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The importance of supplements is well recognized both in the United States (US) and European Union (EU) as
substances to maintain and promote health and to reduce the risk of various diseases. From a legal point of view, sys-
tems to regulate the health claims of products classified as supplements have been established in both the US and EU.
The health claims are divided into two categories, that is, disease risk reduction claims and structure/function claims,
and the claims must be substantiated with concrete scientific evidence. In particular, to substantiate the disease risk
reduction claims, reliable human clinical studies, such as randomized controlled interventional trials, are acceptable as
strong evidence. Evaluation of the safety of the ingredients for supplements is another important issue. The safety is
mainly evaluated by means of risk analysis. However, the concept of risk-benefit analysis is gradually becoming more
important than previous risk analysis techniques. The regulations for supplements and health claims currently enforced
in both the US and EU are discussed in this article in comparison with the current regulatory systems applied to health

foods in Japan.
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Australia/New Zealand : Nutritional Supple-
ment

ASEAN : Health Supplement

Canada : Natural Health Product
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ZOEME, EUNETHREL TnWa%< DY
J A2 MEHZDNT, REMOE SR 20 BR
&, MBI, HEE XD REN DEY) R E
REZHME L THREIBOREMEZERT 57200
HEDTH 5. SEIRIERITHE DIV TIENREE 21T
DI 57, 2005 48 A 1 HUKIZ Z DiF
BICXEBWHBORENEIEINTVWS, 0
FIZBNWT, 7J—RHGTU AL NMILLFOLDITE
EMFonTns.,

A ORFIIHBITLIREZOERZM O B
T, BB GE 2 &> THBIZKEBEL TNV
AP NI EB LN IHEREEZ A T R I N %
EEXIIZDMDES T, BEAMITIE, EYI 2,
7)), 7, AR, B W
N—TDIFA, TOMOEINEEND. (F:
A7, ho—F, XK, WAElL, EOMOFEERD
B, BMEROY L =, RIEDT > 7 )b, WAKE TR
MV, DEHTEIT 52015701 ik
WAR T R ARAR DFZIR) |

INHOSDS G, 13EEOESY I KU1S
DO I XTI A (Table 1) 1250 T
B, ILITHPRICINSDODEY IV RUIIRT)V
A9 28 100 EOILEMNRT T« 7 U A b
ELTHETFsNTWS, EY I KU RTIVES
DEMTBE L TUE, 2002 4£ 7 A LLRTIC EU AT

& UTHERFERBDH S H DK 400 FED LS
mnERIN, BE L TEHEWIIHAELT
OFBENRDHNTWNDS (2009 FEFET). THHD
L& WIT EFSA I K 2 &2 OFF i A £ fE = 41,
BEAOFRANEDENZHDIERYT 1 7Y A b
WINE XD Z &iCiz> T3,

EI RO ZIIVITDNTIE, EBEERE &R
D FIRMEDORENEB T ENTED, s DE
DETEFETK T B FEE R 2006 F 6 HITNE
INTWD, BIE, BMBERICBVWTHRGFINT
W5EZATH 5.

Table 1. Positive List for Vitamins and Minerals Defined by
the Food Supplement Directive 2002/46/EC

Vitamins Minerals
Vitamin A Calcium
Vitamin D Magnesium
Vitamin E Iron
Vitamin K Copper
Vitamin Bl Iodine
Vitamin B2 Zinc
Niacin Manganese
Pantothenic Acid Sodium
Vitamin B6 Potassium
Folic Acid Selenium
Vitamin B12 Chromium
Biotin Molybdenum
Vitamin C Fluoride

Chloride
Phosphorus
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2, @MU EHEAANVZ T L —4AE L TIERICED
HEZZ S THD. ZOHIEE 2003 4 12 Hn S Efif
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s

S, BUE, WEERQRIKEE-> TV, Lk
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%.

QHC HHNZ X B2 AN AV L —LDFEAIS, HEE
ERER ORI ASNORGRYEH DI E%EY R
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ERBNSESTRN, LML, NIVAT L —LDERE
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SV (GBI TBH5ZEIITRBDT, AKBITEL
T2 DR 5% & 3 5% (Rating System) 7% B
WTHLENDSD. £z, ZOHBITIE, EHMED
MMRNEEEFIEE L THTF 5N TS, QHC DiE
AZEDT, NIVAZ L — LI RERD SSA FAEIC
HEOSBHDIMAT, UTFOLDITHEMAENIC4 T >
TWHEIND LTS,

A) SSA BMEIZHE DL HFTTY—T, BZEWI
CHFIOTEEILNNVICHDERET D, FHLE,
Unqualified Health Claim & H#9 5.

B) BT FOUNE2LX)ITH D EH
Wres QHC T, & (REsH &L T 71—
LEZRFT DREENRIII S 508, Z ORIMIRE
TRV ENDEDIBYEEZT L —LITHET
FaRLBTFHI RS0,

C) BT FTNEILXIVITHD EH
WrExid QHC T, &ff (BREED) &L T, Mn<
DONOFRHERMICED (VL —L4D) ZFFEhb
7%, FDA X ZDORMWZEREWNTDH 5 &fbamtir T
WV ENWDKDBLEZEZY L —LITHETER
LUz s i,

D) BEMIFUMEALNIVITH D EH
Wix s QHC T, £&ff (REsH &LT, 71—
LERET SRR TR TED, 7
DV DTH S, FDAIRRYFE Y L — L'
BT 2R2MRITIE E L ER W &R Tn
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R =AY AR
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WL L CZ DN ZHMFTESXDI1CT 5.
EBITIE, LT DR T v T2 > TEARR 2 FEHE A
HED5N5.

AT w71 o EREE DR OREE DB R & B
L L, BIfRzAEE LGt owiaE ORER
DERILE M S ERIRFICINET RE T — %
DPTE & EHHFM O HEEZZRET

27w 72 BEEROINE (FELTE Mk
IZHDL) Z217D

AT w7 3 WEL 2SR OB T 1 > & 5F Al
L, % ORBAEELNTOY 1 TITHEL TH
92

Typel: Randomized, controlled, interven-
tion trials
Type2: Prospective observational cohort stu-
dies
Type3: Nonrandomized intervention trials
with concurrent or historical controls; Case-
control studies
Type4: Cross-sectional studies; Analysis of
secondary disease endpoints in intervention
trials; Case series
TITIEY AT 1 OEAEZ b e R 5 B
(RCT) DB NIETF > A% HA DT LI
BB, Y47 4127 T 5 N5 TIE
IEFCARIZROBRNEEZLNTND,

AT w7 4 iBEICIE T > X & LU TEMEHE
21757, OB, BB RRIAEE, BEY
=, AL T OEFKOETICET S
HARHENEETH . sHmFE RIS TUR
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TOEEICEDWTRAEFMN S, —BADHD

WIXBERBREHEZRRICLZBEDOEKD Y
AT EWERDOZEEE, NIVAT L —LDi
DOBRPDRSITIE L TT > 7 37 5.

ATFwT6: T IOMFLERBREOREZITD

n, ZOBOEHMEDHERIKRD 515,

P EOFEi7Ot2%2H%&, QHC DOFEMIZH
B Mg 2O CEEREREL TRATVWS Z
ENVHID A, P DB DIEKTLLT D 3 fHiC
EHIns.
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2)  fEB] DORFFEDE D A
3) IEFAEEKRORS O

FDA 3B £ TIZ QHC 12 L T 17 4D L 2
BTLTHD, UTOHDN QHCIZLDEFTEN
el (R4 SR IIMERE S DBIfR & L TRED
511 TW5,
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L, PigkESY X >
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vV HE, A AN -3 BENEE, AfEFD
Ha T

AOHINEHERS L © T+ R T 7y F V)R >

WERBREE B ay Uy oL

e RS - AL A

PR PR B EPR

KE DKM NIVA 7 L—I0E, HERNSAA
EREAARRZEZEALZBRICREFLZHETH S
N, REMREAF M E CTREDEREIZ->TY
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4-2-3. REWMHELEREHE L (DSHEA; Die-
tary Supplement, Health and Education Act)

DSHEA 13 1994 4£ 10 A 25 HIcAf SN/ D
T, YTUANZOHDEHRETDHEREELT
i, EBENICATHERERLZDBDTHS.
DSHEA Ti3H 7Y A > FOEXAHER RO T &
SHAZIY—=HT YA RELTNED, TOE
ZIILLTOHED TH 5.

FALHIY =G TIUALNMIBFEOREEZMR
L, X&' O BHEOBEN S IFHIRE L SR W HEEE
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R 1 DU EES (272U Na&fR<).
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3) N—T7XiFZ Dok

4) YN DEROTY 2B

5) HBEME, ZPHESORE KO B
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7 RSO RARRS TARINERICHEHAT S
ZEMTEDRRS

8) LAk OHiY, BHEY, R#EY, RS
WX OIACGHPEY T, ANEIDBHICETSIENTE
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753, DSHEA |21, Z Ozt d o &
LT, fidLaXDICENREREN (NIH) A
A IZH =57 A KE (ODS; Office of
Dietary Supplements) DR EZ FE D TV DN,
ODS MNEL TWBEF A ITHY—HTY A FOD
EZETIERDOLDITR> TS,

FAIHZ ) =T A NDERE :

) A5 =71 A> MNIEEOKEY
(BF, B, 2 Fvw7iE) UAAObDEL THE
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DSHEA TI3FIRBEHICBE T 2 HENRD LD IT
RINTWD, LAY =T A MERE
Ry 2gERl, T, MR, V7RSI, Y
Ty TR E L TERTA2EDITMTLAESHD
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TUAYFDOEAITIE, NLEAICKDERDY A
AR ERRLING, s Ol HRER R E T
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FDA QR % 2\T 2 06E37a <, #H5E7%% 30 H
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TR NERTET DT, WG HEEERR I
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S ERDAREY 2551213, FDAIZXK > TG EMN
BEINS. £, BEFETHICEL TE2%%E
HET Rz +RICEED 2 ENERIN, FDA
K DRMEFENH > 2 HE TR & 722 &k 2
RE LUz 5720, FDA IZ 2004 4E IR -
HREZ R DRV EIARIL DAL IC R 2 a8t & vk
LTHD, 2007 FHITHERKEOERES N ARSI N
T3,
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ICRDOENDEETHD I EE2RRT2EH

2) ANAOREEIIHEEICEEE 5252 &% H
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a

2L, BIROTRE, &, 1R, R, Z2W%E
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DSHEA TIZ, EaflER (FFRITIE 1994 4 10
A 15 H) WiBICEAINZES 2 HikS (NDL
New Dietary Ingredient, FEFRIZIiE Z D HALAFTIZ
THICHE L TW=REDR W) ERlEL, Z
N6/ ZEEOHE SO 75 Hii£ TIZ FDA
WCEREZRHEL TREMONMZEZ T 57200
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NDI HEE#{T5 2 LT/ >TWw5, NDI HgElck
0 ZEMHEATTON, KB ZHZ D DIEK 400 B
FTH5B.

FEDOHAMLENCHGZICHRE L TW ks &,
DSHEA T I Grandfather 5% 7> ( Grandfathered
substance) LT B Lo THD, “e&2MtD
& Z TSI RICRES E 2 ZENHRETH D
N, Wo e AT U7 B EIZa A5 O H
TREMITHRDZEWNEUZEEITE, BEEIC
K9 B IREE LA FDA ICHRE 51 5.

1994 /£ 10 A 15 HEAREGICHHITHR@A L TW iz
Grandfather pi/MIBSFHFICERTH D EHET S
ZEAFM, HIZHL ¥ —EOHMNDOHIZE> TN
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B S, TREENY) ORETED <Ll
DHRIZE>THZETH D EFDEN TSR &
EZATCRSZEDICEDNS. FDA ITIE, FHHI&E U
TEMAST IS GRAS FHEE (B IR 9 2 il
) ZRiEETDENDREWHRDOEZZ S IND -
EHEEINDMNSTHD., £/=, NDIIZBAL T
WL EEOFMAREBEORIZIT/R> TS,
DSHEA I &> TRO 5 N5 1E TERSEMY
(FDCA) | ORLEN SRR END 2 LiTiao> T 5.

FALHY =TT Y X2 NMIFEBEERR SR
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149 b-TFVIR
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b, Kl Eo 1 Sz 3E L T O ORI TH
BBz XRd 2 HiEERAL TWSH, K -
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ETIREDREZEZBMIT TS,
KETREMEITHT 55 A HNHEICHT I N
TW20D1, BFFEMY (Food Additives) 1Zxfd
LHATHD. ZOHANTEDAENTHEREME
T 2EFEASIENDIFIEICH ML THhD., 73
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B, BEDDVIREMEITHT2HEANZEZ T &
LTI, HEFHAI%E (CFR; Code of Federal Regu-
lation) ICUAFOTELSERXREIN TS (2ICFR §
170.3 (%% : Definition)). &2 Xi3Z2M L1,
UHEMENREOHERASFGORETREEEDORNI &
Z, OISR R S TREEICK > THE S
NHZEEZEWRT D], I5IZ0OHWNE, B2
REHRE (BEEN) & 50— RN ZEDR
IO, ko TWVW5,

52, VRY/ XxT749 b -TFIVIX &
S EELE S B ATHEME D B B W) B DML R )
BZERRKET 2 @EANDEZEDHE I &RIR
i 2 AR ICIAT S N, TORERITH DOV THE LR
B HEE (UL; tolerable Upper Intake Level) %%
TBHIEIWLRDN, ZOBRICKHLERREREERT
(UF; Uncertainty Factor) D EREMH UIE UIER
BI85, INET, BEHEMWELREDYRAIY
T2 A NMZIEULITUIET 7 #)V ~ UF (B 2138
MENDEZEIHRDD UF 27 7Y AF DI 10 &%
ETHHEE) DHAVWLNTEREN, EF43, X%
FTIIVIREDRET 1 v b OFBRPNERFREZDY
HFIZE, 74N UFZ2HW5 EHDMOHEER
DOERE & & (recommended intake) % R[E %%
ERFMEDOREICED ZENHMENTNDS, ©

LMo T, b MIBT2HRERIMOWRE/ UF
DEHNNBETHSH, UFIERBEZARICHKE
LTWwaEHEZ BN, #Y)/2 UF OREITES T
s\, UF OfFfEEZESFEMITLINEND T EH
KNFEETHD. 3B, UFZ2HVWTREINL
UL 3#EEICH TS L ENEEZ/RT I EIZIEFRSR
WODLA ERDTF—FITHEDIWTREMEDHF
fili 2 EfE T 25103, BEORENZEKZE
D, URT /R T a4y b TFUIADEHFIT
i, VAZEMEOHEMTHERIRNETHLEED
n5.

—7, RRT 1 v NTRbbREE I EN
IRHEREDORINIABKESEZF > TRINS. L
2o T, MARKFIRD S BEEDORKMEZRD 2
ZENEFE LD, ERICHERERIS R &
LTRkOoNsdZEIThs, BREM@HIZAEDEOKR
ZILEEELOBEBELTEIND I EITRDEE
A6N50, ZOEENEDXDREESMNID
WTIRE S ITRENBETH 5.

DA/ REXT 4y b T FUIANEDKDIZ
BEINDZMITDNTIE, BIRkEIZATZHIVHD 5
VW, BLFIRTH (Fig. 1) 1%, EY IR X%
TNOBZEDEIEE, RZIEDU X7 KOEIEM
FEDOU X7 EOBRERTHDOT, K<HHNL
HDTHA. ZOKTRIFEAFETOBIEIZ NOAEL
(RIWEMJEFIRE © No Observed Adverse Effect Lev-
e) OAEMNAIET HMONMTRIND. Fok
OHBMIGHBNZERITMET 2HBE (HBRTR
SINAHHEED 1213, MEZEABRNWFEHTOER)
BEOHRENEEZFF>TTES. UL, HERIGH
MOMEZBA 2BREOHK TRINDHE (SR
TRINDHBRL), ZEMEOBEHEANSEHOHE
WIIEDBEZRETERVWI IS WAX, A
#hitk D H B A Z O A BRIl & &
BBLE).

AHEIEF BRI EDEZF> TERESNDD
T, MECOREIEESHETHS. KT, EAYD
BOERFER ERIERFEBHICA N =X LD ETHEA
T HE D DEE, bDWITEREZICEEET S
WaMdHLEEIE, VAT / RXRxT 14y b -TF
I ANEREREREZEOZ LIRS, ZOLDR
HREEZERT DL, NEFEMRT UF OB 7/RHE
i CARMAT VT 2%, B ERME UL OfF#EMEZ S
DL, IHICHEIZESTLSEEZLN
5. FRFIC, HERIZBWTS, URT /XK T 1w
ke YU RIS D iEmm A E MY I B 7
FiuIosnweEE RS, BBULICDODWTEA
W, YTUAROERE (EH) HoEATHTY
A MO UL %2, MO ESNSE2EBIEICED
UL L3RR ET HALENH D EEZ S,

6. BHYIC

RKICBIT 25T U A2 FOHIEMIZDONWT, &
FORMZEBN L, HIEELTOYTUAS D
BREBHLKUVTEREITHTEZNINAT L —LD
HEMEZWEREO T, EH2HE L Z0KE
Thok., KEOHE, HEAEHERICYHTU Ak
RO Dk 2 IREMNBEEL L TE /2, Zhe o
R IC A9 BT B OIS, flEOZEZERL
TWwasEEAL5NS. —/EUTIE, ZEMOESG
RELTOMHE EOMEN S, EHIEZE 0N ITH
NI BHDTIRRL, EOREE 7B L TiEH
b B HENRSNTWEEDICEDNS. Ak,
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1 A B C UL NOAEL I
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& p &

Low — Intake Level — High
of Nutrient

A : EAR (Estimated Average Requirement)

B : RDA (Recommended Dietary Allowance)

C : AI (Adequate Intake)

I, I : Effective Level (Dose Response)

Fig. 1. Safety Threshold and Risk/Benefit Analysis of Food Ingredients
A: EAR (Estimated Average Requirement), B: RDA (Recommended Dietary Allowance), C: Al (Adequate Intake), I, II: Effective Level (Dose Response) .

HEDEBEHNRO RIS 27 nEOESKEZ, 1
DDEZHITH—T DI ERES TIRRWVWIEITTH
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7L —LKY T X NS B LR K
bifh WHNTHRELEAEKRTLTHBD, 7Y R

O NOHEEEZRNERS EAROIFITHENSEH D
ELUTHENLL TV 5,

Wk LIS D E K OIS BN TH, 7Y XA b
DOHIEALNEATND EZ AP Tan, BAKH)
WE A, EEETIEIATY, A=A 507 /=
1 —3Y—F > R, ASEAN, ZO{odtE Tidh
E, #®E AERENEICYTU AL NINTEE
NZNOHEFEZHIEL TWBD, HlERBEORKIC
H5. INHOETHBEBLTNWSEDIE, HlIEOHT
BTUAREWIEEE (FHEEL TEMRBsT L
HHT Y X RRFEDNTNDIRTIIARND) NE
HELTWaRE, HERDRREZHIEOHTRD T
méﬁ?%é 7Y A MIBRIT, ORI

i EFIFDY 2 7RI B W CEHEEREE 2 EEL
TWaBEHITEDLN5.

—F, BDREET T A NEWSEEERTZR
WEND TR, BERRBICHTEIEZEZAHFZDOHD

EHNEEIZRBRAEATRATVWD LD ICEDN
5. TOWT, FERBEARSOX D RMEOflE

EHALLTHBD, TORKRED SN OBLZE SN
TW5. /23, FAO/WHO I[Z X5 EMBKERES
THH5I—F v 7 ATHNTH, E¥IKRUIIX
FIVIZRENTNS, B 7Y X2 NMIBET 2
NEDSNTND, ZOXIBRIEHORTEHAD
Wiz kw U258, TORICEET &N\ &= EK
HIEN—FEF A= a3 > DO HENESHEIRD
HATWL D, EERHREIIEDEEZL5N5.

BE AW, OMEREFE - LR RERE
e GERER) AT 2006 4E 10 A5 11 A2
THNE L 2t RE ORI R & ARSI FIfT LT, BR
K DOBIRIER 2 5B LA L2/ RICED<HDT
b5, tEmoThEHEEER, F5 CHEK
VBAREAIIC, HEOHWEZ 5T I 0HELAD
HZK> THWZZ EITH LIRS B#0nUET
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