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Awareness of Adverse Drug Reaction Reporting System in General

Population
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Background: Safety of drugs has become a major issue in public healthcare. Spontaneous reporting of adverse drug reaction (ADR)
is the cornerstone in management of drug safety. We aimed to investigate the awareness and knowledge of spontaneous ADR re-

porting in general public of Korea.

Methods: A total of 1,500 study subjects aged 19-69 years were interviewed with a questionnaire for their awareness and knowl-
edge related to spontaneous ADR reporting. Computer assisted telephone interview was performed from 27th February 2013 to
4th March 2013. Target population was selected with quota sampling, using age, sex, and residence area. Healthcare professionals
such as physicians, pharmacists, and nurses were excluded. The survey questions included awareness of spontaneous ADR report-
ing, opinions on ways to activate ADR reporting, and sociodemographic characteristics.

Results: Overall awareness of spontaneous ADR reporting system was 8.3% (+ 2.53%) among general population of Korea. Major
source from which people got the information regarding ADR reporting was television/radio (69.9%), followed by internet (19.3%),
and poster/brochure (6.1%). Awareness level differed between age groups (p <0.0001) and education levels (p <0.0001). Upon
learning about the ADR reporting system, 88.5% of study subjects agreed on the necessity of ADR reporting system, while 46.6%
thought promotion through internet and mass media as an effective way to activate ADR reporting.

Conclusion: The overall awareness of spontaneous ADR reporting should be enhanced in order to establish a firm national system
for drug safety. Adequate promotions should be performed targeting lower awareness groups, as well as various publicity activities

via effective channels for the general population.
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Figure 1. Pharmacovigilance system in Korea. RPVC, regional phar-
macovigilanc center; KIDS, Korean Institute of Drug Safety and Risk
Management; MFDS, Ministry of Food and Drug Safety.
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Table 1. General characteristics of study participants for awareness of
spontaneous adverse drug reaction reporting system (n=1,500)
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Table 2. Awareness of spontaneous ADR reporting system among
general population

Characteristic Value Characteristic Value (95% ClI)
Gender Aware of spontaneous ADR reporting system 124(8.3) (5.8t010.8)
Male 762 (50.8) (n=1,500)
Female 738(49.2) Source of recognition from which cognizers
Age (y1) learned about ADR reporting system™ (n=124)
1929 301 (201) Television/radio 87(702)  (61.41t079.0)
30-39 335(223) Internet 24(194)  (1061t028.2)
40-49 364(24.3) P§steror pamphlet _ 8(6.5) (2310153
50.59 322(215) Video advertisement in subways 1(0.8) (-8.0t0 9.6)
60-69 178(11.9) Others 18(14.5) (5.71023.3)
Residence Organization of publicity from which cognizers
Seol 3141209 learned about ADR reporting system* (n=124)
| EE“ — i (29'3) Miistry of food and drug safety 24(194)  (10610282)
ne ?On SSRGS 222 Korea Institute of drug safety and risk management ~ 19(15.3) (6.5t024.1)
Daejeon or Chungcheongdo 151(10.1) Hospital 17(137) 4910225)
Eaegu (Jl Gyeongéangbukdo . ;2; (10';) Regional pharmacovigilance center 6(4.8) (-4.0t013.6)
usan,' san, or Gyeongsangnamdo (15.9) Pharmacy 432) (5610120)
Gwangju or Jeollado 145(8.7) Others 53(427)  (339t0515)
Gangwondo or Jejudo 60(4.0)
Lewe 6 calimiin X%Itées gre pre;ented ast _number (%).
) , adverse drug reaction.
Middle school or below 180(12.0) “Duplcate respor?se s mlowed.
High school graduate 389(25.9)
University attendee or more than a graduate 885(59.0) (24.5%), B2 ¥(24.1%)0] 1 F = o]ic) LHlelo] Aztal= 2ok
DLEO 631) F RGN YRS A WS SloF B 1R AtsAb
Average household yearly income (10,000 won) 74.5% % 7H 329k, 1) o] 49.3%, 5 42.3%, 2F=1 16.8% =
<200 282(18.8) = =
5 [e2]
200-299 231(154) © 2 S {tH(Table 4).
300-399 195(130) AP 2 gH T A 0] 2t W ete 2 QIEY, AR 5
400-499 167 (11.1) ESto] Bzta w11 Z QXS TS Stho] 46.6% 2 71 =
=% 200191 A ek, 254 27105 24806, GAOAS
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HO ke
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17.4%, QA OFAZFE AL T Al 733t 16.6% 0] el

Values are presented as number (%).
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Table 3. Awareness of spontaneous adverse drug reaction reporting
system classified by sociodemographic characteristics of the study
participants (n=1,500)

Study participants
- aware of the system
Characteristic : pvalue
Numper 2 (95% confidence
interval)
Gender
Male 61 8.0(551010.5) 0.71
Female 63 85(6.0t011.0)
Age (yr)
19-29 6 21(-0410456) <0.0001
30-39 16 47(22107.2)
40-49 30 8.1(5.61010.6)
50-59 47 145(12.0t0 17.0)
60-69 26 146(12.1t017.1)
Residence
Seoul 26 82(5.71010.7) 047
Incheon or Gyeonggido 32 72(47t097)
Daejeon or Chungcheongdo 14 93(6.8t011.8)
Daegu or Gyeongsangbukdo " 7.0,(45109.5)
Busan, Ulsan, or Gyeongsangnamdo 18 7.7(52t010.2)
Gwangju or Jeollado 19 13.0(10.5t0 15.5)
Gangwondo or Jejudo 5 8.3(5.81010.8)
Level of education
Middle school or below 25 138(11.3t016.3) <0.0001
High school graduate 49 125(10.0t0 15.0)
University attendee or more than 47 5.3(28107.8)
agraduate
Unknown/no response 4 8.1(5.61010.6)
Average household yearly income
(10,000 won)
<200 34 122(97t0 14.7) 0.14
200-299 16 6.7(42109.2)
300-399 13 6.6(4.1t09.1)
400-499 12 72(471097)
>500 27 93(6.8t011.8)
Unknown/no response 23 6.8(4.3109.3)
Presence of disease requiring
medication
Yes 42 149(1241017.4) <0.0001
No 82 6.8(4.3t09.3)
Unknown/no response 0 0(-25t02.5)
Experienced adverse drug reaction
within 1 year
Yes 6 10.1(76t0 12.6) 054
No 118 8.3(5.81010.8)
Unknown/no response 0 0(-25t02.5)
Total 124 8.3
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Table 4. Attitudes and knowledge toward spontaneous ADR report-
ing system among the study participants (n=1,500)

Characteristic Value
What is your opinion on the necessity of spontaneous
ADR reporting system?
Necessary 1,328 (88.5)
Unnecessary 64(4.3)
Unknown/no response 108(7.2)
Which organization do you think is responsible for
collecting ADR reports?*
Ministry of Health and Welfare 704(46.9)
Korea Institute of Drug Safety and Risk Management 521(34.8)
Public health center 368 (24.5)
Hospital or clinic 362(24.1)
Ministry of Food and Drug Safety 304(20.3)
Regional pharmacovigilance center 225(15.0)
Pharmacy 186 (12.4)
Pharmaceutical company 124(8.3)
Other 43(2.9)
Which organization do you think should be responsible
for the compensation of harm from ADRs?*
Pharmaceutical company 1,118(74.5)
Hospital or clinic 739(49.3)
Government 635 (42.3)
Pharmacy 251(16.8)
Other 43(2.8)

Values are presented as number (%).
ADR, adverse drug reaction.
*Duplicate response was allowed.

Table 5. Opinions on strategies for enhancing spontaneous ADR re-
porting (n=1,500)

Characteristic* Value

Promotion through mass media (internet, newspapers) 700 (46.6)
Early education on ADR reporting 371(24.8)
Make ADR reporting mandatory for healthcare professionals 311(20.7)
Make ADR reporting easy 262 (17.4)
Provide educational opportunities for healthcare professionals 249(16.6)
Assure privacy protection for reporters 234(15.6)
Provide incentive for reporters 225(15.0)
Educate medical/pharmacy students on ADR reporting 166 (11.1)
Provide incentive for reporting hospital or clinic 151(10.1)
Other 84 (5.6)

Values are presented as number (%).
ADR, adverse drug reaction.
*Duplicate response was allowed.
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