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Drug Approval System in Korea
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Drug Approval Process in Korea

Approval of drug products

Submission
User fee 

evaluation

Petition acceptance
Preliminary 

review

Request 
for review

Request drug review

Appropriate data submission

Approval

Issue pharmaceutical product Certificate

Safety&Efficacy Quality GMP Patent

Petition withdrawal Pay additional fee

Verbal Consultation etc.

Closure (Rejection)Amendment 
(2 times)

No No

No

No

No
(after 2nd

amendment)

No
(1st amendment)

Submit 
supplementary data

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Submit data

Equivalence

3/27



Classification of Products

Herbal Medicine
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Drugs for approval & notification

Drugs subject 
to data 

submission

IMD*

Generic Drugs
(Subject to BE study)

• New drugs 
since Jan. 1, 1989

• Substances 
subject to BE test

• Special dosage 
forms (e.g. extended 
release)

Others (e.g. new excipients, revision 
of approvals)

*Incrementally Modified Drug 5/27



New drug, drug for data submission & IMD

Safety & efficacy
- Improve efficacy
- Reduce AEs

Usefulness
- Improve ROA 
- Improve dose 
frequency

Advancement
- Change in salt
- Improve 
preparation
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Data requirement for approval 

Required application dossier for approval
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Dossier for 
Safety & Efficacy Evaluation

Stability

Physiochemi
cal 

properties

Non-clinical

Toxicity, 
Pharmacology

Absorption, 
Distribution, 
Metabolism, 

Excretion

Drug 
interaction

Clinical

Clinical data 
& 

bridging 
data Quality GMP DMF

Description 
of 

Approval

Efficacy & effectiveness
Dosage & administration

Precautions for use
Storage condition & expiration date

Manufacturing process
Specifications and test methods
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Data required for quality review

* Safety data

Data for Drug Substance Data for Drug Product

1. Structure elucidation
2. Physiochemical properties
3. Manufacturing process
4. Specifications and test 

methods
5. Supporting data for 

specifications and test 
methods

6. Test results
7. Reference standard, reagents 

and test solutions
8. Container and packaging

1. Drug ingredients and 
quantities

2. Manufacturing process
3. Specifications and test 

methods
4. Supporting data for 

specifications and test 
methods

5. Test results
6. Reference and standard, 

reagents and test solutions
7. Container and packaging

* Safety data
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Recent trends in Drug Quality 
Review
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Change in regulatory environment
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Milestones for improving quality 
review in Korea
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1
International Harmonization 
in quality review
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Expand products subject to BE test

Current regulation Revision
 Among prescription drugs, 

substances announced by 

MFDS, some dosage forms 
(tablets, capsules, suppositories etc.)

 All prescription drugs  
(implementation by 
October 2023)
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International harmonization 
in managing manufacturing methods

Current regulation Revision

 CTD is required for new 
drugs, drugs requiring data 
submission & generics 
subject to BE test among 
prescription drugs

 Management with simple 
description of manufacturer 
of APIs, major process andz
manufacturing site under the 
approval system

 Mandatory to submit CTD 

for all prescription drugs

 Review the whole dossier of 

CTD module 3 under the 

approval system
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Strengthen quality review on 
compendium-listed products

Current regulation Revision

 Waiver of specification and 

test methods for products 

listed in compendium

 Need to submit quality 

data for prescription drugs 

listed in compendium 
(implementation in October 

2021)
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Life-cycle quality management2
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Current regulation Revision

 Pre-application for post 

approval change in 

pharmaceutical product 

license

 The total CTD Module 3 
shall be subject to 
approval review 

 Graded management with 
pre-application for post 
approval change, pre-
marketing reporting and 
annual reporting 

Improve the system of post 
approval change 
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Current regulation Revision
 Data on BE test should 

be submitted when 
manufacturing process 
are changed

 No need for drug review 
when it comes to change 
of immediate container

 Submit both data on 
equivalence test(BE or 
comparative dissolution) 
and quality evaluation for 
change in manufacturing 
process

 Submit data on stability 
test for change of 
immediate container
(implementation in May 2021)

Improve the system of post 
approval change 
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Strengthen impurity control
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Require the submission of impurity 
evaluation data

Current regulation Revision

 Submission of data on 

impurities

 Data on impurities
 Data on genotoxic and 

carcinogenic impurities
 Data on elemental 

impurities (implementation 
in September 2020)
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Strengthen management of drug 
substance quality

Application
Quality 
review

Registration

Application
Check 

quality data 
submission

Prior 
registration

(Filing)

Quality 
review 

along drug 
products

Registration

Process

 Apply for drug product 
approval or prior-review

• Mandatory to register unregistered APIs of approved drug products

* Expand the scope gradually to complete all registration by June 30, 2023

Process 
Improvement
(June 2020)

Target
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4
Establish regulations on products with 
advanced technology
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Establish regulations for review of 
advanced technology applied products

 Allow annual reporting for changes within design space with no prior 

authorization

QbD products

 Permit Real time release testing and provide how to fill out the 

related form with examples

 Allow to manage periodic or skip testing

Release testing 
exemption
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Revision of related regulations
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Status of related regulations 
for quality review

Mandatory for all prescription drugs to submit equivalence data
• Regulation on the safety of medical products etc. (revised in October 2020)

• Regulation on management for pharmaceutical equivalence test 
(Administrative Notice within 2020)

CTD-based approval management & 3-phase approval change
• Regulation on Pharmaceuticals Approval, Notification, and Review 

(Administrative Notice within 2020)

Quality evaluation for changes in manufacturing methods, manufacturers
• Regulation on Pharmaceuticals Approval, Notification, and Review 

(Administrative Notice within 2020)

New regulations for quality review of products applied with design space, RTRT
• Regulation on Pharmaceuticals Approval, Notification, and Review 

(Administrative Notice within 2020)
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