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Appropriate drug classification is important for rational drug consumption. This study was conducted to evaluate the
appropriateness of current drug classification system and suggest possible ways for improving the system. Nonprescrip-
tion drug market has been decreased. Since total 27,962 products had been classified (prescription 17,187 vs. nonpre-
scription 10,775 products, 61.5% vs. 38.5%) in July 2000 for implementing separation of drug prescribing and
dispensing system, there are no classification changes. Reclassification is not motivated by product holder and regula-
tory system did not lead classification change either. Consumers’ ease access to some nonprescription drugs is
demanded. But point of public awareness and cultural and health environmental views, safe drug use rather than advan-
tages from broad supply of nonprescription drugs is more critical. We concluded that current 2-categorized (prescrip-
tion and nonprescription) drug classification system is appropriate, and addition of general sale category should be
approached carefully with long term preparations such as establishment of better nonprescription drug consuming infra-
structure by public information provision and education for improving public medicinal knowledge and strengthening
self medication guidance, and review of current classification status of marketed drugs and switching possibilities. For
systemizing and encouraging reclassification, introduction of regulatory renewal system as a continuous reevaluation
program which is the best way to review appropriateness of drug classification as well as provision of detailed guid-
ance for industry including policy, requirement and process for reclassification application, are necessary.
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Fig. 1. Prescription and nonprescription drugs market (1999-
2004)

Table 1. Insurance covered or not-covered pharmaceutical market (2000-2004)
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Year 2000 2001 2002 2003 2004
Insurance covered Total 3,241,237 3,705,464 4,468,261 4,793,829 5,577,971
Prescription 2,755,463 3,244,891 3,904,817 4,236,970 4,951,376
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Prescription 228,277 243,129 205,429 218,616 264,456
Nonprescription 1,195,727 1,410,142 1,290,502 1,059,995 1,049,869

(source : IMS data)
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After some years' use, if there is P safely used for several years
sufficient evidence of safety, POM may be suitable for general
may be reclassified for sale or supply sale and may be reclassified as

under the supervision of a pharmacist GSL

Prescription Only :'|> Pharmacy I:> General Sale
Medicine _ Medicine _ List
(POM) * (P) ** (GSL) ***

GSL can be reclassified if new information

showed that it was no longer safe to supply

it without a pharmacist checking that it was
suitable for the patient

P is made POM if new risks

are identified which require

involvement of a doctor to
ensure safe use of the medicine

* POM : New medicines are usually authorized for use as POM. Available by doctor’s or dentist’s prescription only.
** P : Available in a pharmacy without prescription under the supervision of a pharmacist. It is not within the class of
products defined as GSL.
*% GSL : Available on general sale (wider range of retail outlets) with reasonable safety. Can be sold or supplied
without supervision of a pharmacist.

Fig. 2. Drug Reclassification in UK.
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Table 2. Drug classification system

Korea Japan UsS UK
Prescription Prescription Prescription Prescription Only Medicine
Nonprescription Nonprescription Nonprescription Pharmacy Medicine General Sale List

Table 4. Products list classified as general sale list in UK

Ingredient Administration route Classification in Korea Classification in UK
acyclovir topical OTC GSL
aspirin internal OTC GSL
beclomethasone dipropionate topical Rx GSL
cetirizine HCI1 internal OTC GSL
clotrimazole topical OTC GSL
famotidine internal Rx GSL
hyoscine butylbromide internal OTC GSL
ibuprofen topical/internal OTC GSL
ketoconazole topical OTC GSL
loratadine internal Rx GSL
miconazole nitrate topical OTC GSL
nicotine topical/gum OoTC GSL

terbinafine HCI topical OTC GSL




Table 5. Reclassification Products List
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Japan us UK
Ingredient Year Ingredient Year Ingredient Year
Clemastine 1979  Chlorpheniramine 1976  Ibuprofen(topical) 1983
Bufexamac(topical) 1980 Dexchlorpheniramine 1976 Hydrocortisone(topical) 1987
Clotrimazole(topical) 1980 Oxymetazoline 1976 Mebendazole 1989
Picosulfate(sodium) 1983 Pseudoephedrine 1976 Dextromethorphan 1989
Tbuprofen(oral) 1985 Xylometazoline (nasal) 1976  Nicotine(gum) 1991
Indomethacin(topical) 1985 Hydrocortisone(topical) 1979 Dihydrocodeine 1992
Dimemorfan 1985 Ephedrine(topical) 1980 Paracetamol + dihydrocodeine 1992
Ciclopirox olamine 1987 Epinephrine(not for asthma) (adrenaline) 1980 Clotrimazole(vaginal) 1992
Miconazole(topical) 1987 Phenylephrine 1980 Econazole 1992
Hyoscine(Scopolamine) 1987 Diphenhydramine 1981 Miconazole(vaginal) 1992
Bromhexine 1987 Haloprogin(topical) 1982  Hyoscine(Scopolamine) 1992
Cetraxate 1987 Miconazole(topical) 1982  Ketoprofen 1993
Econazole 1988 Dexbrompheniramine 1982  Acrivastine 1993
Carbocisteine 1988  Trip(r) olidine 1982  Cetirizine 1993
Loperamide 1989  Dyclonine(oral) 1982  Loratadine 1993
Ibuprofen(topical) 1990  Ibuprofen(oral) 1984  Aciclovir(topical) 1993
Mequitazine 1990 Pyrantel 1986  Felbinac(topical) 1994
Hydrocortisone(topical) 1990  Chlophendianol 1987  Piroxicam(topical) 1994
Ubidecarenone 1990 Loperamide 1988  Tioconazole 1994
Tioconazole 1991 Clotrimazole(topical) 1989  Minoxidil(topical) 1994
Prednisolone 1992 Clotrimazole(vaginal) 1990 Beclometasone(nasal) 1994
Bifonazole 1993  Miconazole(vaginal) 1991  Flunisolide(nasal) 1994
Oxiconazole 1993 Clemastine 1992  Cimetidine 1994
Sulconazole nitrate 1993 Naproxen 1994  Famotidine 1994
Ketoprofen(topical) 1994 Ketoprofen 1995  Ranitidine 1994
Piroxicam(topical) 1994  Butoconazole 1995 Oxetacaine 1994
Felbinac(topical) 1995 Cimetidine 1995  Pseudoephedrine 1994
Oxetacaine 1995 Famotidine 1995  Aluminium(topical) 1994
Cimetidine 1997 Ranitidine 1995  Fluconazole(oral) 1995
Famotidine 1997 Minoxidil(topical) 1996 Ketoconazole(topical) 1995
Ranitidine 1997 Nizatidine 1996 Hydroxyzine 1995
Cromoglicate(sodium) 1997 Nicotine(gum) 1996 Budesonide(nasal) 1995
Minoxidil(topical) 1999 Nicotine(patch) 1996 Azelastine 1996
Nicotine(gum) 2001 Ketoconazole(topical) 1997 Nizatidine 1996
Amorolfine(topical) 2002 Tioconazole 1997 Lactitol 1996
Butenafine 2002 Cromoglicate(sodium) 1997 Mebeverine 1997
Neticonazole(topical) 2002 Terbinafine 1999  Miconazole & Hydro-cortisone(topical) 1998
Terbinafine 2002 Docosanol(topical) 2000 Levocabastine 1998
Pseudoephedrine 2002  Cetirizine 2002 Domperidone 1998
Loratadine 2002 Terbinafine 2000
Nicotine(sublingual) 2002 Nicotine(nasal spray) 2000
Omeprazole 2003  Flurbiprofen(oral topical) 2001
Fenticonazole(topical) 2001
Prochlorperazine 2001
Clobetasone butyrate 2001
Levonorgestrel 2001
Nicotine(sublingual) 2001
Fluticasone 2002

source : OTC ingredients table. World Self-Medication Industry. http://www.wsmi.org
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pharmacologic
attributes

1. Does the switch candidate have special toxicity in its class?
2. Does the candidate have a large margin of safety?

3. Does the candidate’s frequency of dosing affect its safe use?
4. Has the candidate’s safety profile been defined at high dose?
5. Has the candidate been used for a sufficiently long time on the prescription market to enable a full character-

ization of its safety profile?

6. What is the worldwide marketing experience of the switch candidate?
7. What foreign countries market the candidate OTC? What is its experience in those countries?
8. What do the “use data”(from National Prescription Audit, the National Drug/Disease Audit, and/or other

sources) show?

9. Has a vigorous risk analysis been performed?
10. Has the efficacy literature been reviewed in a way to support the expected usage and labeling of the switch

candidate?

11. Is there a full understanding of the pharmacy-dynamics of the switch candidate?
12. Is the minimally effective dose for the proposed OTC indication known?
13. Have possible drug interactions for the switch candidate been characterized?

consumer use Fundamentals

and label comprehension 1. Can the candidate be adequately self-diagnosed?
2. Can the condition be successfully self-treated?
3. Is the self-treatment product safe and effective for consumer use, under conditions of actual use?

Points to consider

1. Is there a need for physician evaluation of the condition?

2. What is the nature and severity of adverse effects of consumer misdiagnosis and delay in correct diagnosis?
3. Regarding effective product use, what is the nature of consumer understanding of product use?

4. What is the consumer understanding of the expected benefit?

5. Does the consumer have the ability to assess treatment effect?

Safe Product Use

1. What is the consumer understanding of product directions for safe use?
2. What is the consumer understanding of what to do if the product isn°@t working?
3. What is the consumer ability to identify adverse effects, and the consumer ability to determine when adverse

events may require professional care?

4. What is the consumer expectation of safety?
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