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Abstract

Changing health awareness has had an important effect on the functional food industry and is creating greater market
opportunities. Unfortunately, thereis no statement on functional dairy productsin the Processing of Livestock Products Act.
Asaresult, thereis confusion in the market and legal difficulties with regard to the advertising of functional dairy products.
This study was carried out to improve the current standardization of functional dairy products by comparing the domestic
Health/Functional Food Act with the Japanese Health Promotion Law, and by investigating scientific dataand articles from
various literature and the Internet. In Japan, the Ministry of Health, Labor, and Welfare (MHLW) officially presented the
Food with Health Claims (FHC) system that consists of Food with Nutrient Function Claims (FNFC), and innovated Food
for Specified Health Uses (FOSHU). In 2005, the FOSHU system was changed to include several new subsystems: Current,
Standardized, Reduction of disease risk, and Qualified FOSHU. Finaly, to manufacture FOSHU, scientific evidence per-
taining to such products must be examined by MHLW. Since FNFC was alowed, only 12 vitamins, f-carotene, and five
minerals were approved, though without scientific evidence of efficacy. The Korean Health/Functional Food Act requires
that health/functional foods (HFFs) be marketed in measured doses. There are two types of HFFs: generic and product-spe-
cific. There are 67 ingredients listed in the act for generic HFFs, and if an HFF has anew active ingredient, it is considered
a product-specific HFF. Product-specific HFFs must be approved by the Korean Food and Drug Administration (KFDA).
With the present standards, it is impossible to label and advertise functional dairy products with health/functional claims.
Government agencies must cooperate to solve this problem, and standardization should be carried out by considering exist-
ing health/functional products and claims/indications from other countries.
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Fig. 1. Outlinefor Japanese foods law.
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Table 1. The category of FOSHUY
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Existing FOSHU

Foods officialy approved to claim their physiological effects on the human body

Reduction of disease Reduction of disease risk claim is permitted when reduction of disease risk is clinically and nutritionally estab-

risk FOSHU lished in an ingredient.

Standardized FOSHU

Standards and specifications are established for foods with sufficient FOSHU approvals and accumulation of

scientific evidence. Standardized FOSHU are approved when it meets the standards and specifications

Food with health function which is not substantiated on scientific evidence that meets the level of FOSHU, or

Qualified FOSHU
will be approved as qualified FOSHU.

the food with certain effectiveness but without established mechanism of the effective element for the function

YFOSHU : Food for Specified Health Uses (Japan)

Table 2. Theingredients and daily intakes of diseaserisk reduction claim FOSHU"

Ingredients Daily intakes (mg) Disease Risk Reduction Claims
The product contains adequate calcium and intake of a proper amount of calcium contained
Calcium 300-700 in healthy meals with appropriate exercise may support the health of the bones of young
women and reduce the risk of osteoporosis in the aged.
The product contains adequate folic acid and healthy meals containing an appropriate
Folic acid 04-1 amount of folic acid may help women bear healthy babies with reduction in the risk of neu-

ral tube defects, such as spondyloschisis.

YFOSHU : Food for Specified Health Uses (Japan)
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Table 3. The ingredients and daily intakes of standard

FOSHUY
. . Daily
Section Ingredients intakes (g)
Dietary Indigestible dextrin 3-8
fiber Polydextrose 7-8
Guar gum degradation product 5-12
Soy-oligosaccharide 2-6
Fructo-oligosaccharide 3-8
Oligosaccha: Oligosaccharide formed with gal actose, 0.8
ride glucose and fructose
Xylo-oligosaccharide 2-5
|somalto-oligosaccharide 1-3
Galacto-oligosaccharide 10

YFOSHU : Food for Specified Health Uses (Japan)

A2 & Qe EAVL PFssltk(Tale 9. AA A1
W EYRAGHE,0F 58 Bolgre go) e =
A3t BAE YRS A5 92EY (indigestible
dextrin), polydextrose, guar gum degradation product, soy
oligosaccharide, fructo-oligosaccharide, oligosaccharide formed
with galactose, glucose and fructose, xylo-oligosaccharide,
isomalto-oligosaccharide, galacto-oligosaccharide”} ATH(Table
3. ERRARAFORE rHEUS A D7 eEAISH
A 5ol mtaE ARSE = dth(Table 4).

A TES7HE SARAE 2E o oA 714
222 A yHE EREn. A 7s NS vEE
213%Z0] BA7E oligosaccharides, lactoss, bifidobacteria, lactic
acid bacteria, digtary fiber 8 indigestible dextrin, polydextrol,
guar gum, psyllium seed coat 5°] Yt} ‘ZFHEZ A
3 #EE 2]F o] Ao chitosan, soybean protein,

Table 4. Examples of health claims and marks of FOSHUV

degraded sodium aginate’} lth. ‘3 A3 FHE 2
F9] B4 =2+ indigestible dextrin, wheat albumin, guava
tea polyphenol & L-arabinoseZ} o ‘&t 243 &
7 52’2+ lacto-tripeptide, casein-dodecanpeptide, tochu-
leaf glycoside(geniposidic acid), sardine peptide 5°] At}
‘X|o} A7z TAH 2% o] EZol= paratinose, maltitol,
erythrytole] Qlom, ‘ZH2HET FHAE, o] e <
223 A 239 E2Z+= degraded sodium aginate,
dietary fiber from psyllium seed husk 5©°] S} ‘&
o] T ol A% o] EZ 2% cddium citrated malate,
casein phosphopeptide, heme iron, fructo-oligosaccharide”}
AUtk W] A B 2F o EHo|= soybean
isoflavone, MBP(Milk Basic Protein) 5°] $loH, ‘T34
Hol 24y A% 2F EZoE medium chain fatty
acid 5°] 3lem, o] EAES A9 7led wEhd W
|5 AFl NG T Utk(Table 5).

Q=9 HAJ|5AIZE(Food with Nutrient Function
Claims, FNFC)
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13+ AR 2EFAIAIL ] .2 Ae)=] o] JITHKim, 2004).
Frdd7ls23 9 HAA SAe 1753 (Hedth
Promotion Law)¥} 21321 (Food Sanitation Law)oll 7]
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Section

Health Claims

Marks

Existing FOSHU

Maintain intestinal condition by improving balance of enterobacteria and/or
promoting regular bowel movement, etc.

Maintain intestinal condition by improving balance of enterobacteria and/or

Standardized FOSHU
balance of enterobacteria

promoting regular bowel movement Improve bowel movement by improving

P
% ="

The product contains adequate calcium and intake of a proper amount of calcium
contained in healthy mesals with appropriate exercise may support the hedlth of the
bones of young women and reduce the risk of osteoporosisin the aged

Reduction of disease

& @
@ﬁinﬁ"

risk FOSHU The product Contains adequate folic acid and healthy meals containing an
appropriate amount of folic acid may help women bear healthy babies with
reduction in risk of neural tube defects, such as spondyloschisis.
Qualified FOSHU Evidences are not sufficiently established but the efficacy is suggested.

YFOSHU : Food for Specified Health Uses (Japan)



527 Korean J. Food Sci. Ani. Resour., Vol. 29, No. 4 (2009)

Table 5. Theingredients of individually permitted FOSHUY

Specified Health Uses

Principal Ingredients (Ingredients exhibiting health functions)

Gastrointestinal condition

Oligosaccharides, lactose, bifidobacteria, lactic acid bacteria, dietary fiber 8 indigestible dextrin,

polydextrol, guar gum, psyllium seed coat, etc.

Blood cholesterol

Chitosan, soybean protein, degraded sodium aginate

Lacto tripeptide, casein dodecaneptide, tochu-leaf glycoside(geniposidic acid), sardine peptide, etc.

Calcium citrated malate, casein phosphopeptide, heme iron, fructo-oligosaccharide, etc.

Blood sugar Indigestible dextrin, wheat albumin, guava tea polyphenol, L-arabinose, etc.

Blood pressure

Dental hygiene Paratinose, maltitol, erythrytol, etc.

Cholesterol/Gastrointestinal Degraded sodium aginate, dietary fiber from psyllium seed husk, etc.
conditiong/Triacylglycerol

Mineral absorption

Osteogenesis Soybean isoflavone, MBP (Milk Basic Protein), etc.

Triacylglycerol Medium chain fatty acids, etc.

YFOSHU : Food for Specified Health Uses (Japan)
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Table 6. The claims and daily intakes of ingredients of FNFC"

Ingredients Daily Intakes (mg) Function claims

Niacin 3.3-60

Pantothenic acid 1.65-30 Helps to maintain skin and mucosa healthy

Biotin 0.014-0.5

,\[Qz:agé?eﬁe 01163257026 Helps to maintain vision in the dark, and helps to maintain skin and mucosa healthy

Vitamin B, 0.30-25 Helps to produce the energy from carbohydrate and to maintain skin and mucosa healthy

Vitamin B, 0.33-12 Helps to maintain skin and mucosa healthy

Vitamin By 0.3-25 Helps to produce the energy from protein and to maintain skin and mucosa healthy

Vitamin B, 0.0006-0.06 Aidsin the red blood cell formation

Vitamin C 24-1000 Helps to maintain skin and mucosa healthy and has anti-oxidizing effect

Vitamin D 0.0015-0.005 Promotes to absorb calcium in gut intestine and aids in the growth of bone

Vitamin E 2.4-150 Helpsto protect fat in the body from being oxidized and to maintain the cell health

Folic acid 0.06-0.2 Aidsin the red blood cell formation, and contributes the normal growth of the fetus
Necessary nutrient to maintain normal taste and helps to maintain healthy skin and mucous

Zinc 21-25 membranes. It is involved in the metabolism of protein and nucleic acids and is helpful in

maintaining health

Calcium 210-600 Necessary in the devel opment of bone and teeth

Iron 2.25-10 Necessary in the red blood cell formation

Copper 0.18-6 Helpsto form red blood cells and helps proper function of many body enzymes and bone formation

Magnesium 75-300 Necessary in the development of bone and teeth, maintain proper blood circulation, and

helps proper function of many body enzymes and energy generation

YFENFC : Food with Nutrient Function Claims (Japan)
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Fig. 2. Present condition of FOSHUY market. YFOSHU : Food
for Specified Health Uses (Japan)

Table 7. The permit statistics of FOSHUY (2008.11.7)
Approved  Approved FOSHU

Section

FOSHU (milk only)
Current FOSHU 528 92
Re-licensed FOSHU 253 15
Standardized FOSHU 18
Reduction of disease risk FOSHU 6 3
Qudified FOSHU 1 -
Total 806 110

9 FOSHU : Food for Specified Health Uses (Japan)

¥ Foods to modify gastrointestinal condition
¥ Foods related to blood cholesterol level
¥ Foods related to blood pressure

¥ Foods related to osteogenesis

¥ Foods related to blood sugar level

¥ Foods related to dental hygiene

Fig. 3. Present condition of functional dairy products (Japan).
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TIAIY AZ715205% ) 2 A9 TAeA ek 5 71552 A7 1sAEe 98 2 AR I &
o2 dF AAE e g FrEA Ax, Y 3 7 2 AISAEY VI 9 QA 33 A
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€ AEY 71E 748S Qg wolol FHHCCNFSDU, 2004). oFol A&, Q1S Hke & A% e £Y8leS dlojof

SITHKFDA, 2006; 213-2]okE2kx17d, 2008a)
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2004 197H 17 1sAEY P TIsAS 7t St=2o| L 7|IsAES FHI|IE
skl AL 8-S A8 AT F Ue ATt AlsE A7)V sAFo 2 Y] BAAERE A7) 5 AFE &
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Table 8. Examples of health functional claims (KFDA, Korea)

Typeof claim Level of scientific evidence Appropriate statement
Reduction of disease risk Significant science agreement “Can help to reduce the risk of (disease)”
Other function | Convincing “Can have abeneficia effect on...”

Other function |1 Probable -May improve...
May increase...
Other function 111 Insufficient May improve... but this requires verification

“May improve... but the scientific evidenceis insufficient”

Table 9. Functional Ingredientsin Health Functional Food (KFDA, Korea)

Section Active Ingredients
Vitamin A, S-carotene, vitamin D, vitamin E, vitamin K, vitamin B, vitamin B,, niacin, pantothenic acid,
Nutrients vitamin B, folic acid, vitamin B,,, biotin, vitamin C

(vitamins and minerals) - Calcium, magnesium, iron, zinc, copper, selenium, iodine, manganese, molybdenum, potassium, chromium,
dietary fiber, protein, essential fatty acid

Terpenes

Ginseng, red ginseng, plant contain chlorophyll, spirulina/chlorella

Phenols

Green tea extract, aloe whole leaf, propolis extract

Fatty acids/oils

-3 Fatty acid contained fats and fatty ail, y-linolenic acid contained fat and fatty ail,
lecithin, squdane, phytosterol/phytosterolester, akoxy glycerol contained shark liver
oil, octacosanol contained fats and fatty oils, Plum extract

Functional ingredients
Sugars/carbohydrates

Glucosamine, N-acetyl glucosamine, mucopolysaccharide/protein, dietary fiber:
guar gum/guar gum resolvent, glucomannan, oat, indigestible malto dextrin, soy
bean dietary fiber, Jew's ear fungus, wheat fiber, barley fiber, arabic gum(acacia
gum), corn bran, inulin/chicory extract, psyllium seed husk, polydextrose,
fenugreek seed, aloe gel, ganodermalucidum fruit body extract, chitosan/chito oli-
gossachaide, fructo oligossacharide

Probiotics

Probiotics, red yeast rice

Amino acids/proteins

Soy bean protein
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