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Abstract 

Spontaneous adverse drug reaction (ADR) reporting is the cornerstone of pharmacovigilance. 

However, underreporting is a huge problem due to lack of reporting, especially in developing 

countries, where system of pharmacovigilance is not consolidated. A descriptive cross-

sectional survey is conducted on  health professionals (physicians and nurses) working in 

Mother Theresa hospital in Tirana from September 2017 to June 2018 aimed to estimating the 

level of pharmacovigilance knowledge and practice of health professionals. A questionnaire 

which was suitable for assessing the basic Knowledge, Attitude and the Practice (KAP) of 

pharmacovigilance was designed and distributed among the physicians and nurses and filled 

up forms collected back and analyzed by using software SPSS 20.                                                                                                                                               

Out of 250 distributed forms 200 forms were received back, reflecting a response rate of 80%. 

Results of this survey have shown that 80% of interviewed didn’t know about the term of 

pharmacovigilance Over 90 % of declaration of adverse drug reaction were made to the 

medical representatives and less than 10% to the National Pharmacovigilance Centre. 50 % of 

physicians and 65 % of nurses were not aware of the existence of National 

Pharmacovigilance Center.  A wrong definition of pharmacovigilance term was given by 

60% of physicians and 70% of nurses. Pharmacovigilance is a public health problem in 

Albania, with due to lack of good knowledge and practice of medical staff (physicians and 

nurses). There was a great need to create awareness among physicians and nurses to improve 

the knowledge about pharmacovigilance and the reporting of ADRs.                                                                 

Keywords: Adverse drug reaction, Knowledge, attitude, and practices study, 

Pharmacovigilance, Spontaneous reporting 
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INTRODUCTION 

Medicines during its normal therapeutic use has a potential to produce adverse drug 

reaction(s) (ADRs). ADR is defined according to WHO (2002) as any response to a drug 

which is noxious and unintended and occurs at doses normally used in man for prophylaxis, 

diagnosis or therapy of disease or the modification of physiological function. ADRs 

contribute to a significant number of morbidity and mortality all over the world (Oshikoya 

2009: Lazarou et al., 1998; Classen et al., 1997; Beard 1992; Murphy 1993). It has been 

estimated that around 2.9-5.6% of all hospital admissions are due to ADRs and as many as 

35% of hospitalized patients experience an ADR during their hospitalization (Baniasadi et al, 
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2008; Pirnmohamed et al, 2004; Ahmed 1997). In the UK, about 6.5% of all admissions to 

hospitals are due to an ADR, and the overall fatality was 0.15% (Pirmohamed et al., 2004). A 

prospective study by Ahmed (1997) demonstrated that drug related problems report in Saudi 

Arabia showed that the mortality rate associated with ADRs in provincial hospitals was found 

to be 3.8% from the overall deaths in the general practice. In the United States, more than 

100,000 deaths are attributed annually to serious adverse drug reactions (Lazarou et al., 

1998). The economic burden of ADRs is also considerable; for example in the United States, 

annual total cost of $47.4 billion for 8.7 million drug related admissions were reported 

(Millar 2001).  

 

Recent estimates suggest ADRs to be the fourth major cause of death in the United States 

(Lazarou et al., 1998). In order to identify the offending drugs causing ADRs, several 

countries have initiated pharmacovigilance programs in the recent past. There are differences 

among countries and regions within countries in the occurrence of drug-related problems. 

This may be due to differences in diseases, prescribing practices, drug regulatory system, 

availability of drugs, genetics, diet habits and use of herbal remedies which may pose specific 

toxic problems. Because of these variation in drug response it has been recommended for 

every country to set up their own pharmacovigilance programs (WHO 2002) Most countries 

in the world have, therefore, established formal procedures to encourage healthcare 

professionals to report suspected ADRs they encounter in their clinical practice to their 

national drug regulatory authority or to the appropriate pharmaceutical manufacturer. 

Many developed countries have strong pharmacovigilance systems. Good pharmacovigilance 

system will identify the risks and the risk factors in the shortest possible time so that harm 

can be avoided or minimized (WHO 2006). These systems among other use spontaneous 

reporting to collect and analyze adverse events associated with the use of drugs.  

 

Although pharmacovigilance programs are successful in improving drug use patterns, 

underreporting of ADRs is felt as a major problem (Lee 2003). There is also strong evidence 

of significant and widespread under-reporting of ADRs to spontaneous reporting systems 

including serious or severe ADRs (Hazell et al, 2006). Under-reporting of ADRs is very 

common. It has been estimated that only 6– 10% of all the ADRs are reported (Feely et al., 

1990). One of the reasons for under-reporting might be a poor understanding of the 

healthcare professionals towards the existing pharmacovigilance program. In Malaysia, lack 

of awareness about the existence, function and purpose of national ADR reporting were the 

major reasons for under-reporting (Aziz et al, 2007). Researchers from Portugal found a 

strong association between attitudes associated with under-reporting (Herdeiro et al, 2005). In 

China, healthcare professionals had only a little basic knowledge of ADR and about the 

existing voluntary reporting system and were the major reasons for underreporting (Li et al, 

2004). In Nigeria, the commonest factors responsible for under-reporting were lack of 

knowledge on the availability of reporting forms and ignorance of the reporting procedure 

(Okezie et al, 2008).  A recent systematic review reported knowledge and attitudes of health 

professionals to be strongly related with reporting of ADRs.  

Physicians, pharmacists, dentists and nurses are in a position to play a major key role in 

pharmacovigilance programs (Ahmad 2003, Wysowski 2005) but under-reporting is very 

common, with an estimated median under-reporting rate of 94%  (defined as percentage of 

ADRs detected from intensive data collection that were not reported to relevant spontaneous 

reporting systems) (Hazell 2006).  

Although pharmacovigilance programs are successful in improving drug use patterns, under 

reporting of ADRs is felt as a major problem (Zolezzis 2005) In order to improve the 
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reporting rate, it is important to improve the Knowledge, Attitude and Practices (KAP) of the 

healthcare professionals regarding ADR reporting and Pharmacovigilance.  

The Pharmacovigilance Center in Albania is established in 2011, so pharmacovigilance is 

still in its first steps and there exists very limited knowledge about this discipline. There is a 

lack of studies that address the knowledge, attitudes and perception of healthcare 

professionals toward the pharmacovigilance system and ADRs reporting. in this country. The 

aim of the present survey was to assess the knowledge and awareness of ADRs reporting and 

pharmacovigilance system among the healthcare professionals.  

 

MATERIAL AND METHODS  

A cross sectional study was carried out among the physicians and nurses working at the 

Mother Theresa Hospital University Center in Tirana, Albania from September 2017 to June 

2018.. The questionnaires were distributed among the 125 physicians and 125 nurses. A total 

from 200  filled questionnaire were returned (94 physicians and 106 nurses) and thus 

response rate was 80%.The self-administered questionnaire was used to assess the awareness 

of reporting of ADRs and pharmacovigilance among physicians and nurses. The 

questionnaire was structured to obtained demographics data of the participants, information 

about their knowledge of definition of pharmacovigilance, of ADR reporting, attitudes to 

reporting, factors that may influence reporting. The questionnaire included both open-ended 

and close-ended questions. The questionnaire after its preparation was reviewed by subject 

experts as regards the face validity, content validity and the relevance and 

comprehensiveness. The questionnaire was validated through a pilot study of 20 randomly 

selected physicians and nurses. The questionnaire was finalized after ambiguous and 

unsuitable questions were modified based on the result of pretest. The approval from the 

ethics committee was obtained before starting the study. Data analysis was performed using 

SPSS version 20. The results were analyzed by using simple descriptive statistics involving 

frequencies, percentages, and proportions. 

 

RESULTS AND DISCUSSION 

Data on demographic characteristics and professional details of respondents are shown in 

graphs 1  and 2. 

 

 

Graph 1                                                                                     Sex Distribution 
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Graph 2: Years in profession 

 

 

A total of 250 questionnaires, equally by 125 questionnaires, were distributed among the 

physicians and nurses, and were returned 94 questionnaires (75.2%) from physicians and 106 

(84.4%) were returned from nurses. The ratio female: male of medical workers that have 

filled the questionnaires was 52.60%:  47.40% for physicians and had a average age of 

39.86±11.22 years, ranged from 23 – 68 years, whereas for nurses the ratio female: male was 

78.85% : 21.15% and the mean age of 35.55 ±11.47 years,  ranged from   22 – 61 years.  

When grouped according to years of experience, about 45% of the physicians and 25% of 

nurses have up to five years worked. 

 

Knowledge on pharmacovigilance 

Data obtained from this survey have shown that 40.62% of physicians and 35.48% of nurses 

gave correct response regarding the definition of pharmacovigilance. 55.21% of physicians 

and 30.77% of nurses were aware that the most important purpose of pharmacovigilance is to 

identify safety of the drug, whereas regarding obligation for reporting of ADRs 86.31% and 

97.11% of respectively healthcare professional agreed that ADR reporting is a professional 

obligation for them. 50.52% of physicians and 41.41% of nurses were aware regarding the 

existence of Center of Pharmacovigilance in Albania.  66.67% of interviewed physicians and 

20.94% of nurses recognize the Albanian Agency for Medicinal Products and Medical 

Devices as the institution to which ADR of a medicinal product are to be reported.  

 

Table 1     Definition of pharmacovigilance 

 

Define Pharmacovigilance 

 

Physicians 

 

 

Nurses 

 

The science detecting the type and incidence of ADR after drug 

 is marketed 

47 (48.96%) 48 (46.15%) 

The science of monitoring ADR’s occurring in a Hospital     5 ( 5.21%) 15 (14.42%) 

The process of improving the safety of the drug   5 ( 5.21%)   4 ( 3.85%)   

The detection, assessment, understanding and prevention of adverse 
effects 

39(40.62%) 37 (35.58%) 
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Graph 5 

                         Purpose of pharmacovigilance 

 
 

Results of this survey have shown that 40.62% of physicians and 35.58% of nurses gave 

correct response for definition of pharmacovigilance, whereas for the most important purpose 

of pharmacovigilance correct answer were 55.21% and 30.77% respectively.  
  

Attitude 
While assessing the pharmacovigilance related attitude of the healthcare professionals it was 

found that 97.11% of physicians and 86.31% of nurses agreed that reporting of ADR is 

necessary. There was strong agreement among the medical practitioners on the need to report 

ADR. Based on survey from Romania, majority of the medical practitioners strongly agreed 

ADR reporting is mandatory 60.1% (Paveliu et al., 2013), similar finding was obtained from 

UAE 66.7% (John et al., 2012), Pakistan 80% (Iffat et al., 2014), and from India 95% 

(Adhikary et al., 2013)  and 80.9 % (Gupta and Udupa, 2011). In contrast, only one study 

from India had different finding where only 15.2% of the medical practitioners believed 

reporting ADR is compulsory (Pimpalkhute et al., 2012). 
 

Assessment of pharmacovigilance related practices 

Among the participants, 74.64% have experienced ADRs in patients and none of ADRs in 

reported at Center of Pharmacovigilance. 35.42% of physicians and 23.88% of nurses have 

knowledge for reporting of ADRs. Survey data indicated that doctors’ practice on ADRs 

reporting is generally poor because many came across ADRs but did not take any action. In a 

study conducted in Nigeria 64.9% of medical practitioners said they have not come across 

ADR (Awodele et al., 2011), similar finding was obtained in Pakistan 65.6% (Iffat bet al., 

2014 and 50% (Upadhyaya et al., 2012) in India. 

 

 Reasons for underreporting 
The factors discouraging participants from reporting ADRs were uncertain of how to report 

37.36%, lack of time 5.67% , forgetfulness   3.07%, lack of feedback   12.45%, unavailability 

of reporting form 44.33%, ADRs was well known 8.59%, etc. 

In a survey conducted in UAE 71% of physicians suggested that lack knowledge of reporting 

procedure is major reason for under-reporting (John et al., 2012). Similar findings was 

obtained in India 70% (Desai et al., 2011), and Nigeria 48.6% (Adedeji et al., 2013). In 

another surveys ADR reporting was considered as time consuming, India 45% (Sanghavi et 

al., 2013) and Netherland 35% (Passier et al., 2009). In a survey conducted in Malaysia 
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doctors felt that uncertainly about ADR discourage reporting 76.6% (Agarwal et al., 2013), 

similar outcome was obtained in Sweden 75% (Backstrom and Mjorndal, 2006), Romania 

40.2% (Paveliu et al., 2013) and India 30.9% (Khan et al., 2013). In another survey carried 

out in Portugal 20% of physicians felt that ADR report will put their carrier at risk (Herdeiro 

et al., 2005), also in India 46.5% (Kamtane and Jayawardhani, 2012) 

It was found in this survey that about 70% of respondents do not know how to report ADRs. 

Similar findings have been reported in Northern India (Rehan et al. 2002), Italy (Cosentino et 

al. 1997) and China (Li et al. 2004) were majority of the participants were having poor 

knowledge on ADR reporting, but different from the findings of other studies conducted at 

UK (Evans et al. 2006), Australia (Christopher et al. 2001) and Nigeria (Enwere et al. 2008) 

were adequate knowledge on how to report was identified among the healthcare 

professionals. It is a serious concern to realize that such a large proportion of the participants 

does not know how to report ADRs because this can delay signal detection and impact 

negatively on the public health. The present survey showed that in terms of knowledge by 

profession, nurses had lesser knowledge than doctors on ADR reporting. One possible 

explanation could be ADR reporting was initially regarded as a professional obligation for 

other profession except nurses. These results suggest that the role of nurses in ADR reporting 

should be clarified and that they should start to be given an open access to reporting (Hall et 

al. 1995), as they are often the first contact with patients. 

Overall in the current survey, only a part of physicians knew how to report ADRs and  

answered correctly that life threatening reactions are one of the reactions that need to  be 

reported. These findings were also observed on the studies conducted by van Grootheest et al. 

(2002) and Ekman et al. (2009) were majority of the doctors were having knowledge on the 

kind of reactions that have to be reported. Surprisingly, more than 73% of the physicians and 

87% of nurses were not aware of the format of reporting on this survey. This is consistent 

with the findings of a study conducted by Oshikoya et al. (2009) in Nigeria whose results also 

revealed majority of the physicians were not aware of the format of reporting. This is clearly 

an indication that awareness on ADR reporting will be very essential among the physicians 

and nurses even though some of them reported to have knowledge on ADR reporting. 

Overall, the attitude of healthcare professionals in this study was positive. The survey  

found that majority of the respondents felt that reporting of ADR can benefit the 

public health, one report can make a difference and filling of the ADR yellow form is  

useful. It was good to notice that majority of the participants in this survey considered  

ADR reporting as important.  

Results of this survey shown that physicians and nurses have a negative attitude regarding 

reporting of ADRs. Similar results are obtained in other countries like Canada (Golafshani, 

2003), Nigeria (Enwere et al. 2008) and Germany (Hasford et al. 2002) physicians were 

reported to have a negative attitude towards ADR reporting because they believed that 

observing ADRs raises no concern and that there is no need to report them. The finding of the 

studies conducted at Australia (Evans et al. 2006), Iran (Hajebi et al. 2010) and UK (Wilson 

et al. 2008) also showed that nurses had a positive attitude towards ADR reporting because 

they felt that all ADRs are valuable and should be reported. 

In clinical practice, over 74% of healthcare professionals in the current survey had at  

some point diagnosed ADRs. However, none of those who diagnosed ADRs did not report 

them to pharmacovigilance reporting center and those who reported claimed to have reported 

the suspected ADRs to the pharmaceutical companies, hospital and physicians. It is likely that 

most of the reported ADR cases were actually not formal written reports, but oral reports 

made during an informal conversation hence they were not reported to any reporting place. 

This high rate of underreporting of ADRs to the reporting centers was also observed among 

and physicians at Portugal (Davis et al. 1999), USA (Belton et al. 1995) and Nigeria (Enwere 
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et al. 2008). These findings could be the results of unavailability of reporting forms at the 

hospitals and also inadequate knowledge on the existence of the pharmacovigilance centres. 
 

The findings of a study conducted at Iran (Hajebi et al. 2010) were that 70% of the  

nurses had never encountered an ADR when compared to a similar study in China (Li  

et al. 2004), were 85% of nurses had encountered with an ADR before.  Regarding, the place 

where ADR are supposed to be send, nurses had a different insight on that. The findings 

made by Hajebi et al. (2010) were that, most nurses used to send their reports to physicians in 

the ward (56%), and head nurse (26%)   

 

It was found in this survey that there are main reasons that might have contributed 

towards under-reporting of ADRs among the participants such as uncertain on how to report 

lack of feedback and unavailability of reporting forms and lack of time, This is consistent 

with other studies conducted among physicians at Nigeria (Enwere et al. 2008) and US 

(Belton et al. 1995).. From these results, it is clear that respondents did not know the 

procedure for the ADR reporting and monitoring.  

 

The limitations of this survey the limited number of physicians and nurses were participated 

although, the response rate was satisfactory. This survey was also conducted in one setting 

and views of healthcare professionals from other similar setting could not be explored. 

 

CONCLUSION 

The results of our survey indicate that majority of the healthcare professionals  

had a poor knowledge and attitude about pharmacovigilance. There was a huge gap between  

the ADR experienced and ADR reported by the healthcare professionals. It is a urgent need to 

improve physicians and nurses attitude towards ADR reporting.  
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