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ABSTRACT

Nonprescription drugs have become increasingly important in Korean healthcare, By leveraging lower—cost drugs and reducing
expenditure associated with fewer physician visits, the nonprescription segment can deliver tremendous value to individual
consumers and the Korean healthcare system. Many countries have provided simpler and more rapid routes to market entry for
qualifying nonprescription drug products, using the established data on drug safety and efficacy, as well as public and professional
opinion, In US, the FDA waived the pre—approval process for over—the—counter (OTC) drugs marketed through the OTC Monograph

Process, In Australia and Canada, different OTC product application

levels are defined, with a reduced level of assessment required

when the risks to consumers are considered low, Japan established a new OTC evaluation system in 2014 to facilitate the Rx—to—
QOTC switch process. The legislative framework for medicinal products in the European Union allows for drugs to be approved with

reference to appropriate bibliographic data for old active substan

ces with well—established uses. Through a comparison of the

regulatory framework and the requirements for nonprescription approval process in different countries, several ways to improve
regulatory practice for the evaluation of nonprescription drugs in Korea have been suggested.
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Table 1. Drug regulatory agencies and regulations of different countries

Country

Drug regulatory agencies and regulations

Ministry of Food and Drug Safety
Pharmaceutical Affairs Act

Regulation on Safety of Medicinal Products, etc.
Korea

Enforcement Decree on the Standards of Facilities of Manufacturers and Importers of Medicinal Products, etc.
Enforcement Regulation of the Enforcement Decree on the Standards of Facilities of Manufacturers and Importers of

Medicinal Products, etc.

Japan Ministry of Health, Labor and Welfare
Pharmaceuticals and Medical Devices Agency

Japan Japanese Self-Medication Industry

Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy

Products, Gene Therapy Products, and Cosmetics

US Food and Drug Administration, Center for Drug Evaluation and Research

us Federal Food, Drug and Cosmetic Act

Federal Register, Code of Federal Regulations Title 21

European Medicines Agency

EU Council Directive 2001/83/EC

Medicines and Healthcare products Regulatory Agency

UK Department of Health,
Council Directive 2001/83/EC

Canada Food and Drugs Act and Regulations

Health Canada, Therapeutic Products Directorate, Natural and Non-prescription Health Products Directorate

Department of Health, Therapeutic Goods Administration

Australia  Therapeutic Goods Act

Therapeutic Goods Regulation 1990
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Table 2. Application categories for non-prescription drug approval for Japan and Australia

Country

Japan

Australia

Application
level

1. Drugs containing new active ingredients N1.

2. Drugs with new administration routes

3-1. Drugs with new indications N2.

3-2. Drugs with new dosage forms

3-3. Drugs with new dosages N3.

4. Non-prescription drugs with new active ingredients for non-

prescription drugs N4.

5-1. Non-prescription drugs with new administration routes for
non-prescription drugs (same active ingredients as
approved non-prescription drugs)

5-2. Non-prescription drugs with new indications for non-

prescription drugs (same active ingredients and routes of N5.

administration as approved non-prescription drugs)

5-3. Non-prescription drugs with new dosage forms for non-
prescription drugs (same active ingredients, routes of
administration and indications as approved non-

prescription drugs)* CN.

5-4. Non-prescription drugs with new dosages/administrations
for non-prescription drugs (same active ingredients, routes

of administration as approved non-prescription drugs)* C1.

6. New non-prescription combination drugs (same ingredients

as active ingredients of approved non-prescription drugs C2.

but with a different active ingredient composition)*

7-1. Non-prescription combination drugs with similar C3.

formulations (same as active ingredients of approved
non-prescription drugs that are non-prescription drugs with
similar combinations of active ingredients as approved
non-prescription drugs)

7-2. Non-prescription combination drugs with similar dosage
forms (same active ingredients, routes of administration

and indications as approved non-prescription drugs but C4.

with different dosage forms)
8. Other non-prescription drugs (article meeting approval
standards, etc.)

Generic medicines (clones or flavour/fragrance/colour
variants of a currently registered medicine)

Generic medicines (complies with an OTC Medicine
Monograph)

Generic medicines (does not entail evaluation of safety
and efficacy data, require full evaluation of quality data)
Generic medicines (requires supporting safety and/or
efficacy data, full evaluation of quality data; have not
been previously registered as an OTC medicine following
down - scheduling; require a higher level assessment due
to the umbrella segment of the product name)

New medicines that are not generics; (new active
ingredient (new chemical entity); new combination of
active ingredients; new indication; new strength; new
dosage form; new directions for use; new patient
population)

Changes to medicines (notification changes, where their
implementation would not impact the quality, safety or
efficacy of a medicine

Changes to medicines ('negligible risk' to the quality and
non-quality aspects of a medicine)

Changes to medicines (low risk' to the quality and non-
quality aspects of a medicine)

Changes to medicines (low risk' to the quality and non-
quality aspects of a medicine and requires assessment of
supporting safety and/or efficacy data or a justification for
not providing the data and/or to the medicine name
where the new name includes a risk associated with an
umbrella branding segment requiring a higher level of
assessment

Changes to medicines (non-quality changes classified as
'moderate risk')

*drugs are classified into either of non-prescription drugs or guidance-mandatory drugs.
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Table 3. Approval standards for non-prescription drugs in different countries

Korea Japan us Canada Australia
Manufacturing Standards for OTC Monograph Category IV OTC Medicine
Name standards for non- manufacturing and Monograph Monograph
prescription drugs marketing approval for
non-prescription drugs
_ vearof 1994 1970 1972 1995 2013
implementation
Approval process Notification Application category 8 OTC Monograph DIN-F N2
Vitamin and mineral Cold remedy Acne Acne therapy Aspirin tablets, oral
preparation Antipyretic analgesic ~ Anorectal Sunscreen Bromhexine
Antipyretfic analgesic Anfitussive and Antacid Medicated skin care  hydrochloride
Cold remedy expectorant Anthelmintic product Dextromethorphan
Gastrointestinal Gastrointestinal Anticaries Diaper rash product hydrobromide
medicine medicine Antidiarrheal Anti-dandruff product Guaifenesin
Antiemetic Laxative Antiemetic Antiseptic skin Hand sanitiser
Laxative Antivertigo medicine  Antiflatulent cleanser louprofen, oral
Antitussive and Ophthalmic medicine Antifungal, topical Athletes foot Laxatives: docusate
expectorant Vitamin preparation Antiperspirant freatment sodium and/or
Ophthalmic medicine Enema Cholecystokinetic Throat lozenge sennoside
Decongestant, oral  Anthelmintic Corn/callus remover Loperamide
Decongestant, nasal Nasal drop for rhinitis  Cough/cold (including hydrochloride
Antihemorrhoid, Antihemorrhoid, external allergy and Mebendazole
external Athlete’s foot and bronchodilator) Paracetamol for oral
Athlete’s foot and ringworm remedy Dandruff/seborrhic Pholcodine
ringworm remedy  Antipruritic and anti- dermatitis, psoriasis Ranitidine
Therapeutic Analgesic, external inflammatory drug  Deodorant, internal hydrochlorides
categories Antipruritic, external  Feminine pad* First aid antibiofic Topical imidazole

Toothpaste*
Sprays, external*

Hair dye*
Hair perm product*

Ingrown toenail relief
Nighttime sleep aid

Low dose vitamin and Medicated toothpaste* Ophthalmic
Stomachic algefacient* Otic, topical

mineral
preparation*
Energy supplement*
Digestive aid*
Stomachic
algefacients*
Cataplasma*
First aid ointment*
Contact lens solution*
Mosquito repellent*
Sanitizer, external*
Deodorant*
Tooth whitening
agent*

Vitamin product*
Diaper rash product*
Wart/corn remover*
Anti-allergy™
Calcium product*
Throat algefacient*
Products containing
vitamin*

Agent for cracked and

chapped skin*
Bath formulation*
Cotton product*

Pediculicide
Skin protectant
Stimulant
Sunscreen
Wart remover
Weight control

antifungals for

dermal use
Topical nasal

decongestant

*quasi-drugs
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