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Abstract This study was performed with investigation on current operation of foreign GLP regulation. The
analysis of the foreign GLP regulation and operation was usually based on OECD GLP website and OECD
mutual joint visiting (MJV) report. The MJV report of major OECD countries were contained information of
GLP monitoring authority and program, organization including GLP regulation, number of inspector, type and
method of inspection etc.. This study was also investigated comparative analysis of GLP regulation among
domestic monitoring authorities. Improvement plan of domestic GLP regulation and preparations to the on-
site evaluation of the OECD MIJV to Korea in 2020 were suggested by the comparative analysis between
foreign GLP and domestic GLP. These results in this study were summarized as GLP regulation
characterization of 5 major OECD countries, analysis of recent OECD GLP inspection report, regulation
difference of domestic GLP monitoring authorities, and preparation to the on-site evaluation of the OECD
MJV. This study will be utilized as education material of domestic GLP inspector and preparation to the on-

site evaluation of the OECD MIJV to Korea in 2020.
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Table 1. OECD-member countries inspected from 2011 to
2015

Year OECD Inspected country

2015 Slovak republic, Spain, Sweden, South africa, Israel
2014  Portugal , Spain, Switzerland, UK

2013  Netherland, New Zealand

2012 Austria, Hungary, France, Australia, Japan

2011 Greece, Finland, Ireland, Italy
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Table 2. Inspection authorities of domestic GLP
Receiving authority Department Related regulation Product
Drugs
Ministry of Food and Clinical Trials Management Non-clinical testing practices Cosmetics
Drug Safety Division ep Medical devices

Ministry of Environment ~ Chemicals Policy Division

Rural Development
Administration

Agricultural Materials
Industry Division

The designation of chemical testing standards and
practices concerning the regulation

Research institutions and practices for tests such
as pesticides

Functional food

Chemicals

Pesticides

Table 3. GLP authorities in Japan

Type of Product Regulation Receiving authority Monitoring authority
Agriculture chemical Agricuttural chemicals MAFF FAMIC
regulation law
Accumulation and METI NITE
degradation ) )
Chemical ~ Toxicity Law on regulation of chemical MHLW NIHS
) assessment and manufacturing
Em_/lr_onmental MoE NIES
toxicity
Chemicals of occupation Safety at work and sanitation MHLW INIOSH
Medical drug
Medical device Pharmacy law MHLW PMDA
Veterinary drug Pharmacy law MAFF NVAL
Veterinary device
Feed additives Food safety law MAFF FFIS

MAFF: Ministry of Agriculture, Forestry and Fisheries, FAMIC: Food and Agricultural Materials Inspection Center, METI: Ministry of
Economy, Trade and Industry, NITE: National Institute of Technology and Evaluation, MHLW: Ministry of Health, Labour and Welfare,
NIHS: National Institute of Health Sciences, MoE: Ministry of the Environment, NIES: National Institute for Environmental Studies,
JNIOSH: Japan National Institute of Occupational Safety and Health, PMDA: Pharmaceuticals and Medical Devices Agency, NVAL:
National Veterinary Assay Laboratory, FFIS: Fertilizer and Feed Inspection Service
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Table 4. GLP Monitoring Authorities of OECD member countries
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OECD country Monitoring Authority
Australia NATA
. FOSHC
Austria FMAFE
Finland Fimea
France GIPC, ANSM, ANSESNMV
Greece GCSL, NDO
Hungary NIP
Ireland INAB
Israel ISRAC
Italy GLPMU
Chemicals MHLW, METI, MOE
fapan Pesticides MAFE, NVAL, FAMIC ACIS
Netherlands Health Care Inspectorate
New zealand IANZ
Chemicals and Pesticides
Portugal . IPQ, INFARMED
Medical products
Slovak republic SNAS
South africa SANAS
Spain AEMPS, ENAC
Sweden Swedac
Switzerland Swissmedic, FOPH, FOEN
UK GLPMA
Korea RDA, NIER, KFDA

NATA: National Association of Testing Authorities, Fimea: Finnish medicines agency, GIPC: Groupe interministériel des produits
chimiques, ANSM: Agence frangaise de sécurité des medicaments, GCSL: General Chemical State Laboratory, NIP: National Intitute of
Pharmacy, INAB: Irish National Accreditation Board, ISRAC: Israel Laboratory Accreditatiom Authority, GLPMU: Good Laboratory
Practice Monitoring Authority, MHLW: Ministry of Health, Labour and Welfare, METI: Ministry of Economy, Trade and Industry, MOE:
Ministry of the Environment, MAFF: Ministry of Agricultural Materials Inspection Center, NVAL: National Veterinary Assay laboratory,
FAMIC: Food and Agricultural Materials Inspection Center, ACIS: Food and Agricultural Materials Inspection Center, IAZN: International
Accreditation New Zealand, IPQ: Portuguese Institute for Quality, INFARMED: Instituto Nacional da Farmacia e do Medicamento, SNAS:
Slovak National Accreditation Service, SANAS: South African National Accreditation, AEMPS: Agencia Espafiola de Medicamentos y
Productos Samitarios, ENAC: Entidad National de Accreditation, FOPH: Federal Office of Public Health, FOEN: Federal Office for the
Environment, GLPMA: Good Laboratory Practice Monitoring Authority, RDA: Rural Development Administration, NIER: National
Institute of Environmental Research, KFDA: Korea Food & Drug Administration, RDA: Rural Development Administration, FOSHC:
Federal Office for Safety in Health Care, FMAFE: Federal Ministry for Agriculture, Forestry, Environment and Water Management
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Table 5. Type of product managed by GLP monitoring program of OECD-member countries
OECD
member Ch MP VD AC FoA FeA Co Bi MD Others
country
Australia (¢] o (0] (¢] o 0] (0] o 0]
Austria (0] (0] (0]
Finland (6] (0] (0] (0] o
France (0] (0] (0] (0] (0] (0) (0] (0] o
Greece (0] (0] o (0] (0] o (0) (0]
Hungary (0] (0] o (0] o 0) (¢} o
Ireland (0] (0] o (0] (0] o (0] (0] O
Israel (¢ o 0] (¢ o 0] (0] (0] o
Italy (¢} O 0] (¢} o 0] (0] o 0]
Chemicals (0] (0] o (0] o (0] o
Japan .
Pesticides 0] (¢ 0] o
Netherlands (0] (0] o (0] o o (0] o (0] 0]
New zealand (0] 0] (0] (0]
et e 0 o o o 0 0
Portugal .
Medical
products o 0
Slovak republic (¢ o 0] (¢ o 0) O 0
South africa (0] (0] o (0] 0]
Spain (¢] O 0] (¢} 0} (0] 0] 0} 0]
Sweden (0] (0] o (0] o o (0]
UK (¢] O (0] (0] o 0] 0] o 0]
Korea (0) (0] (0] (0)

Ch: chemicals, MP: medical product, VD: veterinary drug, AC: agricultural chemical, FoA: food additives, FeA: feed additives, Co:

cosmetics, Bi: biocides, MD: medical devices.
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Table 6. Number of certificated GLP facility managed by monitoring authoity of OECD-member countries

OECD-member country Monitoring authority Numberf;);;:ii:;tlﬁcated
Australia NATA 22
Austria FOSHC, FMAFE 5
Finland Fimea 15
France ANSES-ANMV 20
Greece GCSL 6
Hungary NIP 33
Ireland INAB 4
Israel GLPMA 15
Italy GLPMU 76

Chemicals MHLW, METI, MOE 47
Tapan Pesticides NVAL, FAMIC 76
Netherlands Health Care Inspectorate 40
New zealand IANZ 10
Chemicals and Pesticides IPQ 5
Portugal .
Medical products INFARMED 4
Slovak republic SNAS 12
South africa SANAS 3
Spain ENAC, AEMPS 47
Sweden Swedac 17
Switzerland NAChem 36
UK GLPMA 109
Korea NIER, KFDA, RDA 19

NATA: National Association of Testing Authorities, Fimea: Finnish medicines agency, GCSL: General Chemical State Laboratory, NIP:
National Intitute of Pharmacy, INAB: Irish National Accreditation Board, GLPMA: Good Laboratory Practice Monitoring Authority,
GLPMU: Good Laboratory Practice Monitoring Authority, MHLW: Ministry of Health, METI: Ministry of Economy, Trade and Industry,
MoE: Ministry of the Environment, NVAL: National Veterinary Assay Laboratory, FAMIC: Food and Agricultural Materials Inspection
Center, IPQ: Portuguese Institute for Quality, INFARMED: Instituto Nacional da Farmacia e do Medicamento, SNAS: Slovak National
Accreditation Service, SANAS: South African National Accreditation, ENAC: Entidad Nacional de Accreditation, AEMPS: Agencia
Espafiola de Medicamentos y Productos Samitarios, NAchem: Notification Authority for Chemicals, NIER: National Institute of
Environmental Research, KFDA: Korea Food & Drug Administration

Table 7. Study audit type of OECD-member countries

Study audit including annual inspection Independent study audit

Australia, Austria, Finland, France, Greece, Hungary, Ireland,
Israel, Italy, Portugal (medical products), Slovak republic,
Sweden, Switzerland, UK

OECD member Italy, Japan (Pesticides), Netherlands, New zealand,
country Portugal (chemicals and pesticides), Spain, Korea
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