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OTC Drug Regulatory System of Korea Comparing to
Other Countries

Hyun Soon Sohn and Hyun Taek Shin
College of Pharmacy, Sookmyung Women's University, Seoul, Korea

This is to examine the OTC regulatory system of Korea in comparison with those of Japan, UK and US, and suggest
the possible regulatory actions to harmonize it to international standards. Individual countries have their own regulatory
requirements and processes for OTC application based on established drug monographs and safety profiles from clini-
cal experiences. Categories of OTC drug monographs are being expanded with transparent establishment procedure
according to detailed guidelines, and public opinions as well as professional experts for assessing appropriateness of
wide usage without physician's prescription. In line with trend of self-medication worldwide, the number of OTC drugs
is increasing and more efficient and professional drug review is underway in the separate OTC division in regulatory
agency. For improving OTC regulatory system in Korea, settlement of optimal drug classification policy and manage-
ment for encouraging OTC drug use, development of more detailed and specific guidelines for OTC drug application,
expansion of OTC drug monographs, transparent process for OTC monographs establishment, and establishment of

OTC division in health authority, are suggested.

[J Key words — OTC, nonprescription drug, drug monograph, drug application
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Table 1. Classification Criteria for OTC drugs
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Classification Criteria for OTC

- usage in mild medical conditions, narrow range of adverse drug reactions, and established safety and effectiveness
« consumer can use them for self-treatment, and decide indications selection, dosage and administration compliance, and preven-
tion of and action to treat adverse drug reaction by themselves

Korea

cian’s diagnosis and treatment in principle.

« sufficiently established safety and effectiveness of ingredient and its dose, without strong action, and potential for misuse and abuse
« indications should be prevention and treatment for mild disease or health maintenance, not a disease to have to follow physi-

« dosage form, and usage and administration which consumers can apply according to their decisions without higher potential for
misuse and abuse is high, and safety and efficacy are expected without professionals’ use

« established safety and effectiveness of ingredients and its dose

« symptoms of indications should be diagnosed by consumers themselves

« dosage and administration, and dosage form should be used by consumer themselves

Japan sult physician or pharmacist

« precautions should be understandable by consumers, with labelling to stop medication if no improvement of symptoms and con-

- usage in mild medical conditions, lower adverse reaction risk to therapeutic benefit, and established safety and effectiveness
- consumer can decide indications selection, dosage and administration compliance, and prevention of and action to treat adverse

drug reaction by themselves
Should not meet any of the following criteria;

« a direct or indirect danger exists to human health, even when used correctly, if used without medical supervision
UK « there is frequently incorrect use which could lead to direct or indirect danger to human health

- further investigation of activity and/or side-effects is required

« there are normally prescribe by a doctor to be administerd parenterally

Generally recognized as safe and effective and is not misbranded (GRASE)

« low incidence of adverse reactions or significant side effects under adequate directions for use and warnings against unsafe use
as well as potential for harm which may result from abuse under conditions of widespread availability.

« resonable expectation that, in a significant proportion of the target population, the pharmacological effect of the drug, when used
under adequate directions for use and warnings against unsafe use, will provide clinically significant relief of the type claimed

Us « benefit-to-risk ratio of a drug in determining safety and effectiveness

« when combining two or more safe and effective active ingredients and may be GRASE

« when each active ingredient makes a contribution to the claimed effects

- active ingredients does not decrease safety or effectiveness of any of the individual active ingredient, provide rational concurrent

therapy

- labeling shall be clear and truthful in all respects and may not be false or misleading in any particular
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Table 2. Established OTC Drug Monographs
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Korea Japan UsS

Vitamin-mineral products Vitamin-mineral products Vitamin-mineral products
Antipyretics and Analgesics Antipyretics and Analgesics Analgesics

Cold remedies Cold remedies Cold remedies
Antacids - Antacids

Peptics - -

Digestives - -

Intestinal disorders products Intestinal disorders products -

Antidiarrheal products Antidiarrheal products Antidiarrheal products
Anticonvulsants - -

Antiemetics - Antiemetics

Laxatives - Laxatives
Antitussives/expectorants Antitussives/expectorants Antitussives
Ophthalmic products Ophthalmic products Ophthalmic products

Oral preparations for rhinitis
Nasal spray for rhinitis
Hemorrhoidal products

Athlete’s foot and tinea products Athlete’s foot and tinea products

Hair removal products

Oral preparations for rhinitis
Nasal spray for rhinitis
Hemorrhoidal products

Enema
Anthelmintic
Hematinics

Hemorrhoidal products

Hematinics

Emetics

Antiperspirants

Sunburn prevention and treatment products

Antimicrobial products

Dandruff products

Oral hygiene aids

Bronchodilator and antiasthmatic products

Sedatives and sleep aids

Stimulants

Allergy treatment products

Antitheumatic products

Contraceptive products

Miscellaneous dermatologic products

Dentifrices and dental products such as analgesics, antiseptics, etc.

Miscellaneous (all other OTC drugs not falling within one of the
above therapeutic categories)
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Table 3. Required data package for OTC Application in Japan

Data I I 1T v \Y VI VIT

Class 12 3 12 3 1 2 3 1 2 3 4 5 6 7 1 2 3 1 2 3 4 5 6
Application() O O O O O O O O O O O O A O A A OO0 A 0O 000X AO
Application(2) O O O X X O A X A A A X X X A A X X X A X X X X X O
Application(3) O O O X X O A X A A A X X X A X X X X A X X X X X O
Application(4) X X O X X O A X A A A X X X X X X X A X X X X X X X
O : Required A : when required X : Not required
Dossier explanation:
1. Origin or background of discovery, conditions of use in foreignV. Pharmacological action

countries 1. Tests to support efficacy

1. Origin or background of discovery 2. Secondary pharmacology, Safety pharmacology

2. Conditions of use in foreign countries 3. Other pharmacology

3. Special characteristics, comparisons with other drugs, etc. VI. Absorption, distribution, metabolism, and excretion
11. Physicochemical properties, standard, and test methods 1. Absorption

1. Chemical structure 2. Distribution

2. Physicochemical properties, etc. 3. Metabolism

3. Standards and test methods 4. Excretion
I11. Stability 5. Bioequivalence

1. Long-term storage tests 6. Other pharmacokinetics

2. Tests under severe conditions VII. Clinical studies Clinical trial results

3. Accelerated tests
IV. Acute, subacute, and chronic toxicity, teratogenicity, and other
type of toxicity
1. Single dose toxicity
2. Repeated dose toxicity
3. Mutagenicity
4. Carcinogenicity
5. Reproductive toxicity
6. Local irritation
7. Other toxicity
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Review Process for Pharmaceuticals and Medical Devices
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I Pharmaceuticals and Medical External
Applicant (—( Devices Agency (PMDA)

nquiry and confimation fram PR0A
Prasantation from Applicant and response

Interview J

/

Team Review [t £

Compliance review |-

Advice

Manufacturing | GMP ‘ [EXDGI’I Discussion « [ Reviewers |and [ Extemal experts |
0 - - B on Review DAscussion af maln Issues and concluskn
site | audit Doctment:base disssion possibia

Summary of main issues

IMmert\iliew Review [ apican || Rovioners o (Eltrwrh W1t bagn e

eetn Specilists o I by O clof (or Retess ifecto

g fon Clz [Slnﬂﬂ‘e External experts HNFHTU/ faka place tca
Expert Discussion + [ Reviewers |and [ Extemal experts |
on Review cantinue afer Perte ravisy

GMP audit
result

Report on review result

| —

i

Approval MHLW Consultation [ Pharmaceutical
(Ministry of Health, Affairs and Food
Labour and Welfare) e Sanitation Council
‘— 1

(source : Profile of Services 2005. Pharmaceuticals and Medical Devices Agency 2005)

Fig. 1. Drug review process in japan.
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Selection of
Reference MS

210 days
report

Applications sent to
Reference Member State

Updated assessment

First recognition with new
90 days assessment report

Decision taken
Comments from

concerned MS padar0

/ﬁod:ys for
CM to check

Approval

/ '

Futher national approvals CMPM/CVMP arbitration

/

Application for recognition of first
authorisation done by 14 MS which
are the CMs

Objections

ed Member State
(source : HARMACEUTICALS IN THE EUROPEAN UNION. European Commission 2005)

Fig. 2. mutual recognition procedure in EU member states.
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Fig. 3. OTC drug monograph review process in US.
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