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Summary

Title of Project | A Study on the Competent Authorities for Food and Drug Administration in Foreign Countries

Key Words Food, Drug, Safety Management , Consumerism, Medical devices, Cosmetics, Toxicology

KIHASA Project

(Korea Institute for Health and Social Affairs) Leader Kwak, No—Seong

Institute

Project Period | 2008.6.19~2008.11.30

] In the USA, food safety is managed by 6 Ministries and Ministry level agencies including Department
of Health and Human Services(DHHS) and the drug is managed by the DHHS and the Department of
Justice’s Drug Enforcement Administration.

— FDA is the third biggest agency in the DHHS and consists of 2 offices and 6 centers.

) In Japan, food safety is managed by 3 Ministries such as the Ministry of Health, Labour and
Welfare(MHLW), the Cabinet Office’s Food Safety Commission and the Ministry of Agriculture,
forestry and fisheries and the drug is managed by the MHLW.

— The bureau of drug and food in the MHLW is in charge of food safety and drug management
with MHLW affiliated agencies such as National Institute of Health Sciences, Pharmaceuticals and
Medical Devices Agency, National Institute of Health and Nutrition.

] At the EU level, food safety is managed by the Directorate-General for Health and Consumer
Protection(DGSANCO) and European Food Safety Agency(EFSA) and the drug is managed by the
Directorate-General for Enterprise and Industry and European Medicines Agency(EMEA).

— DGSANCO is in charge of food safety along with public health, animal and plant health,
consumer protection in the aspect of policy and implementation and EFSA is in charge of risk
assessment and communication.

— DG for Enterprise and Industry is in charge of drug control in the aspect of policy and EMEA
conducts drug assessment, surveillance, and pharmacovigilance as a independent scientific body.

] In Australia, food safety is managed by Food Standards Australia New Zealand(FSANZ), Department of
Health and Aging(DHA), and the Minister for Agriculture, Fisheries and Forestry and drug is managed
by DHA.

— The headquarter of DHA is in charge of drug and the secretary of the Food Regulation Standing
Committee(FRSC) and the Therapeutic Goods Administration as a part of DHA assess, monitor, and
register the drug and medical devices.

— FSANZ is supervised by the DHA in the aspect of the agency administration. However, it works as
an independent agency while only following the FRSC’s written policy decisions.




(] In China, food safety is managed by the 6 Ministries depending on where the food is in food chains
and the drug is managed by the Ministry of Health(MOH) and the State Food and Drug
Administration(SFDA).

— Food safety is mainly dealt by the National Center for Health Inspection and Supervision within
the MOH whereas SFDA puts their efforts in drug administration.

(] Policy recommendations are suggested by the analysis of several policy cases in the foreign countries
as follows.

— food poisoning cases by the strains and the public’s satisfaction in food safety can be appropriate
food safety index.

— The KFDA’s agreements with SFDA for food safety should be reinforced up to the level of US
FDA’s agreements and the cooperation with the EU should be simulated through the dispatch of
the officers.

— Adverse drug reactions should be monitored more actively by use of health insurance DB and the
information on similar cases in the foreign countries.

— For safer paediatric drug, study on the patterns of the use of paediatric drug should be conducted,
and information on the drug should be presented in more patient friendly manners.

Opinion of Project Manager

(] This project aims to study on the food and drug agencies in the foreign countries
and proposed appropriate food and drug polices and more detailed aims are as
follows.

— First, the name of agencies and general information such as the number of
Scope staffs, organization structure, budget and so on

— Second, related major regulations and the scope of the agencies’s work
— Third, present policies for food, drug, cosmetics, medical devices, and toxicology

— Forth, model policy cases applicable to the KFDA’s policies

[J This project achieved the contents of the research mentioned in the request for
proposal(RFP)

Limitation

] However, more research on the EU Member Countries is necessary for better
understanding of the foreign countries’s food and drug administration.

Direction for |[_] When a part of this report would be publicly cited it must be mentioned to be the
Citation results of the research funded by the KFDA

Supervisory Korea Food and Drug Administration Planning and Budget Division
Office (B 02—380—1638~9)
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