cl = 0.554-2.045) and (p = 0.494, OR
=0.706, Cl = 1.66-1.985)
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The data in Tables 6, 7 and 8 showed that both HCPs Professionalism (physicians, nurses, and
pharmacists) and their years of experiences were significantly more likely to affect their knowledge's, attitudes

and practices rather than their gender and/or age.

Discussion

The results of the present investigation in terms of HCPs knowledge, attitude and practice were
compared with some previous reports in Table 9 and found comparable.
Table (9) Comparison with some previous works on HCPs knowledge, attitude and practice regarding
ADRs.
Present SandeepK. RajeshR,et KhanSA, et
Work%  etal 2017)* al(2011)®  al(2013)™

Knowledge Related Questions

Definition of pharmacovigilance. 58.7% 62.4% 55.2% NA

ADR reporting is a professional obligation. 741% 69.3% 89.4% 66.2%

The existence of pharmacovigilance
program 83.1% 75.2% NA 69.1%

in Saudi Arabia reporting system.
Attitude Related Questions

Reporting of adverse drug reaction is

97.9% 97% 91.8% 95.6%
necessary.
Pharmacovigilance should be taught to
94.7% 92.1% 94.1% NA
healthcare professionals.
ADR monitoring center should be
77 1% 74.3% 70.6% NA

established in every hospital.

Practice Related Questions

Ever experienced ADRs During practice. 68.8% 64.4% NA NA
Ever reported any ADR. 20.1% 22.8% NA 19.1%
HCPs training on how to report ADR. 50.3% 53.5% 50.5% 25%

The results in the present studies revealed that vast number of the healthcare professionals "HCPs"
agreed on the necessity to reporting ADRs in regular bases with the implementation of detailed

pharmacovigilance as a necessity that acknowledges HCPs on how to detect and report ADRs. In this study,
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there was a remarkable difference between the HCPs experience on ADRs during practicing within their
patients (68.8%) and the percentage of those who actually reported ADRs (20.1%). The factors responsible for
underreporting were also determined in this study. The determinants of underreporting, from our study
include, lack of time to report ADRs, believe that a single unreported case may not affect ADRs database.
Other reasons were lack of training, unawareness regarding the ADRs reporting form, ignorance of the rules,
and procedure for reporting. A comparison with the results of the published studies on HCPs response
regarding ADRs, KAP seen in Table 9 demonstrated that knowledge and attitude towards pharmacovigilance
are improving among healthcare professionals, but unfortunately the actual practice of ADRs reporting is still
deficient among them.

Socio-demographic characteristics of the gender, age, professionality (Physician, nurses, pharmacists)
in addition to their years of experiences have shown to have a variable effect on the participants’ knowledge,
attitude and practice (KAP).

The regression results indicated that neither gender nor age have a significant difference on the
participant's response to KAP and do not seem as major predictors in this situation. On the contrary,
participants professionality showed significantly different responses in KAP. The reason could be attributed to
that, physicians are rather exposed to their patients during diagnosis of their illnesses and prescribing the
medication so that, they are more acquainted to recognize any complication or side effects to report as ADRs.
Nurses are also in close contact hospitalizing the patients but maybe in a lesser degree than the physician so
that; they could have a moderate response to ADRs. About the pharmacists, their contact with their patients is
tangential to handling them their prescribed medication without any positive communication about the
patient case.

The years of experiences seem to effectively participate in the degree of KAP. The explanation of that
could be related to that, as the participant had extended experience dealing with the patients and exposed to
similar cases for long period of time they may be able to realis and guess for any abnormal thing or behavior
on the patient condition and consider it as a sort ADRs that required to be reported as a case study. The study
highly recommends putting more power into implementing well-designed pharmacovigilance course to all
HCPs especially those young HCPs and those belonging to the hospital and clinical pharmacists.

Other reasons were lack of training, unawareness regarding the ADRs reporting form, ignorance of
the rules, and procedure for reporting. The comparison with the results of published studies demonstrated
that knowledge and attitude towards pharmacovigilance are gradually improving among healthcare

professionals, but unfortunately the actual practice of ADR reporting is still deficient among them. The
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adverse event reporting rate from our study is low which is similar to previously reported results of Hardeep et
al. (2013)%>

Most importantly, the huge gap between the ADR experienced and ADR reported by the healthcare
professional was also evident in previously reported studies conducted in the study of Pimpalkhute, er a/
(201 2)(36). In our study, less percentage of participants had ever been trained on reporting ADRs which is
similar to the low percentage of training imparted to healthcare professionals in previously reported results
from the study of Khan er a/. (201 3)(5).

The current study reemphasized the fact that there is a positive correlation between the training of
pharmacovigilance and reporting ADRs by the healthcare professional and it demonstrated that the
significance of adverse event monitoring and reporting can be increased through academic interference.

Factors such as the unawareness about the method to decide the causal relationship between the ADRs can

only be removed by regular training(37).

Conclusion

Out of 230 pretested questionnaires, a total of 189 (82.17%) HCPs were respondent. 58.7% of
healthcare workers gave a correct answer regarding the definition of pharmacovigilance. 83.1% of HCPs were
aware regarding the existence of a National Pharmacovigilance Program of in the Kingdom of Saudi Arabia.
74.1% healthcare professional agreed that ADR reporting is a professional obligation. On the other hand,
68.8% have experienced ADRs in patients, however, only 20.1% were able to report ADRs to
pharmacovigilance center. Incidentally, only 50% of healthcare workers have been trained for reporting
adverse reactions. Fortunately, 97.9% of healthcare professionals agreed that reporting of ADRs are necessary
and 94.7% were of the view that pharmacovigilance should be taught in detail to the healthcare professional.
Regarding the effect of HCPs characteristic on the degree of response to the knowledge, attitude and practice
(KAP), Binary logistic regression showed that, HCPs gender and age seemed to be insignificantly correlated in
their response towards the KAP (p = > 0.05), however, both professionalism (being physicians, Nurse or
pharmacists) and the years of experience were significantly correlated. Spearman’s correlation coefficient
showed a medium and positive correlation between pharmacovigilance training and ADRs reporting by the
participants (r=0.401, n =189 and p <0.001).

The researcher suggests teaching pharmacovigilance for the undergraduates and to develop a
curriculum for healthcare professionals. Besides, it is recommended to organize regular training on
pharmacovigilance including adverse drug reaction (ADR) reporting. Finally, it is preferable to establish a

network of doctors for ADR reporting.
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