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Human Studies on Functional Foods: How They Are Regulated®

Kim, Joohee - Kim, Ji Yeon - Won, Hye Suk - Kwon, Hye Jin
Kwon, Hye Young - Jeong, Hye In - Kwon, Oran’
Department of Food & Nutritional Sciences, Ewha Womans University, Seoul 120-750, Korea

ABSTRACT

Along with the steady growth of health functional food

(HFF) markets, research evaluating the human effects of

HFF has been expanding. In this study, we investigated the regulatory and management system of human study on HFF
in the USA, Japan and UK, and the Korean domestic regulations on HHF, medicines, medical devices, cosmetics and
biotechnology in order to improve the domestic management system. In these four countries, institutional review board
(IRB) or research ethics committee (REC) approvals are required for on human study of HHF, but regulatory and ma-
nagement systems differ from country to country. In the USA, human studies on HFF for structure/function claims do not
require the FDA’s prior approval but clinical trials of the disease treatment effects of HHF require prior approval from the
FDA. In the USA, IRBs are managed by the Department of Health and Human Services (DHHS) rather than the FDA,
and IRBs in those institutions which would execute the clinical trials requiring prior approval from the FDA or human
studies funded by the USA federal government are required to be registered on the DHHS. In the UK, although the gov-
ernment does not require prior approval of human study, authorized RECs managed by the National Research Ethics
Service (NRES) and other independent RECs review the human study. In Japan, human study for HFF must conform
with “Ethical guidelines for epidemiological research” and IRB registration has not been required. In Korean domestic
regulations, the responsibilities, compositions, functions and operations of IRBs on medicines, medical devices and bio-
technology are legally specified, but not those of IRB on HHF. These foreign statuses for the management of human
study on HFF and comparisons with Korean regulations are expected to be used as basic data to improve the domestic

legal system. (Korean J Nutr 2010; 43(6): 653 ~660)

KEY WORDS : health functional food, human study, institutional review board (IRB), research ethics committee (REC),

subject.
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Table 1. Target agency or institution for research

Countries  Agency or institution Abbreviation
us Food & drug administration FDA
National institute of health NIH
Office for human research OHRP
protections
Department of health & human DHHS
services
EU European food safety agency EFSA
European commission EC
UK Food standard agency FSA
National patient safety agency NPSA
National research ethics service NRES
Department of health DH
Japan Commercial affair agency CAA
Ministry of health, labour and MHLW
welfare
Ministry of education, culture, MEXT

sports, science and technology
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DHHS

Departmentof Health & Human Servces

A5CFR Part 48 Protection of Human Subject
. OHRP

Office for Human Research Protections

| NIH

National Institute of Health

+ Z1CFR Fart 50 Protection of Human Subjects
= ZICFR Part 5§ Institutional Review Board

|Nan pre-trial appmull

Human study of dietary supplement
for structure/function claim
sponsored by US government

Pre-trial approval

reatme
Tor the purpose of researth

IRB registration on OHRP system

Fig. 1. Regulatory and management system on human study of
dietary supplement in the USA.
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Department of Health

NPSA

Naticnal Patient Safety Agency

NRES

National Research Ethics Service

Governance Arrangements for
NHS Research Ethics Committees

REC

Research Ethics Committee

Recognised REC Authorised REC

Review of clinical trials of
investigational medicinal products
(CTIMPs) or non-CTIMP research

Review of all applications
except
those relating to CTIMPs

Fig. 2. Regulatory and management system on human study of
functional food in U.K.
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Fig. 3. Regulatory and management system on human study of
functional food in Japan.
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