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KFDA’s Mission

= Foods are safe, wholesome and sanitary.

= Human drugs including natural medicines, biological
products and medical devices are safe and effective.

= Cosmetics are safe.

= Electronic products that emit radiation are safe.

= Regulated products are honestly, accurately and informatively
represented

» These products are in compliance with the law and KFDA
regulations.

6 November 2002

Milestones in U.S Food and Drug Law History

1202 Assized of Bread in England

1232 The Korean Pharmacopoeia “HyangYakKuGeubBang” was
published.

1785 Food Adulteration Law

1848 Drug Importation Act

1906 Food and Drugs Act

1933 FDA recommends a complete revision of Food and Drug
Act (1906)

1937 An Elixir of Sulfanilamide containing a poisonous solvent
kills 107 persons.

1938 Federal Food, Drug and Cosmetic Act

1962 Kefauver-Harris Drug Amendments

6 November 2002 FDIA : Food, Drug and Insecticide Administraton
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KFDA's Brief History

1945 National Chemistry Laboratory (NCL) was established.

1945 Penicillin Amendment in USA

1962 Kefauver-Harris Drug Amendments in USA

1963 NIH was reorganized combining NCL, National Experimental
Station for Medicinal Plants (NESMP) and National Institute
for the Prevention of Infectious Disease.

= 1971 Bureau of Radiological Health was organized in FDA.

» 1977 Department of Radiation Standards was organized in NIH.

6 November 2002

KFDA'’s Brief History

» 1987 National Institute of Safety Research(NISR) was
separated from NIH independently.

= 1992 Department of Natural Medicines was organized in NIH.

» 1996 KFDA established combining a part of NIH, a part of
MHW and NISR.

- NCTR : National Center for Toxicological Research

6 November 2002
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KFDA'’s Organization

Commissioner | * Bureau of Management and Systems
 Bureau of Food Safety

* Bureau of Drug Safety

|
National Institute of
4l 6 Regional KFDA | Toxicological Research

Food Evaluation Department OQACP

Food Additives Evaluation Department || (Office of Quality
Drug Evaluation Department Assurance and
Natural Medicines Evaluation Department Consumer Protection)

Biologics Evaluation Department
Medical Devices & Radiation Health Department

6 November 2002
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Comparison between KFDA and FDA

FDA Staff KFDA Staff
.Commisioner 151|Commisioner 51
DC of Operations 8,915/RKFDA, FSB, DSB, NITR, SEO 672
DC of Policy 35
DC of External Aaffirs 27 |Consumer Protecton Office
DC of Management & Systems 737 Planning & Management Office 37
Total Employees 9,865 768

800 Billion Won/ 1995

60 Billion Won /2000

6 November 2002

Comparison in Function of Operation

FDA Staff KFDA Staff
ORA | 3,407 RKFDA 322
CFSAN 911 FSB, FED, FAED 82
CDER 1,475 DSB, DED 73
CDRH 1,058 MDRHD 31
CBER 806 BED 39
NCTR 257 NITC 107
cvm 281
OOPD, OS

HMED 18
Employees 8,195 672

CFSAN :Center for Food safety and Applied Nutrition
CDER :Center for Drug Evaluation and Research
CDRH :Center for Devices and Radiological Health
CBER :Center for Biologics Evaiuation and Research
NCTR :National Center for Toxicological Research
CVM :Center for Veterinary Medcine

OOPD :Office of Orphan products Development

OS : Office of Science

6 November 2002

FSB : Food Safety Bureau

FED : Food Evaluation Dept

MDRHD : Medical Devices & Radiation Health Dept
BED : Biologica Evaluation Dept

NITC : National Institute of Toxicological Research
HMED : Herb Medicines Evaluation Dept
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Introduction on Division of Narcotics Analysis

Chief : Shin-Jung Kang, Ph.D.
Senior researcher : Miok Yun, Ph.D.
Researcher :

- Hyun Cheol Choi, Ph.D.

- Ho Jung Kim, Ph.D.

- SangAe Park

- Gi Hyun Lee

6 November 2002

What We Do
« Review & Evaluation of Drugs for Governmental
Permission.
« Evaluation of Pre and Post Marketing Drugs
» Research

6 November 2002
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Drugs We Regulate

Narcotics & Psychotrophics

Drugs Acting on Respiratory system & Neuro-
Muscular System

Non-oral Contraceptives

Quasi-drugs

6 November 2002
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1. HTAKY dut

- AN £ FEUS ol 48 A ZFH B
& AF 58(200149)
« A7 gAY FFROR 5 e ApsA gl
- A A ¥ YolAE 2mg /4, 5me/AH D ¥ xul=u)e 30me/A
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2. Current NIR installation in world

Agricultural

'm Food

30%
'O Pharmacy &

‘ . Cosmetics :
! ‘0O Peto

l; 10% ~Industry ‘
i ‘W Research & |
! . - Developmen
| 15% 20% B Others .
S

6 November 2002
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3. NIR Application Status - Pharmaceutical Industry

Company

Burroughs Wellcome

Application

Identification of Bulks & Raw Materials

Quantification of Sulphamethoxazole

Ciba Geigy Identification of Phamaceuticlas
Gist Brocades In-Process Control for Bulk Intermediates
Glaxo Identification - Database System

Hoffmann-La Loche

Identification of Vitamins Preparations

Aspirin, Caffeine, Lactose, Ergots

Sands
Identification/Quantification
Up john Identification of Raw materials/Bulks
Identification of Bulk/Raw Materials
Pfizer Compo.ne'r\* A'\nalysus : .
Quantification of Active Materials
Fermentation Control/Synthesis Control
Determination of Moisture/Solvent
Beecham . T "
Material Identification
Eli-Lilly Quantification of Components

6 November 2002

3. 2=l 282 = gl Al

« 1997 - European Pharmacopoeia == i
» 1998 - U.S Pharmacopeial Forum =2

6 November 2002
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1. Validation= #gt 4| 714

= 0l & (Specificity)
« 2 &4 & (Linearity)

« & A (Accuracy)
« 32 A (Precision)
« M & A4 (Repeatability)
* Intermediate Precision
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2. Validation 2}
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- Wavelength accuracy

» Wavelength repeatability

* Photometric noise

* Photometric linearity

6 November 2002
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8. 2al Mg 9l HY}

« Routine analysis
* Short term validation
* Long term validation

* Quantitative model maintenance

* Library model maintenance

6 November 2002
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Design Qualification (DQ)
Installation Qualification (IQ)
Operation Qualification (0OQ)
Performance Qualification (PQ)

6 November 2002

Thank you for your attention

6 November 2002
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