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Korea Food and Drug Administration (KFDA) has been expediting the Biological Equivalence Examination (BEE)
project to encourage generic substitution without expense of inappropriate therapeutic outcome. However, little is known
about which considerations are most important in making the decision to prescribe a drug among many generic drugs.
The purpose of this survey was to identify how strongly the KFDA certification of BEE influenced doctors when they
make a choice between brand and generics of glimepiride preparations. Telephone survey was performed towards doc-
tors working at local clinics by using a questionnaire. Most influential factor to doctors' decision was drug cost fol-
lowed by pharmaceutical representatives, therapeutic efficacy, and review guideline for reimbursement. Advertisement of
the drug was the least influential followed by KFDA certification of BEE. The meaning of BEE was best understood
by relatively young doctors with specialty in surgical parts. This survey result further indicated that the doctors consid-
ered the therapeutic equivalence examination a preferred measure to expedite generic substitution.

[ Key words — Biolegical equivalence examination, Glimepiride, Therapeutic equivalence examination, Generic sub-
stitution
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Table 1. Drug expense in the total expenditure of the NHIC
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year 2000 2001 2002 2003 2004
total expenditure (trillion won) 10.74 14.11 14.80 15.97 17.33
drug expense (trillion won) 0.85 341 3.63 3.96 4.49
ratio* 7.91 24.17 24.53 24.80 2591

NHIC: National Health Insurance Corporation, *ratio of drug expense to the total expenditure
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Table 2. Contents of questionnaire toward doctors working at local clinics

Section I (doctors and clinics)

. 1. age (30-39) (40-49) (50-59) (=60)
2. sex (male) (female)

. 3. specialty area (internist) (surgeon) (pediatrician) (obstetrician and/or gynecologist)

Section II (influential power of the six factors for prescribing practice)

Please respond the following questions assuming that you are about to prescribe either Amaryl™, or its généric, which contains glimepir-

ide as an active ingredient.
4. Does the drug price influence your prescribing practice?

(very strongly) (strongly) (moderately) (slightly) (minimally)
5. Does the biological equivalence examination result influence your prescribing practice?
(very strongly) (strongly) (moderately) (slightly) (minimally)

6. Does therapeutic efficacy influence your prescribing practice?

(very strongly) (strongly) (moderately) (slightly) (minimaily)

7. Does the review guideline of HIRA influence your prescribing practice?
(very strongly) (strongly) (moderately) (slightly) (minimally)

8. Does recommendation of pharmaceutical representative influence your prescribing practice?
(very strongly) (strongly) (moderately) (slightly) (minimally)

9. Does advertisement influence your prescribing practice?

(very strongly) (strongly) (moderately) (slightly) (minimally)

Section III (therapeutic equivalence)

10. Are you willing to prescribe a generic of Amaryl™

, if it is therapeutically equivalent?

(very strongly) (strongly) (moderately) (slightly) (minimally)

HIRA: Health Insurance Review Agency
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Table 3. Demographic characteristics of doctors responded
to the questionnaire

age person (%) gender person (%)
30-39 7L male 47 (78.3%)
40-49 29 (48.3) female 13 (21.7%)
50-59 21 (35.0)

=60 3(5.0)

total 60 (100.0) 60 (100.0)
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Fig. 1. Influential power of the six factors on prescribing
practice of doctors working at local clinics when they choose
a glimepiride-containing preparation. **: p<0.01, AD: advertise-
ment, BE: biological equivalence examination result, PR: pharm-
aceutical representative, RG: review guideline of Health Insurance
Review Agency, TE: therapeutic efficacy.
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Fig. 2. Influential power of biological equivalency examina-
tion on prescribing practice of doctors working at local clinics
when they choose a glimepiride-containing preparation: as a
function of doctor's age. *: p<0.05 versus 50 or older.
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Fig. 3. Influential power of biological equivalency examina-
tion on prescribing practice of doctors working at local clinics
when they choose a glimepiride-containing preparation: as a
function of specialty area. **: p<0.01 versus internists, INT:
internists, PED: pediatricians, GS: general surgeons, OBGYN:
obstetricians and/or gynecologists.
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Fig. 4. Prescribing willingness of a generic glimepiride-
containing preparation if therapeutically equivalence is certified
by government. *: p<0.05, **: p<0.01 versus internists, INT:
internists, PED: pediatricians, GS: general surgeons, OBGYN:
obstetricians and/or gynecologists.
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