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“Health Claims” #3258 DRAERDL D THS, Thbh, WEEIIRE MO MECH S
IZDOWCTEMREFREEAHERZEL TEY, 21izE- T Informed Choice A EELR S, fiE
ST, FRIFHSETCHHEBE B ATV ADEN TR FEITOTELTWREE T 56 O TRITNIER S
AN

3) [Marketing Food Supplements, Fortified & Functional Foods in Europe :
Legislation & Practice 2000] [Work Towards European & International Standards
on Health Claims]



EU Regulation on health claims {25330 DM FRIRENTER D, ZOMWE IR
RENIE R TRARITRAENIZL DR, WL, MBEOPIZIII A OE#EHEL T
WHEZAL®HD, IZL, BU i CEREBOAIRD W TWBER O T, 15K, WiEHH0H
XA RO L/ ¥ OFRIT R MIZITRD bNRNI LT o TND, 1997 FilzhREh
7=BRINZEBR S D Green Paper T, 83—y SOEIZ o CHEEMFAF RRBRIZH SIS R 52
Lid, BRELZERLZEITRY, SR EARHAELED TR OLEEDNF RSN TS, E
7o, B—au ST, 1998 £ 12 A1 the Council of Europe’s Committee of Experts on
Nutrition, Food Safety & Consumer Health iX Forum on Functional Foods and Health
Claims ZH#EL-. 22Tl AV =—F 2 ® "Health Claims” ZO0&20EFNELTE X,
functional foods and health claims (ZBT2HARTA L DIERBLE THHZLNTHER SN
pra :

4) [Scientific Concepts of Functional Foods in Europe: Consensus Document]

PR 25 B & iX"Functional Foods” DOFFAIABILETE LT 5720 DE 2 5%, the Europe
Commission Concerted Action on Functional Foods Science in Europe(FUFOS) & ILCI
Europe ¢DIRE7ay =N CHRMLE, FOREPEEDLNIZONRIOWEETHS",

Zhicdksde, MR RE MRS EG EDOMEESOBEGE, €N b0 BREE T sIEE PO
LLT, AR BTz, #71L, "Enhanced Function” &“Reduced Risk of Disease”{Z
STENTWS, EEIRIBEAREZLIZES T, RAMHDIVIIR M T &5 FHRE L D B A
FiEShud, BHEER R LT EON b O LSS, RLIZEREFORETHDSHOTH
5o 2ROFREOBRLRENTHD, BI2I3HERRIR D D" Health Claims” 2SHEEL .
HEENFMHATLIETORBE/RL TS,

EUZ oy =M LR DO EAMN RS EIR/R U=, ILSI-Europe 254k T, 2000 4E3 A I
“Functional Foods” DO BE(LREZEA TOERMIZHIT T Process for the Assessment of
Scientific Support for Claims on Foods(PASSCLAIM) 2y =7/ bR ES NP,

Consumption

arkers

Markers of

of i
of target Markers of
: exposure ' .
funfcu%nal o f?)od function/ intermediate
00 i i i
component \tomponent blologica ndpomt

response

Reduced
risk of
disease

Enhanced
target
function

TYPE B CLAIMS
TYPE A CLAIMS (reduced risk of disease)
{enhanced function)

Fig.1 From scientific evidence based on markers for functional foods to
types of claims relevant to them
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SCIENTIFIC BASIS

L]

4"“‘——"“‘“‘1 For determining l—-—m_‘]
/ /

MODULATION OF

TARGET FUNCTIONS MODULAPT%%EEOSFSDISEASE
ENHANCEDFUNCTIONS m REDUCED RIS OF DISEASE
TYPE A CLAIMS TYPE B CLAIMS
| [
Y

COMMUNICATION
WITH THE PUBLIC

Fig.2 From the scientific basis for functional foods to communication with the public

5) [Discussion paper on Nutrition Claims and Functional Claims]: Prepared by
Directorate General Health and Consumer Protection, European Commission

ZOXEFIESERERDBEDIZARINEY, BRIL2001 47 A TICEHNIh L LIz
2TNB, ZO3CETIE. “Health Claims” &UTit, il BEMSBER RIZIX M 350 DIXEIED 23,
PIRY A7 BRER R E BB DR EE T 5, BB EREICS, S—oy REETHLE ROM
BERRENZEEDHITTND, o ALEFE T, BT, RTEITOREDEM, FHROFEMEF EH
W EEHLELTEED LI TN, ZNHDOBBEIZ OWTEURK IS L TORWER TRk, /~N—
EFABATa iZBWTHBEBHY, HEE, —RRROBFETP. &0 B hRiimickEE
LR o TS, BRINEBR SO BEE T, (oD XG0 LB EZ IR ~ATN D,

ZOIE T, BRITEBEF ISR BRI NI e, HEEIZGDPIRLTNOHD THhHZ
& BEEEOPIZMIZ AT, ZITANLNGS D THHT L E DBEEMENRB LN TN D,
RROEFIEL, CODEXDLDE—FT5H5bHo0, EUNE X H IR TIETESLL T
B, EULLTiL, W2 EH 0 LEESRIEN TN, |

FRBRICHEUTL, DRVEMRERBPEIN TN, 22 TIEEE T3, “Functional
Claims” RN EBRSOATBIZRITIEHRL P OIZEXLNTEY, HOMEDRKFEROMIT D
B (FHEE~ DR R RIZE T 2L D EL TS, Zivid, W5 "Health Claims” &id 57
D, CODEXDRFEMEER TRIZIEVLDTHD, ZZTh, “Functional Claims” iXREFRE
EDOMENEEII, Ry OREM., BEREMHPOVARIR G OBRE, B REEDMESLRE D
VETHY, BRITEE B ORMBRIRZIT LD TRITNIEIRLRW, £z, RARONEFITE
FRORILZ R =72 TR B EL T A CO EFED L BN TSI TV D, EHIZ, BRO
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FIELL T, AT == T U BEAL CWB2RT v 7 RR D B M2 FL T 5,

6) fERERAE R HIBE 2D, HDOITRGE DI —r R FHE
2000 FOHE Tk WERIMPAR T HHIE LR > TS, T Oa—ay ROEIL 6
HETH D, ZHHDRIE 3) DEFHZE SN TRILL TELD T,

F1 ga—ay FEEORRIRFHR ROIR (1)

YL —
R R &L — A A2 X5 T "code of practice on health claims for
food products” Z{ERKL. 1999 2 A IZKFR L=,
FRDO BRI TIT0,
A Nutrient Function Claims, Health Effect Claims, Health Eating
Pattern Claims, Disease Risk Reduction Claims 72E D FRRMBH S,
Forlox 9 DB R FEIE A AR CREM T2 &3V, ISR
. EEERL TR HIFR BN,
RN e T/iES (P
Tk 2000 4EGD ETED LIeN—T I B CERREBRFSNL TS,
74 T7R
R 1998 FE\C BB RBHTARNTA L BHE,
A g R &L Tid, Nutrition claims, Claims on a food’s share of a
healthy diet. Vital function claims 2359, W bEHICBHEL-LO
T 5, RAREIEDEIHY ARSIV TS,
1 F WHE O, MLE L, Bttt
Sk EEDOTFREITR,
AT 510
Bl 1999 #iZ the Duch Inspection Board for the Promotion of Health
Products(KAG) BSHARTA L #REL, 1998 FICITBFERFAR RIS T2
EhHREZHL D, i B ERACH S,
HE MR DR DO WED AV IHESE 3 B850 S E A b >R M O EHEMED
BVNIRE R TAREREL TS, 11EHB OFEOMEEICEL TR RN
. NObDEEEIEDLDRY ARSI TN S,
R g Ry RN, SRR, B
a1tk KAG 1Z 2 4EBXICH AR TALRRIET BZLETEL TS,
AR
R 1996 £EIZ PR 1L MERETRARFR RIC B DB AL Tnva2s, 1998 i
EFEMFAR ST DA IA 2Tz,
NAE 1996 FEDIERTIXERO T 1R 2 E DR RBEEIEIN T,
HARGAAZENIX, P S OE B, R RERIIEET LN,
o TEB R E DRI REIRBTIND, e, “BETARIADINWEE
. PRI QNB LR THLRREE Lo TS,
1 H HEERPAFR RETHHLP IR (TR TFYAN, RS, BREME R )
S8 | EEoTERRY,
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AT G AD

R 1990 FEiz 9 Cl iR F R I BT 2R HANA HIL, 1996 FFlo R MER
kB8 =K 0T sEE,

AR MR RIIARIZB A EOHEREO ML T &,
REBERBO T RHINVIVAZE T EELTNS,
FRILBE2 DO DHR2Y, IR OBREICE TSI T, /5
DOEBHKEFRTIHETHD, 20 H %X CODEX b 2-step principle

. LTS TN,

WA e R R e 5 bR, 7 RYTYA MR T BHAR T2 172

44 ll\o

TR\ 1998 e B R IR SEA OARIERE S BHLOREZ LT
2 Fir, FEEZEBALSZMML. fTBICHTCWAHE OB EE LT T
B,

AXY A1)

%38 1997 FIZITBURED. W E FE, R L6 R R AR~ HEERE
DRI ENT, 1998 IR AIRE R HEIN T3,

NS “Nutrient Function Claims” D iz, “Generic Health Claims” &
“Innovative Health Claims’23% %, "Generic Claims” 122V N TIZY R EAE
D, ZHUZPEX T HRE DL ETR VY, “Innovative health Claims” (21383

. R ZAED M ETH D,

& A HREMAR TETI2HODBZRE (7R Y 7UAN, LA 5. MR AN

=50

L1k

2000 LN ER DT E Th D,

7) FOfhoa—oy NEEOBR
) IR LS DI — 110 ZE ETlE. 2000 FEDOREE T, BEMFARREEBL T,
FITC, ) DEEEEARKRDOEELD L0805, 2000 A ToOMOI— 0 REEEO R E

F21TRLIz,

K2 £OMOa" vy GEEOEHEIRFR RO BUR

AN T £ SR O - BRI K DR W e IR B R R LT &I, R - ek
RIE, B XA R OGRS B

F R I L AR DGR B

Fre—l £ i E CII B RN F R R TRV, HARTA U ER DR,

TG A 1997 fEIZHEREME B S0 1208 T BFRRIZ OV TORF T, Siiaes
FRIZOWTIHERD NS, 1998 EIZIXBT OB EE B S I2 LA 06
FRIZEET AR R ONWTOE RIS, Eiilzmid TRt e b,

KA RAY O SiETIE, ERORERLICEEL -ERITEC LN THS, L
L. B For ThE, FFTsh s,

U ¥ HATOFRA B2 U IE RN R R i &,

N — EULRIU RS,

TANTGUR EUESZETFLTNAE, 1999 EIZT ANV IV REERIITARTA L %5

FKUT, FIAIZIEE B R R IIERIE L Tng,

_13_




AH)T e R P RIS X B BN W A XY T O R L T E KSR
FRITEBEL N TWS,

)=V xA TR FUA, FRAGE G BEREME B R E~DRRIZDOWNTDHARTA
ViR, BRI TAHTARTA 0380, ZHWOER LT IELEW, &
RERIIT R YA PO FRRIZOWTH B ORNE TERR L7,

R—=FR E SR LD EEHEIZ G- ¢ RN RIS D,
RNVIH N 1992 DRI BT DIERIT I > TRHAIRFTRBAIT XD,
TR IR I DWW TR DSR2 B s L T2,
AAA 1995 FIZAA AR MIEPTIES NS, Bt EhE, EIRBRFRITEL

TS, SREBERER R ITFRD TS,

3. RENZIS VT HIEFE TR R O W)

BEXKEIZBWT, BMERBEMBIAEROFERICIE, XFEHR S EF 1~ (Nutrient Content
Claims) * P fiy, IR Y A7 LT~ (Health Claims) &A% 1% - ¥4 HE 32 7% (Structure/Function
Claims) 2385, FKERFERRIIRMBEFBMBAEHOMEHTIZ, TRV AZERE R ITREMIZ,
M- BRER RIS E M R RICEHENS, RMEEBMB &ML BHONE E2A 5
W, R, AL BME) Ttk #RIZEoTEZEIND, B TIIRBR RBEE
WESE BEORBRSVB—ERUEEENTORIEES ., EORBRKITIZLDHERY A7 KR
DOHEPRFH KD, REMP RS TILRFMB B SEFEBEIECLY, FEO MY D
BENTODEE, EORMBKTIZEDNEOEE - BRI BT 2 RN ER R kD, AfET
(THERESRFHR R O BYA % FDA DR — 58— PERBEID, HIEOA L H— R o MERIZOWTE
L3,

1) {ERRSRFAR R B3 Dl DR
(1) Nutrition Labeling and Education Act (NLEA)

1990 FEIZHIESN T2 KRB R RHE 1 (NLEANIZ EDF | IR, SUTLERR KRB D REE - O BER
DR R SLRES U2 B R 012DV T, FDA IEELTE 12 TR DO BERY A7 SR RERBD TN
B, FOILRICTATHEDOFERSN, 1 AFERD 10% L EEENTHBEE, 1>,
RATT 4 DOFEB P2 TERIEFRE THIL, FDA LR ROERER T, FED
BRI DOWTRFY AR E R B RS, 72720 HEORBRBMILIN THDR G
W A &R,

#£3 ZLEFENTODTERFROMBLIRDRBERN T

Nutrients 10% of Daily Value
Vitamin A 500 1U
Calcium 100 mg
Vitamin C 6 mg
Protein 5g
Iron 1.8 mg
Fiber 2.5 mg




F4 BLEENTWRWIENFROM R LR DB

Disqualifying Nutrients Foods Main Dishes Meal Products
Fat 13¢g 19.5 ¢ 26 g
Saturated Fat 4g 6g 8¢g
Cholesterol 60 mg 90 mg 120 mg
Sodium 480 mg 720 mg 960 mg

UTFIZHEERD LN TS 12 FEEDORRY A KRR R EZ DR R ERTY,
D Calcium and Osteoporosis
N BB HLRIE)
Regular exercise and a healthy diet with enough calcium helps teens and young adult white
and Asian women maintain good bone health and may reduce their high risk of osteoporosis
. later in life. '
@ Sodium and Hypertension
(F N7 A& L ESE)
Diets low in sodium may reduce the risk of high blood pressure, a disease associated with

many factors.

@ Dietary Fat and Cancer
(GHH &)
Development of cancer depends on many factors. A diet low in total fat may reduce the risk of

some cancers.

@ Dietary Saturated Fat and Cholesterol and Risk of Coronary Heart Disease
(BAFnfIg G - aL AT 11— L LR B R O R 8D
While many factors affect heart disease, diets low in saturated fat and cholesterol may reduce

the risk of this disease.

® Fiber-Containing Grain Products, Fruits, and Vegetables and Cancer
(B2 Z e 808 - B - 3L A )
Low fat diets rich in fiber—containing grain products, fruits, and vegetables may reduce the

risk of some types of cancer, a disease associated with many factors.

® Fruits, Vegetables and Grain Products that contain Fiber, particularly Soluble Fiber, and Risk
of Coronary Heart Disease
(B iiME, TR R IEE AR 25 Lo SR - 07 32 - BOIE &b IR B IR O 53 AR
Diets low in saturated fat and cholesterol and rich in fruits, vegetables, and grain products
that contain some types of dietary fiber, particularly soluble fiber, may reduce the risk of

heart disease, a disease associated with many factors.
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(@ Fruits and Vegetables and Cancer
(SR - 87 3E (KNG WG - S MlikiME - 23 A-E X3 C) &)
Low fat diets rich in fruits and vegetables (foods that are low in fat and may contain dietary
fiber, Vitamin A, or Vitamin C) may reduce the risk of some types of cancer, a disease

associated with many factors.

Folate and Neural Tube Defects
(BB L PRI E KARSE)
Healthful diets with adequate folate may reduce a woman’s risk of having a child with a brain

or spinal cord defect.

@ Dietary Sugar Alcohol and Dental Caries
BT mr— )L &5 )
Frequent between—meal consumption of foods high in sugars and starches promotes tooth

decay. The sugar alcohols in [name of food] do not promote tooth decay.

Soluble Fiber from Certain Foods and Risk of Coronary Heart Disease
UK B RME CF— > 2 - AV D7) L IR RM: R )
Soluble fiber from foods such as [name of soluble fiber source, and, if desired, name of food
product], as part of a diet low in saturated fat and cholesterol, may reduce the risk of heart

disease.

@ Soy Protein and Risk of Coronary Heart Disease
(REF 7 LRI DB )
25 grams of soy protein a day, as part of a diet low in saturated fat and cholesterol, may

reduce the risk of heart disease.

@ Plant Sterol/stanol esters and Risk of Coronary Heart Disease
(REM AT 1= v JRE R E ) Nt ZT )b & EARBIR A4 0o )
Foods containing at least 0.65 gram per serving of vegetable oil sterol esters, eaten twice a
day with meals for a daily total intake of at least 1.3 grams, as part of a diet low in saturated

fat and cholesterol, may reduce the risk of heart disease.

(2) Dietary Supplement Health and Education Act (DSHEA)

1994 SEICHIESN 2R MBI B B E 15 (DSHEA) (2B D&, AMEDEE LRI/
BN EDPFEANSLAES LI B AR 2 DD T, HE 1 - SRR R FRD b1, KB FRRE
BIELRRY FDA I2LARROKFRIIMNBRNWD, ZORRBERTHIH LIRS &, #
SETIEIZH T 30 B LLERIICHF RE FDA ~@3 52k, 5312 This statement has not
been evaluated by the Food and Drug Administration. | &V EEEXL LT B2 eNE RSN
TNB, X, 1 M BE TR IIRIR MR REORNCHTE R T AL &I ERELNZ LD, #



DRAFZDOUNTEE 2000 4E 1 AVCZEMZ RIS 161733 2002 4F 1 AIZIXBEAR T ARNAES
N7-® BTz DSHEA O Z 79,

O FREMHBELDER
ERMBIARMEL, RERMHILEERML COAREGESEZE D, OLLEBRSNW ARG T
5B, IR LIL, CHIL IRTN AT MDY, TI B BER B E R IR
KoM, RO ED THY, fi, BREShEboThln, 2O REIL, &5 v 7k
WV, T, BRI R, BRIRE LR TH DN, ZNLDOTMCIE, REMBI A MEIECITR
KEHOFERZZEMHEL T, RBMBI A EATT DL END B,

Q@ FEHRDOESH
FIRET, AP E OFEE, EHICHBEELRWE S 257 A () 213 OIS R OWHR) .|
HERERE SF 2 DR D3 BRI R (B 2 XS ME) Thd, LARBEROFRRIZENTHH K
(B AL NI - T T, ZOEZFRIZES TN,

@ i - MEREFRR IR AT R O Y E B L F D F R BT
(W4 2], TFHT5), MRIFERT 5], TBET21%08. ROBEBROLARERIETHZ
& RO RV IREOCHMBEETER T AL THEDIRBERB CEXA &1L, &
RIRAR R THSD,
H e DEITETFET 5,
< BEEN 12 BT A0 Al DTV EIRKEIT 5
Ao AU EL, BEHiORELRET S (BEREY T <)
RECOREERET S (HE)
cal AFa— VD EE B,

— ., THERE3 5], (BRI, TRRETT 51, (e 215008, K OWRIBOMENLEE D
AT CTERVWE AL, W B RThD,
BRSOl AT - VL NV E T AT LA BT B,
REERBBITHE OIS,
« R T — D RERERY 2 i & e B,
PR B OBREE X 2 5D % BT B,

X, B IR, AR, B E F B0 BRI REBO B TR O AR = O ¢, B Y)
IR T, EERIEEIC D BDATREMEDH HD DITRFEL TR, — iR TEE
TROBDIIERREL TR, Ulebdo TR P EE, B HERE, 7o ag~—IiE, Kk,
O MRS IR FIRFAR R LY, Dby, ZIICEDRE N OET, B, [2E OIS 5
BERRER D, '

(3) Special Nutritionals Adverse Event Monitoring System (SN/AEMS)
1993 4E{Z FDA PIZ iR M. XL 7= Office of Special Nutritionals |, SN/AEMS V557 — 2R — 2
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EFAERL CNEY, SRR EORBFOMES GBI A S, LWHRARERS., AR
) DfE I RS E B A L LD ER AT LELTDF —F_—RTHY, HEH N
NHEOR L2 E2 R AT DERFELL T =Ry ETABREN TS, ZOF —#
i%, FDA O BAE# IR JRF0oF H D ARAT AR, SO E B LHEFMENLOWMEZIEL =
HDTH DB, o TIORFIDREBE W LI TAZ LI SRR W ENRREL TH B, B
7E, 1993 4E0>5 1998 4510 A 20 A ETO 2621 {12 K SRS RH 2, EicBEEEL /= 3451
R D& o i A B LI ARSI T D, SO Z o7 (R RBEE L, IR 356 {4,
T 336 {4, B 260 HETHBAM, FLH 184 L LIFE B &N B,

FDH%DBINTF — 22D TIL, FDA D Med Watch # B B4 3J0ICHRINTEY, 2002 4
BEET, RBEHB A TIE 13 HORBRES HFBMII TN D, Med Watch &id, FDA
Safety Information and Adverse Event Reporting Program®V dZ & ¢, fdh, EIK G, ERH B
T AEEFWEINEL ., KL TCNBT s TATHB,

PATFIZ 1999 4E LI BMNEIL, BENHENTWS 13 O EEREE OB E SEEMB A MO
R4, XG4 cFDA ~O#EEA B - EBENR) 2RT,

D KooSar 1999 £ 1 H 22 H
TUT OABRIGFRIEICREAL CRA S h RS,

® Gamma Butyrolactone (GBL) 1999 42 H 26 H
Renewtrient, Blue Nitro MDA M CHilREIL TV = GBL 28 te BB & ML, £
R D3 D KM L 5 & 3 a6t 5,

@ GBL-Related Products 1999 # 5 A 11 H
FUWIEIR B A &L CHTRS Qe GBL B G, s Lo fals 5l & 23 /4R
2335,

@ GBL, gamma hydroxybutyric acid (GHB) . 1,4-butanediol (BD) 19994=8 A 25 H
WT A=V, B, MEMRGSE O SRR & hH LU TlREN T GBL, GHB, BD i3,
WA T Bk, M, FA1E, RIR, 5825 T RIaRMEDH D,

® St John’s Wort (hypericum perforatum) 2000 42 A 10 H
MR LS TUB St John’s Wort 1, it 3L DI BRI LB ERIERD 5,

® Aristolochic Acid 200046 A 1 H
Aristolochic Acid Z & TefEW 85 23, Bl FEMESBEL TOahb L,

(@ Tiratricol (triiodothyroacetic acid) 2000 4E 11 A 22 H
Tiratricol % tesRBAMBI A& ML, DIRREMERE ERR R ELFISEHITHbLALN
B FUR IR VB B8 A TS,

Aristolochic Acid 2001 44 B 11 B
UL LU TH RSN T2 3 F B & dh ik, KE O B IR 0 B O W IR BRI D7 s
AE[ etk D35 Aristolochic Acid #& e,

© Kava (Piper methysticum) 2001 £ 12 A 19 H
Kava GRY 2L TEDEAR) Ofiti & & ek BB R ML, TR, HFEE, FRezE&te
BER2FHESELBRIDH 0D LN, TNEHER T 5720, FEE0EHAEERETIE
iz, EDEIREHIE Med Watch (28T 53R R M K ITKIFT D,
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