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Abstract: 

Objective: To analyse consumer perspectives regarding drug information 
and safety and opinions on consumer reporting of adverse drug reactions 
(ADR). Methods: A voluntary survey was conducted in a population ≥ 18 
years of age in Asturias, a region in northern Spain. The survey was 

designed to be completed in a face-to-face street interview or completed 
independently by the consumers. The survey consisted of structured 
questions organized in four sections: I) Demographic data, II) Use of 
medicines, III) Reading and understanding of the patient information 
leaflet (PIL) and IV) Awareness and perception about direct consumer 
reporting of ADR. Key findings: A total of 402 surveys were given and 
analysed; 295 were completed independently and 107 were completed in 
street interviews. Of the total responders, 82.3% had taken some drug(s) 
in the previous three months, although only 62.4% had done so by medical 
prescription. A quarter of respondents claimed that they never read the PIL 
of medicines, 12.7% that they sometimes read it, and 61.4% that they 
always read this information. A high percentage (82.8%) of respondents 

reported that they were not aware of consumer reporting of ADR, and 
86.1% stated their agreement with this option. Conclusions: Consumers 
have great interest in useful information about all aspects involved in the 
use of medicines. This includes consumer reporting of suspected ADR, 
which is still unknown to many consumers.  
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Introduction 24 

Medical practice has always been guided by ethical principles. The principle of 25 

autonomy takes into account the rights of individuals to actively participate in the 26 

decisions involved in their own health and, by extension, the right to access sufficient 27 

information to be able to carry out this activity
[1]

. In recent decades, demographic, 28 

economic, technological and educational changes in the population have resulted in a 29 

new model of patient who is better informed and is an active player in self-care and 30 

shared decision-making
[2]

. The concept of a “patient-centred approach” is directly 31 

related to the concept of “patient empowerment”, which refers to patients shedding 32 

their passive role and playing an active part in decision-making processes that impact 33 

their health and quality of life
[3]

.  34 

One of the most significant recent changes in pharmacovigilance is the formal 35 

leading role of patients
[4]

 or, in a wider sense, consumers
[5]

. The aim of spontaneous 36 

reporting systems is to detect new signals, and in order to do that, pharmacovigilance 37 

centres need many good-quality reports
[5]

. There is evidence to show that new and 38 

novel adverse reactions can be detected through consumer reporting
[6]

. European 39 

legislation that came into effect in July 2012
[7]

 urges member states to develop tools to 40 

facilitate the direct spontaneous reporting of suspected adverse drug reactions (ADR) 41 

by patients. Until then, in Spain, spontaneous ADR reporting was mainly based on 42 

reports of health professionals to the health authorities
[8,9]

. In compliance with the 43 

abovementioned European legislation, in 2013, the Spanish Ministry of Health, Social 44 

Services and Equality published a new directive
[10]

, and the Spanish Agency of 45 

Medicines and Medical Devices developed an electronic format to collect reports of 46 

suspected ADR directly from consumers, which is also available through a direct link 47 

from its website. This option was published in a safety warning in January 2013
[11]

. 48 

Consumer reporting of ADR gives new perspectives on consumers’ own unfiltered 49 

experiences of the side effects of drugs in a way that is not otherwise available
[12-15]

. 50 

The growing numbers of patient reports indicate European patients’ high motivation to 51 

report ADR and suggest that the new European Union pharmacovigilance legislation 52 

has made a positive impact by empowering patients
[16]

.
 

53 
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However, to our knowledge, in Spain, no promotional campaign concerning this 54 

issue and directed towards the public has been developed, nor have the results of 55 

direct patient reports of ADR to the Spanish Agency of Medicines and Medical Devices 56 

been published. Furthermore, to date, no studies on consumer awareness and 57 

perception regarding information on drug safety have been performed in Spain. 58 

Therefore, the aim of our study was to analyse the perspectives of consumers on 59 

medicine information and safety and on direct patient reporting of suspected ADR.  60 

1. Methods 61 

The study was carried out by researchers of the University of Oviedo in the 62 

Principality of Asturias, Spain, as part of a research project aimed to foster 63 

spontaneous reporting of ADR by consumers. This project (65/2012) was approved by 64 

the Clinical Research Ethics Committee. The Principality of Asturias is a region located 65 

in northern Spain, with an area of 10,603.57 km
2
 and a total population of 1,034,449 66 

inhabitants. 67 

 A voluntary survey of people ≥ 18 years of age in the Principality of Asturias in 68 

the cities of Oviedo, Gijón and Avilés and the towns of Langreo and Cangas del Narcea 69 

was conducted between May 2014 and May 2015. Based on the study published by 70 

Krska et al
[17]

, a survey written in Spanish was developed. At the top of the first page of 71 

the final questionnaire, a box explaining the subject and aim of the survey was 72 

included. All members of the research team contributed to the development of the 73 

questions. At the beginning of the study, two researchers worked together to deliver 74 

the first 50 surveys. After this pilot period, the survey was reviewed by the research 75 

team, and some corrections were made to the content and order of questions.  76 

The questionnaire was designed to be completed in a face-to-face street 77 

interview or independently by consumers. In the street interviews, the people 78 

surveyed were randomly selected by the researcher. At the beginning of the interview, 79 

the survey was presented as part of a research project at the university, and the 80 

subject and the aim of the study were explained. Self-completed surveys were mainly 81 

completed in social centres in collaboration with the person in charge. In Spain, there 82 

is a network of social centres aimed at the whole population that provide activities 83 
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related to social information delivery, entertainment and community sociocultural 84 

promotion. In each of these centres, a non-specific large number of survey forms were 85 

left, and 1-2 weeks later, a researcher collected the completed surveys. Of these, only 86 

7 were declared null for lack of completeness (missing information) or for 87 

methodological reasons (age < 18 years).   88 

The survey consisted of structured questions organized in 4 sections: I) 89 

Demographic data: age, sex and level of education, including a question on health 90 

education; II) Use of medicines: 6 closed questions; III) Reading and understanding of 91 

the patient information leaflet (PIL): 1 open and 2 closed questions; and IV) Perception 92 

and awareness towards direct reporting of suspected ADR: 6 closed questions. The 93 

level of education was classified as follows: a) high education (ISCED 2011
[18]

, levels 5-94 

8), b) upper secondary studies (ISCED 2011, levels 3-4), c) lower (compulsory) 95 

secondary or primary studies (ISCED 2011, levels 1-2) and c) no education (ISCED 2011, 96 

level 0).  97 

A preliminary analysis of the results was conducted with the first 264 98 

responses. To record the survey results, a data matrix was created with Microsoft Excel 99 

2010. Definition of study variables, filtering of data and statistical analysis were 100 

performed by syntax with IBM SPSS Statistics 22. Age was treated as a discrete and 101 

metric variable and presented as median [range]. Other metric variables were 102 

expressed as the mean ± standard error of the mean (SEM), and categorical variables 103 

were expressed as frequencies and percentages. Pearson’s chi-squared (χ
2
) test was 104 

used to compare proportions for categorical variables, and a t-test was used to 105 

compare means with metric variables. The level of statistical significance was set at p ≤ 106 

0.05.    107 

3. Results  108 

3.1. Demographic data 109 

 Of the population asked to participate, only 23 people declined to participate in 110 

the study. A total of 487 surveys were returned, but 85 were excluded from the 111 

analysis: 77 because respondents had some type of health education and 8 due to 112 

incomplete information. Of the remaining 402 analysed surveys, 295 were completed 113 
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by the respondents and 107 were completed by the researcher, according to the 114 

information provided by the respondent. Table 1 shows the demographic details of the 115 

surveyed population compared with the overall Spanish population according to the 116 

2011 census data 
[19]

.   117 

3.2. Use of medicines 118 

 The results obtained in this section are summarized in Table 2. Of the total 119 

number of respondents, 331 (82.3%) had taken some drug(s) in the previous three 120 

months, but only 251 (62.4%) had done so by medical prescription. The use of drugs 121 

without versus with medical prescription was significantly (p < 0.01) higher among 122 

respondents aged 18-45 years [125 (75.8%) vs 75 (45.5%)] and 46-65 years [139 123 

(84.7%) vs 109 (66.5%)] compared to respondents aged 65 or more years [64 (95.5%) 124 

vs 64 (95.5%)]. The consumption of non-prescribed medicines was mainly self-125 

medication [48 (11.9%)] or based on the pharmacist’s advice [18 (4.5%)]. On the other 126 

hand, although the total use of drugs, both prescribed and non-prescribed, was similar 127 

for all educational levels, the consumption of prescribed drugs was significantly higher 128 

(p < 0.01) in the surveyed population with lower educational levels [17 (89.5%) in 129 

respondents with no education vs [60 (46.5%) in those with higher education]. 130 

 Most respondents stated that when taking a medicine, they knew what it was 131 

for [365 (90.8%)] and with what frequency they should take it [367 (91.3%)] (Table 2). 132 

The level of knowledge of these two items was higher in the surveyed population aged 133 

65 years or older [66 (98.5%) and 65 (97.0%)] than in the population aged 18-45 years 134 

[142 (86.1%) and 143 (86.7%)]. However, a slightly lower percentage of respondents 135 

[336 (86.6%)] declared they knew the intended duration of drug treatments when 136 

taking a drug. Awareness of the duration of drug treatments was lower in the group of 137 

respondents aged between 18-45 years [121 (73.3%)] than in other age groups [145 138 

(88.4%) – 64 (95.5%)] (p < 0.01). 139 

3.3. Reading and understanding the patient information leaflet 140 

 A quarter [100 (24.9%)] of respondents claimed that they never read the PIL, 141 

whereas 51 (12.7%) sometimes read it and 247 (61.4%) always read this information 142 

(Table 3). Of those who always read the PIL (Table 4), 172 (69.6%) reported that they 143 
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read the whole PIL, and the remaining respondents mainly read the indications [43 144 

(17.4%)], dose and instructions [42 (17.0%)] and adverse reactions [41 (16.6%)]. 145 

Among those who sometimes read the PIL, the most consulted sections were the dose 146 

and instructions [14 (27.5%)] and, with the same frequency [8 (15.7%)], the adverse 147 

reactions and the indications. 148 

 The level of understanding of the PIL seemed to be related to age and level of 149 

education (Table 3). Among the respondents aged between 18-45 years, only 10 (6.1%) 150 

claimed to have difficulties understanding PIL, versus 17 (25.4%) in the group aged 65 151 

years or older. Furthermore, only 9 (7%) of the respondents with higher education, 152 

versus 3 (15.8%) of respondents with no education, reported difficulties in 153 

understanding the PIL. 154 

3.4. Perception of drug safety 155 

 To the question: “In your opinion, what type of medicine is safer?” (Table 5), 156 

279 (69.4%) responded that prescribed medicines are safer, and 70 (17.4%) replied 157 

that both prescribed and non-prescribed medicines are equally safe. The perception of 158 

drug safety seems to differ depending on the age group. In the opinion of 100 (60.6%) 159 

of the respondents aged between 18-45 years versus 60 (89.6%) of the respondents 160 

aged 65 years or older (p < 0.01), prescribed medicines are safer. On the other hand, 161 

294 (73.1%) reported not knowing who regulates medicines in Spain. 162 

In relation to the use of the internet, 166 (41.3%) of the respondents reported 163 

that they always used it, 140 (34.8%) reported using it sometimes, and 83 (20.6%) 164 

reported that they never used it. The level of internet use was clearly dependent on 165 

the age group analysed (p < 0.01), being higher in younger interviewees, and 166 

increasing proportionally with the level of education (p < 0.01). It is important to 167 

highlight that in the group aged 65 years or more, 45 (67.2%) of the respondents 168 

reported that they never used the internet.  169 

A high percentage [333 (82.8%)] of respondents claimed not to be aware of 170 

consumer reporting of suspected ADR, and 346 (86.1%) stated their agreement with 171 

this option. The responses in this last section were also in relation to age and level of 172 

studies; 145 (87.8%) of respondents in the 18-45 years group agreed versus 47 (70.1%) 173 
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in the 65 or over group. In addition, 122 (94.6%) of the respondents with higher 174 

education were in favour of this new option versus 12 (63.1%) of the respondents with 175 

no education. In the opinion of the majority of the surveyed population [368 (91.6%)], 176 

consumers should receive more information about this possibility.  177 

4. Discussion  178 

 Our study presents some aspects of consumers’ viewpoints on medicine 179 

consumption, the use of PIL as a source of information about medications and the 180 

awareness level of the population concerning consumer reporting of suspected ADR.  181 

 The study covers the views of consumers of different ages and levels of 182 

education but does not analyse the views of patients or people affected by severe 183 

diseases. In our observations, people in general show great interest in any information 184 

about medicines, and therefore collecting and ascertaining their observations in 185 

relation to ADR or other medication-related problems could be an interesting area for 186 

future research. The limitations of the study include potential bias in the collection of 187 

the responses in the street interviews or lack of information in the self-completed 188 

surveys. 189 

 In our results, the declared medicine consumption in the previous three 190 

months was higher than that found by Krska et al
[17]

 in a similar survey performed in 191 

the U.K., although according to the 2014 Eurostat Report on Medicine Use Statistics
[20]

, 192 

the rates of prescribed/non-prescribed medicine use were 53.1%/21.9% in the Spanish 193 

population and 53.0%/43.3% in the U.K. population. On the other hand, nearly 20% of 194 

our respondents reported that they had been consuming some type of medicine 195 

without a prescription, and this figure was greater in the younger group and in the 196 

group with a higher level of education. These observations are in agreement with 197 

other studies performed in Spain; Jimenez-Rubio et al
[21]

, in a study on self-medication 198 

in the previous two weeks, found that 14% of individuals consumed some medicines 199 

without a medical prescription, and this was also more common in the younger 200 

population. In contrast, we observed that only a small proportion of consumption of 201 

medicines without a prescription was based on pharmacist advice, with self-202 

medication being the more common scenario. It is important to underline that 203 
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according to the Centro de Investigaciones Sociológicas
[22]

 in Spain, 15.1% of the 204 

population admits to keeping spare packs of medicines at home. The use of these 205 

stored medicines plus the purchase of some medicines without a medical prescription 206 

could be the basis of the self-medication detected in our study.   207 

 A large part of the population surveyed in our study knew the reason why they 208 

were taking some drug(s), and this knowledge was more common in the older people 209 

surveyed. In our opinion, this high level of knowledge could be related to 210 

pharmacological prescriptions for the treatment of chronic diseases, such as ischaemic 211 

cardiopathy, diabetes and osteoarthritis that are common in this age group
[23]

. 212 

However, more widespread knowledge of other points related to the management of 213 

pharmacological treatments, such as the duration of these treatments, seem to 214 

require an improvement in the information provided to patients by health 215 

professionals. Competent authorities for the regulation of medicines in several 216 

European countries have recently reviewed their practices regarding communication 217 

about the safety of medicines
[24]

. 218 

 With regard to the PIL as a drug information source, the majority of the 219 

surveyed population claimed to always or sometimes read the PIL, which is in 220 

agreement with previous reports from Spain
[25] 

and other countries
[26-27]

. The level of 221 

comprehension of the PIL in our observations was high, although older people and 222 

people with a lower level of education present more difficulties in the comprehension 223 

of the PIL. To improve the understanding of the PIL and to promote their use, several 224 

measures, such as the inclusion of short, structured and visual/text explanations, have 225 

been proposed
[28-30]

.  226 

 Some previous studies
[28,31,32]

 have indicated that information on drug safety is 227 

the most-read part of the PIL. However, in our study, only the surveyed population 228 

that occasionally read the PIL reported this preference. Globally considered, the 229 

population we surveyed did not show a preference for reading the information on drug 230 

safety in the PIL compared to the indications and dose or duration of treatments, 231 

underlining the interest of consumers in all aspects of drug use. 232 

 In general terms, we observed in consumers a low awareness of drug safety, 233 

who regulates medicines in Spain and the new option for consumers to directly report 234 
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ADR. The awareness of these issues found in our study was slightly lower than that 235 

found in Portugal
[33]

 but similar to that observed in the UK
[17]

. Moreover, the majority 236 

of our surveyed population showed a positive attitude after being informed of 237 

consumer reporting of ADR, in agreement with previous observations
[34-37]

. To 238 

facilitate consumer reporting of ADR, drug regulatory agencies and pharmacovigilance 239 

centres have developed websites for online reporting
[38-39]

. In this sense, it is important 240 

to emphasize that, according to a recent national survey conducted in Spain
[22]

, 18.1% 241 

of the Spanish population regards it as “not necessary” to have internet access at 242 

home, a similar percentage to that found in our survey. This suggests the importance 243 

of developing complementary systems of reporting, such as telephone lines or paper 244 

formats that can facilitate the collaboration of this population group. 245 

5. Conclusion  246 

 Consumers have great interest in useful information about all aspects of the 247 

use of medicines: efficacy, safety, indications and duration of treatments. In relation to 248 

drug safety, consumer reporting of suspected ADR is not sufficiently well known but is 249 

greatly appreciated, especially by people with a high level of education and young 250 

people. 251 

6. Declarations 252 

Conflict of interest 253 

 The author(s) declare that they have no conflict of interest to disclose. 254 

Page 9 of 20 International Journal of Pharmacy Practice



For Review Only

10 

 

References 255 

1. Gracia D. The many faces of autonomy. Theor Med Bioeth 2012; 33: 57-64.  256 

2. Jovell AJ et al. Involvement of the patient: the new role of patients in the health 257 

system. Aten Primaria 2006; 38: 234–237. 258 

3. Castro EM et al. Patient empowerment, patient participation and patient-259 

centeredness in hospital care: A concept analysis based on a literature review.  260 

Patient Educ Couns 2016; 99: 1923–1939. 261 

4. Basch E. The missing voice of patients in drug-safety reporting. N Engl J Med 262 

2010; 362: 865–869. 263 

5. World Health Organization. Safety monitoring of medical products: reporting 264 

system for the general public [online] 2012. 265 

http://www.who.int/medicines/areas/quality_safety/safety_efficacy/EMP_Con266 

sumerReporting_web_v2.pdf (accessed 26 December 2017) 267 

6. Härmark L et al. ADR Reporting by the General Public: Lessons Learnt from the 268 

Dutch and Swedish Systems. Drug Saf 2015; 38: 337-347. 269 

7. Directive 2010/84/EU of the European Parliament and of the Council of 15 270 

December 2010 amending, as regards pharmacovigilance, Directive 2001/83/EC 271 

on the Community code relating to medicinal products for human use [online] 272 

2010. http://ec.europa.eu/health//sites/health/files/files/eudralex/vol-273 

1/dir_2010_84/dir_2010_84_en.pdf (accessed 26 December 2017). 274 

8. Herxheimer A et al. Direct Patient Reporting of ADRs: a fifteen-country survey 275 

and literature review. Amsterdam: Health Action International (HAI) Europe, 276 

(Paper Series Reference 01-2010/05) [online] 2010. http://haieurope.org/wp-277 

content/uploads/2010/12/10-May-2010-Report-Direct-patient-reporting-of-278 

adverse-drug-reactions.pdf (accessed 26 December 2017). 279 

9. Jimeno FJ et al. Reporting problems related to medications in Spain. The 280 

yonotifico (I report) project, an option for citizens. Int J Clin Pharmacol Ther 281 

2014; 52: 1112–1114. 282 

Page 10 of 20International Journal of Pharmacy Practice



For Review Only

11 

 

10. Royal Decree 577/2013 of July 26, regulating the Pharmacovigilance of Medical 283 

Products for Human Use [online] 2013. 284 

https://www.aemps.gob.es/en/legislacion/espana/medicamentosUsoHumano/285 

docs/farmacovigilancia/RDFV577-2013-En.pdf (accessed 26 December 2017). 286 

11. Spanish Agency of Medicines and Medical Devices. Electronic reporting of 287 

adverse drug reactions by consumers [online] 2013. 288 

https://www.aemps.gob.es/en/informa/notasInformativas/medicamentosUso289 

Humano/seguridad/2013/NI-MUH_FV_02-2013-notifica-ram.htm (accessed 26 290 

December 2017). 291 

12. Anderson C et al.  Assessing the usability of methods of public reporting of 292 

adverse drug reactions to the UK Yellow Card Scheme. Health Expect 2012; 34:  293 

433–440.  294 

13. Avery AJ et al.  Evaluation of patient reporting of adverse drug reactions to the 295 

UK ‘Yellow Card Scheme’: literature review, descriptive and qualitative analyses 296 

and questionnaire surveys. Health Technol Assess 2011; 15: 1-234.  297 

14. McLernon DJ et al. Patient views and experiences of making adverse drug 298 

reaction reports to the Yellow Card Scheme in the UK.  Pharmacoepidemiol 299 

Drug Saf 2011; 20: 523-531.   300 

15. Vilhelmsson A. Consumer Narratives in ADR Reporting: An Important Aspect of 301 

Public Health?. Experiences from Reports to a Swedish Consumer Organization. 302 

Front Public Health  [online] 2015; 3: 211. 303 

16. Banovac M et al. Patient Reporting in the EU: Analysis of EudraVigilance Data. 304 

Drug Saf 2017; 40: 629-645. 305 

17. Krska J et al. Medicine safety: experiences and perceptions of the general 306 

public in Liverpool. Pharmacoepidemiol Drug Saf 2011; 20: 1098–1103. 307 

18. International Standard Classification of Education (ISCED) 2011 [on line]. 308 

http://uis.unesco.org/sites/default/files/documents/international-standard-309 

classification-of-education-isced-2011-en.pdf (accessed 26 December 2017). 310 

Page 11 of 20 International Journal of Pharmacy Practice



For Review Only

12 

 

19. Eurostat. Population Census [online] 2011. 311 

http://ec.europa.eu/eurostat/data/database (accessed 26 December 2017). 312 

20. Eurostat. Medicine use statistics [online] 2014. 313 

http://ec.europa.eu/eurostat/statistics-314 

explained/index.php/Medicine_use_statistics (accessed 26 December 2017). 315 

21. Jiménez-Rubio D, Hernández-Quevedo C. Differences in self-medication in the 316 

adult population in Spain according to country of origin. Gac Sanit 2010; 24: 317 

116.e1-116.e8. 318 

22. CIS (Centro de Investigaciones Sociológicas). Health Barometer [online] 2015. 319 

http://www.cis.es/cis/export/sites/default/-320 

Archivos/Marginales/3100_3119/3115/es3115mar.pdf (accessed 26 December 321 

2017). 322 

23. Nicieza-Garcia ML et al. Inappropriate prescribing in polypharmacy elderly 323 

outpatients taking multiple medications. Are the STOPP criteria useful?. Int J 324 

Clin Pharmacol Ther 2016; 54: 172-176. 325 

24. de Vries ST et al. Communication on Safety of Medicines in Europe: Current 326 

Practices and General Practitioners' Awareness and Preferences. Drug Saf 2017; 327 

40: 729-742. 328 

25. Badia X. Prescription medicines information: Spanish general population 329 

survey. Aten Primaria 2005; 36: 93–99. 330 

26. Nathan JP. Patients’ use and perception of medication information leaflets. Ann 331 

Pharmacother 2007; 41: 777–782. 332 

27. Krska J, Morecroft JW. Patients’ use of information about medicine side effects 333 

in relation to experiences of suspected adverse drug reactions: a cross-334 

sectional survey in medical in-patients. Drug Saf 2013; 36: 673–680. 335 

28. Gustafsson J et al. Patient information leaflets--patients’ comprehension of 336 

information about interactions and contraindications. Pharm World Sci 2005; 337 

27: 35–40. 338 

Page 12 of 20International Journal of Pharmacy Practice



For Review Only

13 

 

29. van Beusekom MM et al. Low literacy and written drug information: 339 

information-seeking, leaflet evaluation and preferences, and roles for images. 340 

Int J Clin Pharm 2016; 38: 1372–1379. 341 

30. Raynor DK et al. A systematic review of quantitative and qualitative research on 342 

the role and effectiveness of written information available to patients about 343 

individual medicines. Health Technol Assess 2007; 11: 1-160. 344 

31. Raynor D et al. How do patients use medicine information leaflets in the UK?. 345 

Int J Pharm Pract 2007; 15: 209–218. 346 

32. Carrigan N et al. Adequacy of patient information on adverse effects: an 347 

assessment of patient information leaflets in the UK. Drug Saf 2008; 31: 305–348 

312. 349 

33. Matos C et al. Are consumers ready to take part in the Pharmacovigilance 350 

System?- a Portuguese preliminary study concerning ADR reporting. Eur J Clin 351 

Pharmacol 2015; 71: 883–890. 352 

34. van Hunsel F et al. Motives for reporting adverse drug reactions by patient-353 

reporters in the Netherlands. Eur J Clin Pharmacol 2010; 66: 1143–1150. 354 

35. Matos C et al. Patient Reporting of Adverse Drug Reactions: An International 355 

Survey of National Competent Authorities’ Views and Needs. Drug Saf 2016; 39: 356 

1105–1116. 357 

36. Anderson C et al. The importance of direct patient reporting of suspected 358 

adverse drug reactions: a patient perspective. Br J Clin Pharmacol 2011; 72: 359 

806–822. 360 

37. Robertson J, Newby DA. Low awareness of adverse drug reaction reporting 361 

systems: a consumer survey. Med J Aust 2013; 199: 684–686. 362 

38. Blenkinsopp A et al. Patient reporting of suspected adverse drug reactions: a 363 

review of published literature and international experience. Br J Clin Pharmacol 364 

2007; 63: 148–156. 365 

39. Margraff F, Bertram D. Adverse drug reaction reporting by patients: an 366 

overview of fifty countries. Drug Saf 2014; 37: 409–419. 367 

Page 13 of 20 International Journal of Pharmacy Practice



For Review Only

 

Table 1. Demographic details of the surveyed population versus the Spanish census data  

Characteristic Surveyed population, n (%) Spanish census data, 2011 (%) 

Gender   

 Male  145 (36.1) 49.4 

 Female 257 (63.9) 50.6 

Age (years)   

 18 – 45 165 (41.0) 40.7 

 46 – 65 164 (40.8) 25.1 

 > 65 67 (16.7) 16.4 

 Unknown or not applicable 6 (1.5) 17.8 

Education   

 Higher 129 (32.1) 21.5 

 Upper secondary 94 (23.4) 16.6 

 Primary or compulsory secondary 151 (37.6) 36.5 

 No education 19 (4.7) 9.4 

 Unknown or not applicable 9 (2.2) 16.0 
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Table 2. Use of medicines 

  Age (years) Sex Level of education 

Total  
  18-45  46-65  >65  Unk  Χ

2 
Female  Male  Χ

2 
Higher 

Upper 

Secondary  

Primary or 

compulsory 

secondary  

No studies  Unk  Χ
2
 

  n (%) n (%) n (%) n (%) P value n (%) n (%) P value n (%) n (%) n (%) n (%) n (%) P value n (%) 

1.  In the previous three months, have you taken any drug? < 0.01   0.06      0.80  

 Yes 125 (75.8) 139 (84.7) 64 (95.5) 3 (50)  220 (85.6) 111 (76.5)  102 (79.0) 77 (81.9) 127 (84.1) 17 (89.5) 8 (88.9)  331 (82.3) 

 No 38 (23.0) 24 (14.6) 3 (4.5) 3 (50)  36 (14) 32 (22.1)  27 (21.0) 16 (17.0) 22 (14.6) 2 (10.5) 1 (11.1)  68 (16.9) 

 DK-NR 2 (1.2) 1 (0.7) 0 (0) 0 (0)  1 (0.4) 2 (1.4)  0 (0) 1 (1.1) 2 (1.3) 0 (0) 0 (0)  3 (0.8) 

 Total 165 (100) 164 (100) 67 (100) 6 (100)  257 (100) 145 (100)  129 (100) 94 (100) 151 (100) 19 (100) 9 (100)  402 (100) 

2. In the previous three months, have you taken any drug by medical prescription? < 0.01   < 0.05      < 0.01  

 Yes 75 (45.5) 109 (66.5) 64 (95.5) 3 (50)  171 (66.5) 80 (55.2)  60 (46.5) 62 (66.0) 105 (69.5) 17 (89.5) 7 (77.8)  251 (62.4) 

 No 48 (29.1) 30 (18.3) 0 (0) 0 (0)  49 (19.1) 29 (20)  41 (31.8) 14 (14.9) 22 (14.6) 0 (0) 1 (11.1)  78 (19.4) 

 DK-NR 42 (25.4) 25 (15.2) 3 (4.5) 3 (50)  37 (14.4) 36 (24.8)  28 (21.7) 18 (19.1) 24 (15.9) 2 (10.5) 1 (11.1)  73 (18.2) 

 Total 165 (100) 164 (100) 67 (100) 6 (100)  257 (100) 145 (100)  129 (100) 94 (100) 151 (100) 19 (100) 9 (100)  402 (100) 

3. If it was not taken by medical prescription, who recommended it? < 0.05   0.55      0.10  

 Pharmacist 10 (6.1) 8 (4.9) 0 (0) 0 (0)  11 (4.3) 7 (4.8)  11 (8.5) 2 (2.1) 5 (3.3) 0 (0) 0 (0)  18 (4.5) 

 Other HP 3 (1.8) 2 (1.2) 1 (1.5) 0 (0)  5 (1.9) 1 (0.7)  2 (1.5) 0 (0) 4 (2.7) 0 (0) 0 (0)  6 (1.5) 

 Other, no HP 4 (2.4) 2 (1.2) 0 (0) 0 (0)  2 (0.8) 4 (2.8)  2 (1.5) 3 (3.2) 0 (0) 0 (0) 1 (11.1)  6 (1.5) 

 Myself 30 (18.2) 18 (11.0) 0 (0) 0 (0)  32 (12.5) 16 (11.0)  25 (19.5) 8 (8.5) 15 (9.9) 0 (0) 0 (0)  48 (11.9) 

 DK-NR-NA 118 (71.5) 134 (81.7) 66 (98.5) 6(100)  207 (80.5) 117 (80.7)  89 (69.0) 81 (86.2) 127 (84.1) 19 (100) 8 (88.9)  324 (80.6) 

 Total 165 (100) 164 (100) 67 (100) 6 (100)  257 (100) 145 (100)  129 (100) 94 (100) 151 (100) 19 (100) 9 (100)  402 (100) 

4. When you have to take a drug, do you know what is it for? 0.30   0.45      0.20  

 Yes  142 (86.1) 151 (92.1) 66 (98.5) 6 (100)  233 (90.7) 132 (91.0)  118 (91.5) 83 (88.3) 137 (90.7) 19 (100) 8 (88.9)  365 (90.8) 

 No 2 (1.2) 3 (1.8) 0 (0) 0 (0)  2 (0.8) 3 (2.1)  2 (1.5) 1 (1.1) 2 (1.3) 0 (0) 0 (0)  5 (1.2) 

 Sometimes 19 (11.5) 8 (4.9) 1 (1.5) 0 (0)  20 (7.7) 8 (5.5)  9 (7.0) 8 (8.5) 11 (7.3) 0 (0) 0 (0)  28 (7.0) 

 DK-NR-NA 2 (1.2) 2 (1.2) 0 (0) 0 (0)  2 (0.8) 2 (1.4)  0 (0) 2 (2.1) 1 (0.7) 0 (0) 1 (11.1)  4 (1.0) 

 Total 165 (100) 164 (100) 67 (100) 6 (100)  257 (100) 145 (100)  129 (100) 94 (100) 151 (100) 19 (100) 9 (100)  402 (100) 

5. Do you know when and with what frequency you have to take it? 0.22   0.19      0.30  

 Yes 143 (86.7) 153 (93.3) 65 (97.0) 6 (100)  234 (91.1) 133 (91.7)  118 (91.5) 84 (89.4) 139 (92.0) 19 (100) 7 (77.8)  367 (91.3) 

 No 5 (3.0) 4 (2.4) 1 (1.5) 0 (0)  4 (1.6) 6 (4.1)  5 (3.9) 2 (2.1) 3 (2.0) 0 (0) 0 (0)  10 (2.5) 

 Sometimes 15 (9.1) 5 (3.1) 0 (0) 0 (0)  16 (6.2) 4 (2.8)  6 (4.6) 6 (6.4) 7 (4.6) 0 (0) 1 (11.1)  20 (5.0) 

 DK-NR 2 (1.2) 2 (1.2) 1 (1.5) 0 (0)  3 (1.2) 2 (1.4)  0 (0) 2 (2.1) 2 (1.4) 0 (0) 1 (11.1)  5 (1.2) 

 Total 165 (100) 164 (100) 67 (100) 6 (100)  257 (100) 145 (100)  129 (100) 94 (100) 151 (100) 19 (100) 9 (100)  402 (100) 

6. Do you know how long you have to take it for?  < 0.01   0.20      0.20  
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DK: do not know, NR: no reply, NA: not appropriate, Unk: unknown, HP: Health Professionals 

 Yes 121 (73.3) 145 (88.4) 64 (95.5) 6 (100)  215 (83.7) 121 (83.4)  108 (83.7) 73 (77.6) 129 (85.4) 19 (100) 7 (77.8)  336 (86.6) 

 No 12 (7.3) 11 (6.7) 0 (0) 0 (0)  11 (4.3) 12 (8.3)  6 (4.7) 6 (6.4) 11 (7.3) 0 (0) 0 (0)  23 (5.7) 

 Sometimes 28 (17.0) 8 (3.7) 2 (3.0) 0 (0)  27 (10.5) 9 (6.2)  14 (10.8) 13 (13.8) 8 (5.3) 0 (0) 1 (11.1)  36 (9.0) 

 DK-NR 4 (2.4) 2 (1.2) 1 (1.5) 0 (0)  4 (1.6) 3 (2.1)  1 (0.8) 2 (2.2) 3 (2.0) 0 (0) 1 (11.1)  7 (1.7) 

 Total 165 (100) 164 (100) 67 (100) 6 (100)  257 (100) 145 (100)  129 (100) 94 (100) 151 (100) 19 (100) 9 (100)  402 (100) 
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Table 3. Reading and understanding the patient information leaflet (PIL) 

DK: do not know, NR: no reply, NA: not appropriate, Unk: unknown 

  Age (years) Sex Level of education 

Total  
  18-45  46-65  >65  Unk  Χ

2 
Female  Male  Χ

2 
Higher  

Upper 

Secondary 

Primary or 

compulsory 

secondary 

No studies Unk Χ
2
 

  n (%) n (%) n (%) n (%) P value n (%) n (%) P value n (%) n (%) n (%) n (%) n (%) P value n (%) 

 1. Do you read the PIL for medicines? 0.05   0.40      0.07  

 Always 104 (63.0) 101 (61.6) 39 (58.2) 3 (50)  158 (61.5) 89 (61.4)  87 (67.4) 57 (60.6) 87 (57.6) 10 (52.6) 6 (66.7)  247 (61.4) 

 Sometimes 24 (14.6) 10 (6.1) 15 (22.4) 2 (33.33)  31 (12.0) 20 (13.8)  13 (10.1) 9 (9.6) 23 (15.2) 5 (26.3) 1 (11.1)  51 (12.7) 

 Never 35 (21.2) 51 (31.1) 13 (19.4) 1 (16.7)  67 (26.1) 33 (22.7)  29 (22.5) 26 (27.7) 40 (26.5) 4 (21.1) 1 (11.1)  100 (24.9) 

 NR-NA 2 (1.2) 2 (1.2) 0 (0) 0 (0)  1 (0.4) 3 (2.1)  0 (0) 2 (2.1) 1 (0.7) 0 (0) 1 (11.1)  4 (1.0) 

 Total 165 (100) 164 (100) 67 (100) 6 (100)  257 (100) 145 (100)  129 (100) 94 (100) 151 (100) 19 (100) 9 (100)  402 (100) 

2. Do you find the PIL difficult to understand? < 0.01   < 0.05      < 0.05  

 Yes 10 (6.1) 15 (9.1) 17 (25.4) 0 (0)  29 (11.3) 13 (9.0)  9 (7) 6 (6.4) 23 (15.2) 3 (15.8) 1 (11.1)  42 (10.4) 

 Sometimes 72 (43.6) 83 (50.6) 29 (43.3) 3 (50)  110 (42.8) 77 (53.1)  55 (42.6) 32 (34.0) 51 (33.8) 3 (15.8) 4 (44.5)  187 (46.5) 

 No 71 (43.0) 60 (36.6) 12 (17.9) 2 (33.3)  104 (40.5) 41 (28.3)  61 (47.3) 49 (52.1) 66 (43.7) 8 (42.1) 3 (33.3)  145 (36.1) 

 DK-NR 12 (7.3) 6 (3.7) 9 (13.4) 1 (16.7)  14 (5.4) 14 (9.6)  4 (3.1) 7 (7.5) 11 (7.3) 5 (26.3) 1 (11.1)  28 (7.0) 

 Total 165 (100) 164 (100) 67 (100) 6 (100)  257 (100) 145 (100)  129 (100) 94 (100) 151 (100) 19 (100) 9 (100)  402 (100) 
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Table 4. Reading of the different sections of the patient information leaflet (PIL) 

What part of the PIL do you read? 
Reading of the PIL (Question 1, Table 2), n (%) 

Always  Sometimes  Always or sometimes  

All 172 (69.6) 2 (3.9) 174 (58.4) 

What you should take it for (indications) 43 (17.4) 8 (15.7) 51 (17.1) 

How to take it (dose and instructions) 42 (17.0) 14 (27.5) 56 (18.8) 

Secondary effects (adverse reactions) 41 (16.6) 8 (15.7) 49 (16.4) 

Others 2 (0.8) 1 (2.0) 3 (1.0) 

DK-NR-NA-NL 2 (0.8) 30 (58.8) 32 (10.7) 

Total 247 (100) 51 (100) 298 (100) 

DK: do not know, NR: no reply, NA: not appropriate, NL: null 
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