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Analysis of Perception on the Bioequivalence-assured Generic Drugs
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#Graduate School of Clinical Pharmacy, Sookmyung Women's University, Seoul, Korea
bDepartment of Research, Health Insurance Review Agency, Seoul, Korea

Objectives: Bio-equivalence(BE) test is important not only to ensure the quality of generic drugs, but also to promote
drug substitution under the separation of prescribing and dispensing practice(SPD). This study was intended to investi-
gate the perception of consumers, doctors, and pharmacists on the confidence of bio-equivalence(BE) assured drugs.
Methods: Nation-wide telephone interview survey was conducted for 1,018 consumers, 800 doctors, and 806 pharma-
cists from September to October in 2003. Descriptive analysis and * analysis were conducted.

Results: Even though people showed higher confidence level for the Bioequivalent drugs compared with Bio-inequiva-
lent drugs, the confidence was generally low. Among those asked about the therapeutic substitutability of original drugs
by BE versions, 95.78% of pharmacists responded “positive”, while only 39.33% of consumers and 31.13% of doctors
said so. The elderly, the less educated, who takes chronic disease medicine, pays high cost of prescription drugs, and
are in the low income responded less aware of that. Also most consumers got information such as effect of drugs from
either media or doctors.

Conclusions: In order for people to believe that BE drugs and original drugs are equivalent, we need to strengthen
health education, and to clarify any misunderstanding. It is also necessary for the national policy to provide accurate

information about drugs to the public.
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Table 1. Baseline characteristics of study population
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(unit: %, persons)

. consumers doctors pharmacists
variables — — —5
responder population responder population responder population

- gender ‘
male 47.94 49.56 88.25 84.66 49.75 43.78
female 52.06 50.44 11.75 15.34 5025 56.22
- age ,
20~29 yrs 20.75 22.60 0.13 0.84 7.46 10.86
30~39 yrs 2252 2439 26.53 34.35 3333 29.95
40~49 yrs 23.11 22.18 4343 38.85 26.00 24.64
50~59 yrs 15.44 13.53 18.90 14.80 17.66 18.66
+ 60 yrs 18.19 17.30 11.01 11.16 15.85 15.89
* region
big city 46.07 46.71 53.88 5331 5273 52.97
medium city 37.52 - 39.25 39.86 38.59 38.60
small city 16.40 53.29 6.88 6.84 8.68 8.44

A 100.00 (1,018) 100.00 (34,074,474)"  100.00 (800) 100.00 (23 452)" 100.00 (806)  100.00 (19,137)"

footnotes: 1) Department of statistics 2002 data

2) HIRA(Health Insurance Review Agency) clinic registration data as of August 31, 2003.
3) HIRA(Health Insurance Review Agency) pharmacy registration data as-of August 31, 2003.
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Table 2. Perception of the equivalency about BE assured drugs and original drugs

A 2EAGT g3t 397 ASALA A deiMe
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(unit: %, (persons)

equivalency about BE assured “equivalency about BE un-assured

variables generics and original drugs generics and original drugs
consumers equivalent/ substitutable 39.33 65.72% 17.49 35.33*
inequivalent/ unsubstitutable 17.70 33.10% 35.07 62.82%
others 0.69 1.16* 0.88 1.85%
not knowing 4228 - 46.56 -
total 100.00 100.00* 100.00 100.00*
(1,017) (587) (1,018) (544)
doctors equivalent/ substitutable 31.13 5.38
inequivalent/ unsubstitutable 58.63 88.63
others 10.25 6.00
total 100.00(800) 100.00(800)
pharmacists equivalent/ substitutable 95.78 60.05
inequivalent/ unsubstitutable 248 35.36
others 1.74 4.59
total 100.00(805) 100.00(806)

footnotes) *: results without the responders who answered “not knowing”
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Table 3. Consumers' perception of the equivalency about BE assured generics and original drugs by socio-eonomic characteristics

(unit: % (persons))

variables wbsiuble  wmbstutble O™ jowing O pahe
total 39.33 17.70 0.69 4228 100.00(1,017)
- gender
male 40.04 19.92 041 39.63 100.00( 487) 0.1499
female 38.68 15.66 0.94 44.72 100.00( 530)
- age
20-39 yrs 50.16 19.94 0.32 29.58 100.00( 311) <.0001
40-49 yrs 42.86 20.60 1.10 35.44 100.00( 364)
50-59 ys 3221 12.98 0.48 54.33 100.00( 208)
+60 15.67 11.94 0.75 71.64 100.00( 134)
* income (won)
~1,000,000 18.72 15.32 0.85 65.11 100.00( 235) <.0001
1,000,000~2,000,000 42.74 18.23 0.57 38.46 100.00( 351)
+ 2,000,000 47.78 18.74 0.70 32.79 100.00( 427)
+ education level
~middle school 2222 13.19 0.69 63.89 100.00( 288) <.0001
high school 39.04 20.22 0.56 40.17 100.00( 356)
+ college 53.41 18.53 0.82 27.25 100.00( 367)
+ taking medicines chronically
taking 2428 16.76 0.00 58.96 100.00( 173) <.0001
not taking 4242 17.89 0.83 38.86 100.00( 844)
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Table 4. Physicians' perception of the equivalency about BE assured generics and original drugs by socio-eonomic characteristics

(unit: % (persons))

variables equivalent m:&g;ﬁ%i ut ﬁg‘ﬁgjﬁﬁaﬁ?ﬁ others total p-value
total 11.63 19.50 58.63 10.25 100(300)

- gender

male 12.18 19.41 58.78 9.63 100(706) 0.2732

female 7.45 20.21 5745 14.89 100( 94)

- age

20-39 yrs 7.98 18.78 64.32 8.92 100(213) 0.0033

40-49 yrs 13.83 18.73 57.06 10.37 100(347)

50-59 ys 10.60 19.21 64.24 5.96 100(151)

+ 60 13.64 25.00 40.91 2045 100( 88)

- specialty

general practitioner 11.90 28.57 53.57 595 100(168) 0.1179

internal medicine 15.89 21.50 53.27 9.35 100(107)

pediatrics 7.95 17.05 68.18 6.82 100( 88)

0&G 7.46 1343 65.67 1343 100( 67)

surgery 18.00 6.00 60.00 16.00 100( 50)

otorhinolaryngology 10.87 6.52 67.39 15.22 100( 46)

orthopedic 13.16 13.16 60.53 13.16 100( 38)

home-doctoring 22.86 20.00 48.57 8.57 100( 35)

urology 8.57 2571 60.00 571 100( 35)

ophthalmology 11.43 14.29 62.86 11.43 100( 35)

others* 7.53 10.26 68.80 13.41 100(131)

footnotes) *: dermatology, psychiatry, neurology, neuro-logical surgery, rehabilitation, anesthesia, neuropsychiatry, the department of radiology,

chest surgery
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Table 5. Pharmacists' perception of the equivalency about BE assured generics and original drugs by socio-eonomic characteristics
(unit: % (persons))

variables equivalent m:gggﬁf;%lz ut 1?;%311;; ﬂfg;%?g others total p-value
total 63.48 32.30 248 1.74 100.00(800)
- gender
male 69.25 28.00 1.50 1.25 100.00(400) 0.0048
female 57.78 36.54 3.46 2.22 100.00(405)
- age
20-39 yrs 59.33 36.39 2.75 1.53 100.00(327) 0.0056
40-49 yrs 59.33 37.80 1.91 0.96 100.00(209)
50-59ys 66.90 26.06 423 2.82 100.00(142)
+ 60 77.60 19.20 0.80 2.40 100.00(125)
- average number of dis-
pensing per day
~50 71.94 24.84 1.61 1.61 100.00(310) 0.0003
50~99 61.56 33.63 2.40 2.40 100.00(333)
+100 50.93 44.10 4.35 0.62 100.00(161)

Table 6. Consumers' Information sources for effects and
(unit: % (persons))

price of drugs

mformation sources  effects of drugs price of drugs
doctors 22.40 3.54
pharmacists 9.63 38.11
mass media 41.85 13.16
internet 3.44 226
others 9.63 7.66
none 13.06 35.27

total 100.00(1,018) 100.00(1,018)
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Table 7. Consumers' perception of the equivalency about BE assured generics and original drugs by information sources
(unit: % (persons))

information

equivalent/

inequivalent/

sources substitutable unsubstitutable others not knowing total p-value
total 39.33 17.70 0.69 42.28 100.00(1,017)
- effect of drugs
doctors 34.80 20.26 0.44 4449 100.00( 227) <0.0001
pharmacists 52.04 13.27 0.00 34.69 100.00( 98)
mass media 44.60 17.84 0.94 36.62 100.00( 426)
internet 3143 3143 2.86 34.29 100.00( 35)
others 36.73 2143 1.02 40.82 100.00( 98)
none 24 81 9.77 0.00 6541 100.00( 133)
+ price of drugs
doctors 30.56 25.00 5.56 38.89 100.00( 36) <0.0001
pharmacists 46.51 17.05 0.26 36.18 100.00( 387)
mass media 40.30 25.37 0.00 34.33 100.00( 134)
internet 26.09 26.09 8.70 39.13 100.00( 23)
others 35.90 17.95 2.56 43.59 100.00( 78)
none 33.70 1421 100.00( 359)

0.00 52.09
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