HEHERARRARERS ZEF @/ 109

ﬁ%% MARZRERERSLET® o

L B

e B TR EF RN LRk
B A ZEHE AL E 15~ 2R R AR K
KBRS ERGRAME o 4%

S 2

IAEmE TRERS . EKOME > TFETY  BREFBERBRERE
BARRWES  BEAE UEREEHEMNELSH  TwEHER &

T B HBRERATRE - SRZEE O BNEARE -BERRAPRZA S
EEEEBEZE  ZTEEEHBEETE - EERMABUEREET "THEE, -
T BRER HEERTEE > BEUEMY o HIURIEERFE (mela-
tonin) B 6 » ETEBRMHBFEKS > REREZUERIE - RABEEIRF
B AHESUSNEFED  TREEPHBEENLZZER o

M REROEOMERE  FTREEFR LR ROEFHF - LER
PR THREMY TR RUBEATR  AEYEEFLAHAENER - &
ELE LHKER KMABMBMONE  MAXRFEREENIIEMHE - K
EREATHEE  ERERBEBRAEH -
' REAZ+—HEmEE RETEAKSHBEENNOER -RET®
M ERGASRABBERAOAR - L1962 FXHBEHRH "W

*EHESGEREREL LRI T AELTHL  REREZARL -
& AXBERABOFAABHEHAES 198 EETHREFEREACRERE -
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B fEF & ST 4 (Consumer’s Bill of Rights) Fid]%& & ~ &4 ~ ##E ~ REMNK
WA () REREME - NEH— EREHRTRE  -BEARMLEEMBMAE
Mot ~ £ MEERTEMBICSSHE  FRAEE S EEF 805 & H
RoHBSHRENEE HURSBEALUESEE  S2REEIENEESR
g REEMARSERNEAME TREEBANIBSENEZEHS
o BeltEEEEANRAN RN RERRRAIEAANER -

A WAV ENAEAEN S R

EPaL EBELETENEIEHEEN RAEBEREILBME » &
HMEHEARARNEME - HUEYWEG > HATEREREFSL RN
Bkt E o oA 0 A b R F v B AR Ak A0 A O IR A B 0 R & A R B
(FZ)  EMTFHEBEREEAOEN (F=) - BR-EFRUERTE
CHER B RBERNESZHEN  RUELTREZEENREORE
(HM) - KAEEIENOEEE  WRREEREZ/INEE -

REBERATS  UXRRY - HHBRESFNE0EET (EH) °
HEFENEE  TRRUEBRBALETURER - EEPFEARLREHIVIE

#— : R & :The right to safety, the right to be informed, the right to choose and the
right to be heard. % M L ¥ m/-4 > % Robert J. Lampman, JFK’s Four Consumer
Rights: A Retrospective View, The Frontier Research, at 19-36.

5t b PP A5 B R kAA ey T & 4B & (informed consent), BPAEEA MR KBE R
FARREEESNAAEAERHL BTN EABFEEEREGHEH TRA M
My B o TWE T EXIERFTE > WA LHM - % Gerald F. Tietz, Informed
Consent in The Prescription Drug Context:The Special Case, 61 Washinton Law
Rev. 367(1986) .

EEI AR R EEEAREES AR SR A B AZT Y B4 o £ BT 1988
- By R AR 0 A R A A o SR E I R A BB T R T i
75 0 dE B RIAH B RS & o 4 Clair, Drugs for Serious, Life-Threatening
Disease, A Special FDA Liason, New Drug Approval Process, at 401-411(1993).

EW  AERBRE  HEHFREPRARFHEHE (awEEAE)0RE - A M
WEFEIFE LR FAREREREGE P (RE6BFi) - BREF
# - SBATHIFHENRL 0 FOMARBRTAE - A ATECEAB 23T 2 2
BB xR EE  AERAREL (AMG) -

BE:ABEBRERLS FEFEEN IV BRENNE - $ 2525 RE 85 F
12728 -
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EHBEFERLEAL  EREVEER#E  NHE I FERERMALBEREAAF
& (Dietary Supplement Health and Education Act) A% c HEHNFEEE A
RETHIAO ORE S (/) - HEFF LIk M (notification) T A4~ 70 &8 L i i #% #E
i 3§ (premarket approval) B A X L ¢ 5B — 4 W 8 LA & # 5§ 7~ (nutritional
claim) W# & (Ft) > BXREEUESK (truthful) - #2828 & (scientifically
valid) » B ¥ (not misleading) N F /R~ > EIHEE S IR FH &8
FI3E# (F/\) (to make informed and appropriate health care choices) ° FHZE
HH ZEIBRGEHEBENLZ2  EHEEEERFEENN TR - MHHE
RERMLTFIAHEE () -

22~ B R oo A BE TR AR BT AR AN 6]

HHRERSRLABELZNORE  REEEY -~ bR BESHEE
ERMEEHLRE - T# - HEL-KEFL ARRAXHEY > TTTHR
o ERRUBRRE  RAMEEOA > FUREZE o« K& 57 EHE R
R MEY S bmmE MEEREN HE=—FWARE - g SHRAR
B YRR £l - BREEERR . tumEx BWmEA
HENEBR AHNRZUARAEEE WERTHAERS - HHEERT
BEHEMS AT 2UEEERYE  RP=FXEEHERER - ZHERNAA
RiEE  AIEAEMRR (F+) - NMEZEKSEFERS  HTAUH=FHELE

N ARSI AL BAS 2R3 ERR ity 4 IR AR S HAE
BFTHMIMARE AT EGE s K s TR £4504F - B 21
U.S.C. § 321 (ff) 1" ( A-F).

A bR Bap ik (FDC Act) #9208 7+ (drug claim) S ab #2740 (NLEA) 894
& F 7 (health claim) & %] » & 75 #%. &2 70 £ 50 69 8 #3580 (nutritional support) 4%
WAL TER - LB EgiZzFmT > DEHEA B RET =N EEEEE - 5

A 21 US.C. § 343 note, § 12(b).

EAEEER FEASHAERNATHTEA  TREHETEFR F m 102A # (
Restatement of Torts, 2nd, § 402A) PA3LT &Y A& F 4% (strict liablity) F /& - K&
R4 E R BREFE TEALBARE SRS - LORFEHHMOE S HIE
HE o REFHR AT BALMERE S BREHEG S THOES - S R4
o Ho A BETE SR ZLEHR -
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#HOAHE %ﬁ%ﬁﬁ&ﬁ%ﬁ%%%&mﬁ ﬁﬁ%lﬁn%%§°
REET A SEEGEONE BTV RERAGE

1E

SREREAM A

KETERYRS EYWSERER AHER WHEETRRUAR U
£ HOTEAA  ISRHEE (F+—) WEERREAHOKERRK
EEIEES > BEFEF —WTBUES - LWIBRHEEFWT !

(1) f fh BE W) o0 1 O SR e w1 o

WY RGN ESEESR > KRS DHIENRIE - UHEBH

H 1971 GEH KR A B 8K SR M AU B AN 0 K 1984 TS B K
MY IR MR EA . HAEEREMIE > KK AE - BEE
WE-TREAERE MAEHPEAFEE BRBEXENEHESTNE R
(F+=) » AREHEAIKRE - (F+=) - REREE - HEENESR

4 R EAREMELS SIS RS BA B Re  WHBERE SR

oo o fTA R Sk S o TR A ATHRY FKMA o See Jacqueline A. Greff,

Regulation of Cosmetics That Also Drugs, 51 Food and Drug Law J. 243(1996).

FHA—

o S i

BB A 28 21 US.C. § 301(g) (D :The term "drug” means (A)arti-
cles recognized in the official United States Pharmacopoeia, official Homeo-
pathic Pharmacopoeia of the United States, or official National Formulary. or
any supplement to any of them; and (B) articles intended for use in the diag-
nosis, cure, mitigation, treatment, or prevention of disease in man or other
animals; and (C) articles( other than food) intended to affect the structure or
any function of the body of man or other animals; and (D) articles intended
for use as a component of any articles specified in clause (A),(B) or (C); but
does not include devices or their component, parts, or accessories. f&ix & (C)
B HPROLFHERSE > TRLEBEYONZ - RILO RO BRDELES 5
Prig i ISP sk R4 RSB F /TR R B RBH NI G - uFHR T
ﬂ&wwﬁ » IR A B ERSHRL - BT 12 A EHBHRESHIE
» A A RRERE - KRB EFER ARG AFTIELE > A *i#ﬂﬁrﬂ%ﬁtﬁ_ -
l}b az"!lﬂ 80.6.19 ‘ng% ‘T‘ﬁg 944711 ﬁ}%lil rﬁﬁﬂig_ ‘J;ﬁi/\uu r n\ﬁ& /gun
RAGBLRAD » LKA LZMIE o — ~ JofRB & RH B ’@/\ 04
o G T AR R E A A LA E L sk 2 0 A M ES
jk’f' )I.FJ'J ! 'fﬂyz{@uuﬁﬁi Ifglf%ﬁﬁﬂa °o =~ F’?PFJ k’kﬁg)ﬁ@ua’ﬁ ‘TBT'*\_Z‘;E’] ’ {R_)H"_
R L8y - k??i/\n’%é’]énu‘?/i% F by B os B BALFT SRR IR0 AL+ F B oo ]
BB RBREE  LREATREFALEN ) LEAFERFCHFTHES > REN
KR, -
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RE BRRVSCGENLE -

Q) AT E 5 BH 3 EIHE

HHIESRBABENSE > FTELEERE F# "ABEXRARN. -
FREEEBETEBMAREELAEAFERAENERPERARUNLTH - &
ERESSEHEREENSE WHNIEH  RAEPHERETETS R BE
FH (F+M) - BHAKERE  WORE - HAEHAEE  HHFMEH
B #XKAH (F+H)  REEBR ZEFER UEFCHAIEE
DA R - '
(3) &8 B & s 1Y BR B E A :

REALSAEHEEBGERRLNAE AMMBRERS I EM
BRE (F+A) BERHIBENERN  EPAERS "HEX.LH D
¥ RE  FEHKEES  FETAANHAE - UXESH  WRTABEZ
1% DL 4 8 7 % % % (Nutrition Labeling and Education Act of 1990) #i &
—HEBESNERAL IS UERM K M EEEF & (Dietary Supplement
Health and Education Act of 1994) S E RM A MK LHHE BT 55—
CHE HARSEUERAEELN THEBRARG . T AUNERRAR

SR bt 7958 HTERTH 875932 3 F : THEMETERDRANE SIS H

SRS FBEMBERHEEERRNH L AHPELIRRP T K - L AW
M B REEAEREL N AR AERLATRDERFIEAR DAL T EAE
WA TR  SRIEAFDLBBHA - KA BLI03 HFRFF 8162740
Wk XM TRAZCHBRERA ERERASHLEETER THRTEE | - BATE
BT K o BAR KM -

400 7523 HEFFE 563275 B T MARSHASTERMONL 0 BIEEBHADH
oA — ARl 0 BAMROET  BESKEEZ c AKX TARMEA | 4
Bl 0 $F PR BHA RO TR © Bk RSHA RRRE IR TR A
BB AET S TRIEE -

W+ E 81518 #iERF S 8113049 5E : Mdc b P EAM e —F > A LB A -
T4t ASF AR THEMAASERA  LAMEHERERRSMHAEFTIR®
RE - BRGEASY P EMF I > FPRERARER  TUARSETE - BRSH
RAMTEY > RRAEAERME > FT—FARBERL ) o HPATED > fo
| THMER  ~ TRERAERA®E, > AFWAEEMT - RLAE

E A MEERSGBER 166.6.14 HIFHFH 151165 & "EERS ) IEAE
A& B &R R &R RS TR THRA TERR
S EERT  RE o BN 80.6.19 TR RFH 944711 b ¥ FRERR
e fE BB E LT -
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TR o FEBEFE REBRAEEX > AZBEE -

L EEMEAEMMETEERNSE
K RERE AR EHENEROUZZ2EEF VA EFRBEL ST
RAEMME (F+t) - RAMBERE - 0F THIMAE :
OEZENANRE
EYHARGHEERZZE  RERNSEEMTHE - ZEYLLIEEER
BE - ERPRBAZNFZER > FAHE L BIEH (adverse effect ) WETE ( 5
+NA) Rz ARMEENAFTRFAMSEENLE - H-oHE2
HEHNELY  fMBEUAREFANBRERBEEE B EAMBEHEE
HRERK  “EAXEEHMENE » THE—K -
QBB R E K
EYHORAEHREER  MEAFTBELEE  FHG - 2B LEREY
ME - RENRET  FEAENKARERB  UEENFBEIMS (F+
) c BYUMABRERE IS EELEFTRBRERHOTEE  HEBRATTF
Bl b (=) B (Bo+—) 0 BRELER (F-+2) ©
B o
Aﬁﬁﬁﬁmmiﬁfﬁ Hi > ERFEEHRETBRAM "I 0 20w

P 80812 F S E 971041 3 BAHARGES > AARR Liﬁﬁﬁﬁi&"&
M B B B e JBBL G Ao ME b 0 B 28 B A B AAE o
2+ 0 FDC Act, Sec.505(d).
e %fu 31 7&‘;*“#]6‘3.“%&&% 54 "intended for use" "intended to affect”
Fo) 0 MR A "used as”, P HHE c HLHRD B ENEH > TEEH
%#Fril‘m’?ﬁ‘] Nutrilab, Inc. v. Schweiker, 713 F.2d 335 (7th Cir. 1983). 21
U.S.C. § 321(f):food means (1) articles used for food or drink for man or
other animals, (2) chewing gum, and (3) articles used for components of any
such article.
oAb AEBEI AL LT A A 1962 FAD Bk BB EE PR X E LA RM
1 By A% AE B9 IRIR o
o 0 LA E 1968 F 8 # 3: (Medicines Act) &4 > L5 28 HiEP R E do By B (5 A
B &Y » @R A A MMERF o PPAR RIS AR A R B ik 638 oy -
PR A B EARMARY 0 A& S EVIRT ) ARBE B AN RREF 35414
e BIRERF AR - PR BIRIALS B RAR a4 ek & SR VB A - K
K&y A FHARLHTAERAME -
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REZ - LAZHMAREASEE > NBEEFRENTI L FERETHIEGE
B o

B ITBCEE R85 3R

HRELEEHME HRASEANTEHTHRBYEIRER  REEAEE
AIAKAE - @EXBEFDAERELNHERTASFEHTHE - HEE
(Richard A. Merrill) » G547 BRE £ EERMORBELR (F=+=) -
WRIBEEETREMARGHIIERY > FETLHS

(R fak L PR

R LU BEMA R - HF MG FEFTERWALRT R BREAEE
2 HEAUTREER TEBEMB TR I ERMOEHE  SERBROBHE - 18
DamEmMYWEREN  ZREXTIAEHFDAURREINYNIISES
BEEXERMEABOESB (F21+M) - HFERS FDA oG5 4% 46 3IF 84 & 20 A
WRGENY  EREFALEEENT -

EERMBORTHNEE BRKMEXRIE BREITETHELH 1976
8 B # 12 £ & (Proxmire Amendments to the FDC Act), B R B £ B % &
mIEEEBT 2HBY B ETIRHBE - %K K3 FDA $f # i & % 5
PRI EREPRGORBETRY  KBNRAEESBEROBLE o
Fta, L5 ARFRAEHALERYERFTENHEE o LK EEEEFDA
EHERUMNACERE (F2-2+7FH) -

3£~+ = : Richard A. Merril, Risk-Benefit Decision by the Food and Drug Adminis-
tration, 45 George Washington Law Rev. 994(1977).

2+ See 21 U.S.C. § 348(c)(4)(B)(1970).

T A EROBEIRER LA .. What the FDA wants to do is to strike the views
of its stable or orthodox nutritionists into "tablet.” and bring them down
from Mount Sinai where they will be used to regulate the rights of millions
of Americans, who believe they are getting a lousy diet, to take vitamins
and minerals. The real issue is whether the FDA is going to play "God."
See 121 Cong.Rec. S.21,852-53(daily ed. Decll, 1975)
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BB ENRRNENE)  BEETRNS - EERBNARRE
FoFLHEMNHEE  REHEREFTH  XLAITNFKBREK - DFR
S8 (thalidomide) & S X B HBIFHOAE - MFDAEEHENHTR » EF T
BRARIER  PERESENBREEYEERFECIZER K o BT BUR B E
B A AT AR B Y 0 SRR TEE R OBRAEE -

fh ~ LR I AR

B EAAE o RETHEARSRENZEAR  ARTREHOE
R AHBARREERNER TS MAREET  EHERIEZH -
SR BEOEEEERAMEN TR BREERTOENBR o HRHE T
STEFR  FARBEBBERRITHENEE o

1. ZH2HEINAHE

BETHENEREERZENRBENG  REWIABHER  BEEH
E¥ g5 BEN2HE FARUEFEFEEZHEHMEGEHANES > 2
UESHEBEGAERE AFKEE BEEAHE UR—BEBLER  BBES
MHERET  ERETEIHNTHASR (E-+AK) - SBEAE &
EEEEBE2HEERAMNBE - IR IEBEEEER ) ARZERLETT o

2 FIEALRIBIZMAIE

o bR EE Rk AEY > RoCAERARE ¢ 1L BB K FERE T &6
ARELSNAER; 2BTHBEHNESET  AEREREASBHER Y CH T
ER o M HEHAERRFAMRSNTHES T THRTEERTHLH LS
R ERPEIL b > TREH B H TR ZORT > FEIRREDRME LERK -
AL AR LI THERAR TR FEA P AR AR
BN RENAHERBEREN  BEATERZZRTORMEE-HA
EEH  WHTRATHGE PRI AR AL M ARRR T MM, HER
AR S HEHRHEORERARUGTR > ~XFEEANNAEEL2TH
ey R EREEAL -
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HETiTd  HEEFENRAHETHEH AR EYNEBEXNZTZHF AN
EHPERTE - BETHEMANME  EETFERSBE > BFEE -1
EHERMBFUETELSENRAMERREE TUHRWR T miﬁﬁﬁﬂ}%
BHRNERTE  RAGBEEHEURTOTRS SRERFTHER
THREERNT NMERBABE2EHENESEEENR -«%*Eﬁﬂﬁ)&&’ﬂ
fE1E » BHLEM o

3 BRI S BURE

ERNESEHEBEHENES  THAHEFRENATIER T ROF &
5 » BB & B (harmonization) IR EE B L AEY - SEBEFBRERATR  AHE
AFRRAMELE  HEFHETE HASENRBRFERLAE  FEITR AXE
EENEREE > EEE2F - UIMEASH - AERERLHAGEEC TS > A
H2EXE - K- HNAARGEOE L > RESEE (F=+t) -

4 BRI RARM

LIE ~ HAG - MR 0 BT o A5 i B A ok 90 08 ok B o AR A
RN KA - MM EEEEAAEERE  HERESRNTE - B4
MR EBEETHEESHRNELRET  @NEHR RS EER R - £
7 "BERBRENGEN  BLERERNESE ) RS KABEA
B EE o

5 REBRILINEST

BERMLP LT T EHREENEERE "KEOEE, - HRERH
EHIN o EEHEENTRERBOFINENLE - BUEERR I INMEE
A ( self-regulatory organization ) * FHEEAHFT - THEENERDY

3 —+ 4 : See Inter/Sec Alliance Inc.., A Comparative Analysis of the Regulatory
Framework Affecting Functional Food Development and Commercializa-
tion in Canada, Japan, the Euprpean Union and the United States of Amer-
ica, March 31. 1996,from http:/foodnet.fic.ca/industry/nutrareg.html.

oAk B RER L EA S (Japan Health Food Association) #4¢ ;{ﬁt/%
AR FuEH LT RABEHCHALIEN  HTHETHALL
HFR o




118 /#HEHIFHEIE

BE > ERESEEEMMOTRARE  TURARROBEHE (F=2F+N) o

6 HBERRIE @

HERBEENRBERMLHAMEEARBAE B REFE ( Nutrition Label-
ing and Education Act ) @ ER®M A MEHEERF L ( Dietary Supplement Health
and Education Act ) » R RAIBE AW X LR B EEETAEE ( Food and Dietary
Supplest Consumer Information Act ) » RJAIANGEE B EEHE » (£ H &5 g8 &
HEAN  TREBERZUENEE - RKRXBERMHVARERE BFRPK
REE - MERERANE - i EREE - 2REEPIZEIINEET > AU
HEEARE -

[ ~ 5 am

DEBRNBETS  BRERAUIFAEDHE - BAS  HEENER R
HEHEEE -—EMA (ulity ) - HAXHEHFEAELSE HEHBSENH
e IEHABERBAMBRABFEIAOEFCERUBENFTENS  BREROY
PR AEE RG> RESEEN - RURBABEBENEA RS
Wiz > FEEZDN &~ BEERBEOEFN > FERAPHERETEFEEN

ELBEREMNEE > B EERS BHELERWRERME - #F
RMVERRETEN B  HNARHEEMANNANZERERRBE - K
HEZRABEENTH  REBEZFUEEFAREABREEFNN2ZESE
LA S X B EAEE ) TFBE -
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25 3Rk

— pXEn

LTITEBE HhaMSAETHBRERE EH(R68E) o

2R BREILEE B2/ EXBEE $4%928 AF (B
834 ) o
AT RRERBIHAR  BLE(R6ME) -
R BaBEA  RETREEEZLEWE > A/ (K80 £) o
M HEERBE > AE(R84E) -
BRFF O RREABLMEA BE(RS3HF) o
MEX > BESARG, TEEHER N BEHH > $25258 B
B8SHF12H2H -
SBREIZH » RBRBARFEN > BE/IE > FISHI (81 5) o
IRE=ZMEE  BE - BRERLEE  F&H(R84IF) -
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