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NEVERMBEESELHY > BYAFEE  EUBENEEHRSE
NEBRBHEEDIERECH

ARk ket BHFFRALSAALMERE - BRRAEREAR £ 5
B RX-EAB L RKMTSRER S H oo ’KUFTE%H#¥¢@<k$?‘*’

BxForofdpoz—m (—-) -

FHMZEG BHEPREHLA LA "HAR (SEE% 4
AR AGHE B FHRESHERG) FEESHE HEEHAST
IS SRR LARERE > AL EER > MEIREE (=) -
HETH EVBEFEREBHTR . MRS FHEISSTERBEEEK -
4 EBER ATRZ - MAHSIA B. BRE B TAS, > ALE
VSN EEREEEENEN 2R - KBYNERAREE » FAERSH
EEE o

EERBBEMBEEELE > FEERRPHANE (=) - ENENEAS =
RERTHE > FSME U ORYREEL 2 EENAEE  CBYIE
FEABCEREREL > FAL T RBLFRL  RAABEEHEL

88 BREH S FoEEXE  BiE RA+ZF H 22 -
R PEXEL KTHEE RA+—F 8119 -
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FEMBEEREESE  BONRPKREE (M) o
gEANCEEEGE BRSNS EHERRBREREE (UTHER
) o MEBEMRNTBEE  HYEREZHEY  REHENARSEZ—
WL HIREEEE SEME o —EPENCEM  THEAR > AR
HER BYEVRBER UTOREVTHRRE - FVRARKBIFEE -
MEME PR  FAREMEEA G REEREKEENZER  FR&

EYN
am ©

A YT B

— BYEE
SEBEY EAEGE EFEEE B THRRELASERY (F

352 : BP UL B AR AR AT ( ORIAIR A RN ) FHEN ) BEBORAT R THE
Wk M NH o HR R AR E AR A S B B AR o ANTSRFLA
R AR BRAGH BETRA AT T EBICER - I EEE B 0 L EARREAS Lk
g EAHBEEY  c AEBFABRGCERRE Y » € THE M TIERAESF
o SEERFR A RRE T SR  THREREFRD R R R R
+EREETZ cHMAETRAATAF LA —8 > okt EELBHERGE
il XG> LARNOCEOMBIREET TR - BMERENEHEFRENATZER
N (S PEFRELRLGH0 > SR EBRERILK)  VERX FANIEFY
g PEaEE ( DURBLBRE B 1A 5O m iR [ A48 R F ILREF XA 300 MEH / wH) o
JEAE R SAEA B - Q&MER  KEEE X BT RIFA M - BIFRAREAETHE
B BERMLBE R (400 RETIR ESEMMS - E) EAKRE (EZA -
ERE) - ACYHBELEGZEHERAEE - HAEREHRBREZHN  EAAR
HILZTH » EHHAARE » HEABE T - Y SENBEARRLALCEGRE
R RBEEEERAZAE LHATORBEAE > HANHIREFTE > A
EEAHE > WAHAXA R TR - AAMmE LB HEFH - 5 25578 > 86+ 7
A78 ;%2563 86F8H16H-

3 By S FAS  TASCEEATRIAGRELAH - ML
Fom B R A M TR RMFHTBF RARZILELANE S 2 —» MdEEA
FREBrZ— FREFAANT-FHELSG LT 24F (ATXF )AL A
ANEH T EANTFA G BEEAANTFELETESF SR AABYTLESTA
Bt AT RESERMEREIERALE  ERBBENES - WM AT LAY
B B ATE R A LR R A G EXRREREEFAFASKE RIS -
RE#IA - %2562 R8F8A11A-
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) cLHBHABHEFNEHESE  BYLIBIARBREEN - HPELKE
&%ﬁﬁZﬁ%’%%fﬂ%$z~ZFﬂ%&§m‘%~~ﬁm¢$%&
(FEA) BB REEETERMABCHMREN - AECHREHE (
)  EBRELMAMBIES B - KERWR BEARS \mﬁ~ﬁ
ERABARRRSES S HORUEEAEIBEHR R BRESE
B HIY - AUBRRA =K CES BEEMCEXNKAESF=HE
o RIGEELE A REREBEEGARSR  KEUSEARSEE
BRESHEHEE  SW FEREMEH  TH - B

£ HHEYHEE  EREEN (ZN\)  EZEECHEESHEBTE
(FHEN) - THHHEBBEM - EERBEEBE L HLUZE -~ Bk B
AEER RTFEABIERAHBSEN (F1) - REX2HHEARES

R ABHBEMEY  ARE 1938 F 245 8EH R ALK S (Food, Drug and Cosmet-
ics Act of 1938 ) ERANBREHMmELZ ; £ 1976 F5F F iAotk 52
BREMZ OB THE - AL BERN > FRTH EH DR BRI st
BIFEE 3 o tbde AMP Inc. v. Gardener 389 F.2d 825 (2nd Cir.1968) £ + > &
FRIEGEAFE 2 B S d o S5 W A b RALR R IFEE S o

S S AT HR A R “F'%"‘zm%f' % B4 & K %152 % (pharmacopoeia) = #% B
TR B FARBEAAF 0 REWHAFREITHETRE R RESHAFETASE
ZH o BAFENA R EITTZ R -

3Eb b he R BEEE D S AR EHE RN 0 AR Z B KA E o F#k
BRI RS Z S LA ER SR EH9A (4o % B Physicians” Desk Refer-
ences, 3 Bl Z British National Formula, B A2 0 KB 84 E 5 ) - £ 72.2.17. i
FWFH 411624 %% . BREGFEFTHERE > KRETH THRE & | 45
bR B EMRIK

ZEAN G é’l}‘;@%?ﬂ%#ﬁ]&&#ﬁ“’u%i"l US.C. § 321(g) VAR B REFELF 1%

A oA S AT 0 AR EEATERABSHLE Rk 1976 F au%#-iéim ha 3
(Medical Device Amendmems of 1976) - HEHBREMTLOLLE R - HE -
NAEA A ~ B R RF B A L '

T ARHEMZ LA - A 21 US.C. § 301(g) 1 : 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 diagno-
sis, cure, mitigation. treatment, or prevention of disease in man or other animals :
and (C) articles( other than food) intended to affect the structure or anv func-
tion 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 componen[ parts, or accessories. i & » L ¥ (B), (C
) =38 WA B "intended to" = E A B A F -
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BERMAES  ERMELABESEHEAEN MERIILE -

N EREEE

S fE RG] T BT B K FE . (adverse drug reaction) £ " FHEG - 2
REBAEERoETEFEAGRT  AASEMNHFREMEIRE) (E+—) °
HER AR, & REKBERHERKE X VERFEZHEREN
A zia s g ERmRAas  HHBRBFEZARER MEKEK
B A g SR T EI(ER L EIIRIR W BOA S B R ARG R R A XS B A
THER RRBRIREMSER AT -_EREML EURE-EYHE
B > JE 1A 5 /F A (undesired effect) M H * R HMIERZR  MBEVBELLZ
FERRE (F+2) -

C RABFHRERL USEENAA TEBESHEARERE - HERS
AEMBE(FRNAE) ) 2B -G TBELEFH. ZER RBERELE
FRENTEEFEABEL  FBHREBELHACEERES - REESR
ﬁﬂﬁ%%ZE%’ﬁ%%ﬂWWZ%imﬁﬁﬁ%ﬁﬁ%’ﬁﬁﬂﬂZﬁE
MEBEMNEEZERTHAEZBES -

=~ LZ2HETFHEZENR

EYH—BHIERAES LHGEZRARS  NEEURBERETRHE
K(BEFZE) o HH_BEFAERFERFRETEBRERE (E+THM) 5

&+ — : & X & : Noxious, unintended, and occur at dose normally used in man for
prophylaxis, diagnosis, or therapy of disease ° Woodside, Drug Product
Liability (1990), at § 3.08.

H+ RO ABESEARERE - FRIREALMME CFRAF ) R TRE
SEER | 22k HIRABIGAANREIEAZRES  HMERGEESH
AZA ERAE - HARH AR 22 AR REGAA ERBS  FARAZ & B R
HEEmEEXEATHAZRES -

H4+Z 280812 HFHFE 97104 KR : T ELARLGES ARSI LALR
Al MESHBRARESNES - BARLABAMKME ) - LA RR SRS
MEEAEAMBIER M KT FBIEA o RS TARRR D ( XA
BAS) bk ST A S  HRESE ) FELAEHEARML - 1L
AL Lot T RS o 5B kM o ShHE  HEFMARKRBARRRD LK
@ 0 @Ak s K M AT SFA -
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PR HELIIER S BER  FAKRNES (F+H) - BEUTBRHES Y
EVEEARANARE > HERBEY RN LLUFEHF -  BHEST R
- -HEZ2ERZERRESHUT -

1 #h&E

R FERFIHFMARE > THSHUEE HPARMBYRILKSE
HE  FEFFRASEEHHAREZEESE  ITEFZE (F+K) o
DEERMFELUATES  WELEELUAEAETEMAC E > BHEE
EHMBERCHAZREE:E (F++1) o
. AMASEVEBRZIHTEE BARRUESHAREIEZANME
(George Larrick)1964 £ G RBEFEFZRYE (ZF+N) - HERPHPHA
ZRZHELERT TR OFEZEOHIE . OFEZHEYRE
B ORLAFRREREE EGATFHELTRBTELHXAE -

HERE-HMEBEYARE S  ERESHEEE ARG ER (ife-
threatening disease) (FE+ /) HERERRBRZEY BB aMALEF
— {} % & (the question of benefit is an integral part of safety) o /& LIk %E It
FEVRETLER BAENEHZETAEEN HBE_BERIEYRRBE
S RNEKARE T REEE  OZWHEABAS W  BE - K#HBEREZF

it

#tAac:

Etox
230 it el

Wt P EMH R LT HATHZFE 2+ EMIHER+E AR IHE
BE#FEEREFTEWEHEM - =+ %A% - Huu, Merrill, Food and Drug
Law, Cases and Materials (2 nd ed. 1991), at 519.
HBMARERE T R AL ERERALF TR EoFF 4 2 By FAETFRE T
BB 4R34 - #% 4 Whitney, Product Liability Issues for the Expanding
OTC Drug 48 Category, F.D.C L.J. 321 (1993).

Foods Drug & Cosmetic Act, 21 U.S.C.A. § 505 (d).
& X % : * by all methods reasonably applicable to show whether all not such
drug 1s safe for use under the conditions prescribed recommended. or
suggested 7 .

Drug Safety, Hearing Before a Subcommittee of the House of Congress on
Government Operations, 88th Congress 2d Session (1964).

: 3R "life-threatening disease” > Ki% /& ABFFRG/K 8 2 FR G o 7T iy - Bp

T REEILE (4o AIDS BRIEHE ) » R ARBRARBRZRABERFT TR ELATZT
REELIEIRIA (SRR ) - HEBLHREMZ AT L BANELFEIFTE
%/ I2 - &R, Investigational New Drug, Antibiotical Drug Product Regula-
tions, Procedures for Drugs Intended to Treat Life threatning and Severelv
Debilitating Illness, 53 Federal Register 415-416 (Oct.21, 1988).
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A QBB AERK - DM~ REEFRZEY  ORURARBREGEL
EERILEBYE  ORMCtENERADHENFRACEE  OBYHARKRZ
WY FRABEABERLEZR HEPEBH MHSHBER ZBKEAB
#H NEEZ2RBEFETREECER HRFIRER  ABEFAHEE -
SHEARBABEELEAKELTRIFEFEFABPEABREZHERENY
BTHBHEHEZENFERSHENARGR  HEMNEARRBRZHE
PR REER TEEMER (F2+) - HNERTHFAREREBE  FER
FERmE  ARBREECEERBATERE (E=2+—) :

(HPBLEYRIBSEI EBEE (F212) r HEVAEX
oA RERG SEERUSEERERSBR BHEMEFEHAET
T CHERNBERIUE ST FHEE (FEZ2+Z=) - KAEBRESE
B REUEEMBHRFC AR  AEFFSEYCERRESN  ETE
HE  HENEEIEFAER  (EIRNBERR (F=-+0) -
2. B HECT FL

HREZEESAGRE RERBEBENTHAYE  FTERELHE R
BAZREEEY  SREVTBAPRELETERMAIREZRE > FA
e mEEN - WARE FHGEE LHIENE - AR - Ak B9
REXTBZH > HEALSEMER  HNUHERERERSE - BEM

o AREGH AT WEREZFE > EHBMAZRATHE - HEZEEHANE
ZHp 2@ L b IFRA S R F AR LA T2 MM - £/ Cavers,
The Legal Control of Clinical Investigation of Drugs ' : Some Political,
Economic and Social Questions, 98 Daedalus 427 (1969).

ot — 0 RS AIDS 2 AZT B4 A > £ BB 1988 5 & &Ll 245 5] 1 VAT A%,
WAL A o B AL YT G AIDS 0 Hub AR AR R 2 £ HI
# @ 3% 2 4 o R Clair, Drug for Serious, Life-threatening Diseases @ A
Special FDA Liaison, New Drug Approval Process (1993), at 401 -411.

o kA 1938 T8 0 £ 1962 FEE FU LR 0 M MM ER
# oo s E A B A T 2 E W (thalidomide disaster) A M » £ BB EF A TR
B FEEHZS -

i -+ = : ™ Substantial Evidence that the drug will have the effect it purports or as
presented to have under the conditions of use prescribed, recommended, or
suggested in the proposed labeling. ” see. Food Drug & Cosmetic act, §
505(d).

ot of MAEE R RAHER L SR - 54 21 CFR. § 314.26.
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THE(KRE)ZHEBITFAREME S > MEBKXRFANA > RUERER R
EPtBGERE > BAERIFERELFRERFE > SEHHNEE (F -+
f) - AHHZ2MHBAEIHE  FELPHEFERMAREBrRTL2# B
MEET #TRRE - HHEEIFRASEERE  BERSBEZFERAZEE
T AAHRNERAMEERE SEHREIERECHE  AIFRELEEF
AMEBETE A T2EAHBES T S EFAHEYIHEEAOGT 2
HELOAE  EEEKTEEFERBREEHEIR HERZTEUFEY
B AN HEVLZURERIEEEESTMS -

b 0 1951 E R AL E Wik (Food & Drug Act of 1951) Z &8 - =%
& 15 I£ & (Durham-Hamphrey Amendments) # & > FEBE 5 B 2 75 & 5 B & 48
HES ZBEXEHETEALBMEFBIBRBAZ=8EY ORBEEY .
QBRKBHIER  THEBLZHAZEY  OWERFEHRINI SR AL
HoHFE -FHHBRBEEYRI2ERFITH ., B ="EFERFEHE
B BEE_HEHHEEE B¥ULE SR FHE  AERKEE S HE
IR AHE > FRENEE (F2+X) - HHAETIKEMERA
THBEEMEACBEERE  XO2BZH (FZ+t1) 1 LUEK  BL28
BX fi#f (safety margin, 5% % 14 5% $8 8 {8 therapeutics index) K = 81 - HH A

SEHE AR ER 0 54 21 C.FR. § 330.10, Procedures for classifying OTC
drugs as generally recognized as safe and effective and not misbranded. and
for establishing monographs.

ot R T HRET  FIRBEHAS  FIERTRERFERTAEZFRES A
AATE B 2T R o AMEIREATE #I9 & RIS Z A B > st Wik S 7 A5

FERH A B T A A - Whitney, Product Liability issues for the Expanding
OTC Drug Category, 38 F.D.C.L.J. 321 (1983).

Eobb A MAYE S B AR 7 A BI85 > %% Hutt, A Legal Framework for
Future Decisions on Transferring Drugs From Prescription to Nonprescrip-
tion status, 37 FDC L.J. 427 (1982). X X #F| 2 H X » TH =48 : 1. £
RAHRTETHELBINEFRETE 2 BAATEAREE Y A B2 K& E
HoMPERFTRE D 3 AUMBETE > VHEERTE  RARFTEAT
Koo XARBARH AR BEREIGHE 2 R 7 ¥ PR F B2 Tk 41 PDES
(Pilot Drug Evaluation Staff) > A KMF /A ELE LS~ B2~ A RX%
(usage trial) ZAZ 7 » EL3¥AE 5 X & R EH B F (Weight-Of-The Evidence) %
8 £ & £ % X o % 1 Katz, Prescription to Over-The-Counter Switches,
48.F.D.C.L.J. 567 (1993).



128 /il B HARRATR

BEEELRHUESERRESR  RYBRAHE - B UBEAFTH TR
By LG REARR  HHEEYRER AR BETHETFEUER A
HEANPHRME - ORMAREEER  RAEVEHRRCEEILNFS
FIRE FhEmEE WERTREN T HMEMAIEEEFH  MARSE
Wl Al S AEKR QR FERLEHRAERSE © KR
X FENEUBREZCERGEE  FEEUZKR - BR—RUSERE
B REHGREREARREERN—OFME - HRASW : O AHRKZH
s AEEY (F2+N) C QORABEBREBEER TR (F=2+R)
GELHEENE (F=1+)  OERE (F=1+—) -
3 BRLEME

B 4 B (genericdrugs) < BIEE R EVEFRBIE > #HFUTLBET MM
(brand name) T 45 3@ A 1t 2 % (chemical name) B EITHE L% | HBEFAR
2 %) (pioneer drugs) BEEUHEAR BB EREYHE (F=1+=2) - £

oAb BERAREHTRARDHZ SR LREHRTINETAE (FERDEY
F105G #&%1%&Euammm$¢ P BRATTARGMH L EFERTAEL
oo RN EMBIE > 3 AFHILILIME - 28 United States V. El-o-
Pathic Pharmacy, 192 F.2d. 62 (9th.Cir.1951), & Hutt ###2 7 # ) - ¥
B bR AR RE » BB OA SR 7 R Bl A AT A RS2 H -
sdodE ks AKX R B E MR A KDY 2R S FAMBMBIGT I AER
W R B o ‘

HIA IRANEBRBAEY /ARG EREN B AR T BRNZER > REBEWHTR
RHEFINEFTRE - ARERCLKEHEE - WIUBRARARY] » ALA S
RzhbE - BIERYRBE - daMELRBEERER %*%Tﬁ%ﬁﬂm%
g AMEAMA AT ARGEATHERD ﬁ@ﬁ%i N SRS &N
i o

#Z o RFANEMERTABEZEAGETR - HANEHRGZAN AEENE—
AR EHBEBREA  AXRHEABTAZZZRARTRE (LS EBHE A K
% (usage trial) » P H B THAARBARDE - RBARELBELIAZE—
FAEHMR TREFHAZANE AT TEHERE THELEHMEA - Katz,
supra note 2 7 .

FEI - HERAZEERN ABHORBRE L T E IR A BEEF o PP -
BB 2 BALTAE R HENZER BELREHRZFTH L - ot
XA FAF M o A g RZABME ﬁ%-#ﬁ%myﬁh&
FEANTRBEFERERZ B REH RV BEFRLEIIDZAHE - I TS
FRZAAR R AR B AR AT R BN E LR T A B s ARy A&
HAEEAMM -
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ZETHBEIAE R SFEPREZHE o X R L% % 55 (abbreviated
new drug application, ANDA) (F=+=) - BHELEHFEMASBEAMERA
ZEREHUE  HHESLERBEE ODTHPLEAFRMABIER S SHE
BEMREAERM L " AEBHE%EY ) (bioequivalency, BE) (F=+1) ; @28
LERFHPENEELEEZETERE OREBREYRERENE (F
Z=+EH) BEBRHBRBYRMAERFFAREALIAZE -EAREZER
RO A HEE HHELCBLRSRBHECEY RS PREME
HE BHEBSHEZHEE SIS HWELILEBAECIRELHEY
(digoxin) (FH=+X) > NEEHEBEHEE Mﬁﬂfﬁ)ﬂﬁ]ﬁ&ﬁEﬁiﬁ?ﬁﬁJ
BEMARREBIHER FUREEELE - KAKER I > ERMER
BHE Kz BEMER XAEREZFIRIHR - %Qﬁm%%ﬁﬂ
RURMKBEREZ  SHITARNEBCBYRLETRR - FHEKEET
GRE AFHEEHARE HARBRUIEEBERLBRYZE R LE
A (FE=t+t)  THAMEUABRBEHCREY  RHEBEREFTEX

BE b BYdAREMETAGE ) SAZARMERLMRE B2 EAHNBHEER
(pioneer drug firm) @%F » BT L E LREA S - HENBERMERER T 35 R
A Z IR o ol TEH% L 8 B (generic drug firm) A %4y £ AW &K » KT P
HRERE > THERERZ TN - £8 1984 F2EMERRFREHHRE
%87k (Drug Price Competition and Patent Term Restoration Act of 1984) -
PPR R B AR S L ERE T EZ2E - WEREARSEHF I R EEA)
HR o AR TR EBRAREEERLE > BEHR - Gravowski,
Vernon, Brand Loyalty Entry and Price Competition in Pharmaceuticals
after the 1984 Drug Act, 35 J.Law & Eco. (1992).

3=+ = : Food,Drug & Cosmetic Act, § 505(j), Clauses(i) through (Viii).

FEE4w AMAAFRENIE SRR A MRS RS AR AAAE) - HEIEA AR
SRR c BEAREFSHMES  BE - F ~ 2R~ H—F& - BRE - 5
Az THAERE - 21 CFR. § 3201 () - AWM AR F L ZIERH 3
4 Canaba, Bioavailability and Bioequivalence, 32 F.D.C.L.J. 512 (1977) :

Doluisio, A Definition of Bioequivalence/ Bioavailability and a Historical
Perspective, 32 F.D.C.L.J. 506 (1977) ; Spencer, Bioequivalence/ Bioavail-
ability-The FDA Plans, 31 F.D.C. L.J. 32 (1976).

#=+%x: 21 CFR. § 320.1.

FZ 4% digoxin B A A - B O HEEEE 0 TAKH IO o MIER CBEMAE
AR R SR o HREMR b B ﬁkh\éﬂbﬁi/ﬂ\h’k%ﬁﬂi#ﬁﬂ.f\i@ﬁ :R'eS-
R AREBHEERL  HASHREBERZARABHREN TR XTRA £
o
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B ERTAE (E=+0) REBHSERBEN (E=1+Hh) -

4. 73 H

HEmH: DEBTERBEAREHE - RAELNI K ERBLEFR
B BHULEYE  BERAMEAEELD QT2 BRENAFER - HEK
STHEE SREBRELARBYES FRERE DHERZXETHAE

BoQLXEMAGHAEMESERAFATL  EVFRU T TREL ZERF

14

fiti o BHERKMHAHZ2E - BIAE_EHFFEEBRES T RPHER
EERTRRERZ (EH+) -

70 ~ SRBAZ AR ER

ez B KE ER R T 2 FBIE T (instruction) 88 & & (warning) — & ©
MEEBNBLEER  HEARNSRBRARB AL RBEHNBIIEHER
FECHENNEEREBAS —EREREG AFEIES (FO+—) o

— TS

P IR B PTEGR AL ~ MIE - B RO RD  HBEE - AEH

BERBTHAREBHEN: MEALER  FEEH BFREVEREFHSE
HRARBE SN - WEBEEER  AFTASTREEEZE (FN+—) ©

=44
A

HItA

EE A A ol

FEWYH—

EWA

21 C.F.R. § 310.500.
A peeT B E AR5 B 4p % (drug product o 3§ 4H 2L My Ak AR B AR RS
Z L ERZETH ~ BERIBERERA - 21 CFR. § 320.1(b)) A - i&H A&
N0 AFABBMOREEWIERZE LR ERFER -
A CAfETmME” 2R 21 CFR. § 32021 AF 5 Ak “Aam¥n” &1
21 CFR. § 320.50 ®A°F -
LA ETHEAGE GREBRRE FRELE - ATALZEF AR
e 52 s 8 ( o -fetoprotein test kits, AFP) » B vAiR) 305 2 Ad 48 ¥ IS ui -k
(neural tube defects, NTDS) o &8 X LT &S F iR » ZRIGEE—~
BRF RN > REASR AT AR TS - EASBEY TR AHRMELEHE
B AEA T RTRA] o ARG A B H LRI 0 B kAL B Ak
BRBFEHEZEHT > BTREETELE TR ENZHE - BAFRITRE
G BRI b 2 A AR AU~ R B E R T ITH - JRAR BRI,
AHHE AAARMNZSREAELE > HmF - AR TR > E4EL
oo HABEMERRZAFR  BEREF > BB BRI RN -
Hutt, Merrill, Food and Drug Law, Cases and Materials (Second ed.1991),
at 763-765.

Keeton, Owen, Montgomery, Green, Products Liability and Safety, Cases
and Materials (1989), at 326.
SHBEFEF L+ AMERE -
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EMTRP  KEKAFANUT2BEXNFHFELFESR (FE+Z) - XFEHR
B A I SR EE B O BE — 18 o F1H AR 88 X 7] 4 H 427 (label, labeling) & B & -
MTEAER -~ 8 (FUI ™) o 538 A0 E B (dear doctor letter) ~ B fifi 2
% F fift (Physicians’ Desk References) ¥ %Y REH » T EBL - B HFZBAH
RFRMEERMENR ~ WER  HWMAKNBE2PHE (FM+R) o OHERFEH S
PSR ZEHE AR (detail man) > MBMERENRE EEEE  BEXHALE
REEFEBRERBOREBRRCRHESFR - WPRHR LERHRBE LK
f%ﬁA§¥’§Tﬁjﬂ§i§ A RURERER (EM+X) - URAKEERFEZEY
RAREC EEE - FohT
CFE®E - HE
EERBELIKBRESHZAF LHEEL  AUEEXE - BHEHII
HZBETYW (B THE)  FHAFRBELNBEESMNZRET (F=
AE) oM ZHRERER L RBER (EN+ L) c HEXFEARE -
MBEAREEY  HEE® - FHEUPXEE > R XFENEF;
BIstEm A% » BRIEMIMFSCFES - HIBEI9ES LAF S &% ~ E3l
o BREUPXHRKEBEBEHBEAZ A XTIRERHHKEFERHR - £ 25
HXFARIRHAX - EREVLZBRZBEFR  BEABTERHZ (F
+0) o HERERER o
ORE
BEERIENAERLIE EHEENE LERKHESENZTE

RO+ Z  PAEWABIEXTE B AN A% RERBEF MBI ELE
#] » R Keeton et al., supra note 4 1. at 327. nA8(c)

EUtw RKERSHAEFTEEHRSHAR B HE (BN REFREZ 45
THE, R TR, (BB s - m%ﬂa;—é@.zlabel WE &
85T (affix) L4 A4 A L 5 X &K & (printed. written or graphic material
that is literally affixed to the container of the drug, 21 CFR § 1.3(b)) : #
# X% % B Z labeling( printed, written or graphic material that is enclosed
with the drug.... 21 CFR § 1.3(a)) = See. infra note 47.

WA REFEE S +L’3ﬁ’-‘i‘f A2 A& FRHFER T ZHERE /5:%#5
FATR - BIE-Fh QR A I RE B B
HE - ETFRA TFEF - THEAAETE TETIHT S HAALE Hif’“
Sz %% -

W+ 55 0 R Blohm v. Cardwell Mfg, Co., 380 F.2d 341 (10th Cir.1967).
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BAHFHITR

() - HAREMH FIHEYRE S FRERY > MERBUNTF
BEYES (BATHEE) (FE+TA) - EYRESHEAEILE  KEFT

pEdu ol el

xR ut s ol N

HEA

B2 R FRAARERSHEELRRANE - REPRRT > RERTARSXK
RSB RNPMERDAAENZEE - CRKHNE LA KRS L XHAXTF
Bl &Rk - HEBRDEWMDZ LHEY RS BAMSZRTRIE

ro E@mEEE R 21 US.C. § 321(g) @ (k) The term ’’label’’ means a

display of written, printed, or graphic matter upon the immediate container
of any article ; and a requirement made by or under authority of this chap-
ter that any word, statement, or other information appear on the label shall
not be considered to be complied with unless such word, statement, or other
information also appears on the outside container or wrapper, if any there
be, of the retail package of such article, or is easily legible through the
outside container or wrapper. (1) The term ’’immediate container’’ does not
include package liners. (m) The term ’’labeling’”” means all labels and other
written, printed, or graphic matter (1) upon any article or any of its contain-
ers or wrappers, or (2) accompanying such article. any article or any of its
containers or wrappers, or (2) accompanying such article.

¥ 4 #5481 F he Digitoxin # Digoxin, Indocin $£ Lincocin, Prednisone
Prednisolone » M H RMRHKE - '
WEEHBYRADZENRD - $RAETRSHEE  BEFLEIRE (%
Fafetth) c RTHE THEK ) 2E4FY > 82429 HERFF
8225211 3%k PAAR - -

=~ BRAKFEE R LS RAMBEE R/ (—) WEAM: AE - (
) BEALHA AL PUEIREE o (Z) EAS: AR AR BRE - x
o (W) A  BEM AR HBAELT - (&) REWHE: BEW - RER
BIEE > Ak s KRG EFIE o (%) MBAHE:BEBHE > BHABR
BB (&) WMBEAENH: BRah BRI EEaHRMNE
& Bhedu iR 2 Wk~ WIS REmieZ i~ IR o () BitmiehE
M ftitmiet ko i E ey REb B A - (L) AR5  HivEA
6 B S RER &~ PR AR P E AR S FGEA SR o () R
MREAEE B (mfghy ) ~ Fibdik o (+—) BASK @ HAe ~ K 2% 0EH A%
Mot (=) PEE: R EMYT - BARBA  BWER - WE W &
B il s GRAE MM A BE o AR FAR > WARRRY - 55
B TEK A BATARA R (8 ) IR B~ R A - (F2) Lt
Ao s TEW - BREMHER (AHELERERTBE) -

T FERBAAT T RFE KT  REAH G - EBRE - Pk ®
Ao AR ERAE S - A - A - IRER - RS RIGRAGETH > &E
EE R EFRARE - RAELAFZAY -

E ARG RBARBRGFG  FEES FAKE - 2F 5 REHRK
H o AR - FIRARE  HIRER R B A FR S BWERS M
B WIS ROREE st (7))~ BEWS - ERH - RER
B AWABRRIREZ A ~ AFIVIES - R AR REMELMEZH)E -
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BEYEER  BRHBNEMEXF  BEXSH #H#F4 (H) £ F
ERRAZE(ENTAE) BEERAHBME TREFTREEETERM LS
fHECEY HESUEEPZMERETIVER(BATLE) - EMK
HEFRBLUTIALABZ : OVBEMAREEEMEE QBB HEHRS
HBRES MR - BRI MEEEH P UHMAEEARBEBR(EX
TAE) cEBREMBZEY > THEEBRAEZRINEF(F+KE)
(FHE+) - K HBAXEH HASTH AN EHBRAEE HEEY
EE(BEL+HE) -

FRErHEEEcRE  PHEFSCEER L EEZR -H_EHELZ
TH > HELELLEFERIATEFERFL S B FA] (full disclosure rule) » B
GRS S EERERTFED (material facts rule) (FA+— ) - HftalE 5K #
AR (FHE+Z) ~HEBRHY (FHE+=) - FRHEFFMH (FH T
M) -~ @EEES (ERA+A) r UHAFTHEETE > FTEHAEEH @
HHIEEBEFETEE (FHR+K) -

HE Ot 8082 FEFH 971041 HAHE 1 — - MAIARBZES AR LEL
de it s MBS R AL S AL BHKE - = FHERERS
VAE S0 Z R BART 0 (E BT BMEARHZ ERRE - Z - @A RS TAZAE
b0 AR IR KBRS 0 EARE A BAAAE  BRBRERE  ERIEA
B RFRRI  BAWBRERZ LR - @ BYFEFR > REDBHT LS
(3% ¢ BPRATZEEFE ) RILETwRIREHAE -

i & +-— : Thomas A. Hayes, Drug Labeling and Promotion : Evolution and Applica-
tion of Regulatory Policy, 51 Food & Drug L.J. 57 (1996) : Peter S.
Reichertz, Legal Issues Concerning the Promotion of Pharmaceutical Prod-
ucts on the Internet to Consumer, 51 Food & Drug L.J. 355 (1996). %X
VAT B30 & MR 2 ¥ A M S S R RS -

EEFS RREZBHARTHREHF ARG Z FAGH LA TEZAEHA
W EERFHALMARELEBAAR (detail man) > BEFRLESE - FHEFH
Ttk HUBFZHSANMETZ TR WTEBRGRAE Y RZ AUEN - #HE
Fid g 0 Bz ool T AL - Bt A B B K HATRE T AN
Eo wRBEAREFREASTH B HEH R TR AT R - HE TR
FoRPISAURERUAGZAAERE -

HEHZ ST TREAFFEMFIRRALAANRLR L - ERLLMAE - FRESZ
R FRLARNAF S BLMAZRARTEATLREE AT LEF RN
ZHTEME - A hARBERT > FTTRAMBMAE > TALRKXZDH FE
Lo AT HMAR - LM AR RAREFAR > TRLEFFAR
1%+ BB B $f - Woodside, supra note 5 5 , at § 6.07 6) .
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& EITHEAR

2 Y e lg LB E

—\HEBREERE

REBRECEMEML  RBEALXELIRE HEEHKIERHR B QD
FRERZREHR OREFE  O@EMEREBECHERHEN  QHER
FEE HIP@LEBREEELEAZE O MEMBRRPRLR > TRP
EELES_EAT BREABEEACEABEAG AR BE-MEZ
AR BRHERSEEEREEEZRERR AL - HRMHAZEE > K
FAGEE=EHE  CERCEAEAETEEIL (FE+L) - HEEKEE

HE+ W

e

EA AR

E2 2% Tl i

Ber B O T EBREZSE  RMECORZARLETMTLERT AL
Jg o 4 2B Medical Economics 2 8] 77 % ¢F Physicians’ Desk References -
hEEFMBEEET T TAREHEZES A AARRERLEHABRZA
e EERGEYERSE  HEABZE LTSRN ESETEB ( fair balance rule )
o Bp 3R AV 7 @ 2 4G R F | (21 CFR. 201.1(e) B)) - FlRFH A
AREMEEEFRER AL (21 CER 201.100(d) ) - A EMFREN - THE
B g ER PDR ZAEZHERFBRRBZELE G X BRTRE - ZAIBA
WA H & E A AL %S ( Lindsay v. Ortho Pharmaceutical Corp.,
481 F.Supp. 314 (E.D.N.Y.1979) ) -

s AR DR EFEBEL AT RN EERGZ R FTITA

7k f& it ( Woodside, Drug Product Liability (1990), at § 6.07 3)) - & B
BBRFERFEFEERE  AHYH LB FEMNE ) BSOS RELTE A AL
& (FAE) -

DB ER ) ARG ARRZFHREL c FEEHRAS T LA M

1996 S 10 A B K& » £ 885 % B35 F A (investigational product infor-
mation) ~ 74 .8-8#42 (chatrooms and newsgroups) - ki (website links) ~
B 425 (international issues) AAMMEN - wE F F S EABREZIFHA
B Vi B LA ER o K Promotion of FDA-Regulated Medical
Products on the Internet, Federal Register, 1996.9.14 (Volume 61, Number
180) : from Federal Register On-line via GPO Access [wais.access.gpo.gov
] » Department of Health and Human Services. [Docket No. 96N-0309]. 48
WIRT S0 3 > ARRABITHEFRER - ARHRS AR ©itkH
Fo Bt ATSRFRA -

foAbdn K EFERERN S PEATERZAMARE (L)(TF) > §RESER
fo B TwEE- o B ERRY 0 H BRI LS BRI
FAFESR ) Bl RAFSF o



WEMHALRS 13D

REEBHEALE  EREREBEEERE -
HBEEEREHAREACHGRBENR  HEEH -

COEFERE CEREAHPHBERECBELIERE  BERHERECRHEH
ZETABEBERPALERBZERIE  HEBX 0T R#HER
BEROHTIEZAT  RERAMLECIHEARERRE (B HE) - K
(¥R BERABEYEBR NI AERRES BRHEHBEER > #Fhk
WEREEIHENTRS  UEBHTZHER (BLkE) -

OFEKHAE  BREBRFEEFEERBELS - FHR - -BEKMECR > MARRE
HERAREET  DIfHARCRREETEE  BREK(EHEEZ
) o

OEEET  CERETBEABETALS AR  HIBREMACEFTILE
BREECAT (BE-T2HK)  TENREEECHBEEFTRANKART
MMEENFHERFIFE  ABEEERNGHAEEMZTCRELEELE
EEEBRMA - MiAREEHELE  THHRANERWEIME(Z+=HK) °

WERES  EEREERAFLEFIESEIRAMNEBEECR T cBAL
FREERY BN PXBETIRAAE  EAFTREREERH IR EREE
il - WmACHGEBRBERERINEEEHRTE  EHAMEIRE (FZ
TrHfE) - ABB-THBERESET  EERDHEEMNE  FHBRELEX
SHMRERREEEAE R CAZT (B=TAKE) °

G EERE  CEREEHIPARBREC-FLAEEHEYERRSEE  BHE -
i~ FEREMAFESAMLECEE  UERARZMERBRECL
ZoHIRFREAZTHABBAZBE(Z+T/EKE) °

—~ BRIEW

O RREBEH

% HEHEEE @R RE (defects) B L > FARPBRIHE (KRG
HYAFBAET HRERAFRELUER "R BT THRREE > HE
OWHHE—HEEEFMERERES HEEEEERZAT M AR LKA HEE
BEY MERZENBERBEMUELELZEEY - DU BEEE L RRIE
o RNERREF > DAUBAMZAELZN (FE+N) TR ERYE
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(FE+A) BEHE  WRAERBUEFALZIRR > HERAXNEYEL
BEeRUEVMRERAESE  NEEEHBEZR OB BRERELIEBRBRRET
BE o 4 8 % bk (Arzneimittelgesetz, AMG) 55 /\ + M 5 & 4R fi b H {E
(G&M@@mmmg)U%ﬁﬁE&@%(En+)’%ﬂﬁﬁ.ﬁﬁﬁ
HRKEEHEZZF o

RELERAEAESHMENE  TRERBIEEER (FX+—) o #
BN BRKEIE SHRBREBHAF BAXBNARAFEMBAEZ (FA+
Z) o EmmEtEZAE o RAEEFAIKL KEHEAZMHERERZE
BR  ALPERAEEATS RRBRTSENGLEZHEE  BEEHCH
BERMEREEKERE  FTERMR(BTHEAGE -H) (F~+

AT 1985 FEHEHLFAEHELSESE 1 AR T -HFET &S FL
HEAFEXRTHRFZLLWN > BREAHG 1 (a) AL AT (b) Bzl
AR (C) BSLBBAERY - 2 - FRERFEA EEZH DA B
RAEK W ow LLERTE o

EATA D ABERBEBITEIGH A 402A X HAA g  ATAB LM RISH S8k
AL F 2 BAHRAHTEATGEARELELF TR HEN -

TR b BB B FEMSE X (Arzneimittelgesetz, AMG) B+ EA By R AR G A%
?i"f:‘f: (Gefdhrdungshaftung) » 45 A : EEMARZERNER ARG HEHZ
BT REEMERFTEY > MBRASEERNZE Y nBRARTREY
B R ERZBET > AARGARAKEAMNSEY LT 2R A
HEEAMBLATZHEZ A o LR EIHFRA © 1L IRIETRASED AL
ZAREFR > LRHEBEEARLBRMBELZAE > DRELRELEFRLNEY
MEXE R REAE S R 2 EATHBEAE0H AR T HRR KWL 2R
*x o .

EAT- FRRBTENGE ARG J02A B HB SEREEZR L MRASBETS
BEKRF - LR XA : § 402A. (Special Liability of Seller of Product for
Physical Harm to User or Consumer ) (1) One Who Sells any product in a
defective condition unreasonably dangerous to the user or consumer or to
his property is subject to liability for physical harm thereby caused to the
ultimate user or consumer, or to his property, if (a) the seller is engaged in
the business of selling such a product, and (b) it is expected to and does
reach the user or consumer without. substantial change in the condition in
which it 1s sold. (2) The rule stated in Subsection (1) applies although (a)the
seller has exercised all possible care in the preparation and sale of his prod-
uct, and (b) the user or consumer has not bought the product form or
entered into any contractual relation with the seller.

AT I BREBRASHAEES 0 FRG SR REBITALI 0 1985 F BB B D F A4S
STRARER G R FAE £ BB K FAE -
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=) c MBEXERED  FHLFEARERITRE BSHEREHER
B BRESIBE ABHBERPRREREAESNA BEESR  H4=E
RAEBLEHE > FTEHE _EEEHAREN (EA+TM) - R _EFRH KR
HERABE  #A0F o
LR R & TR A B |
DEBERHFRYIFGSREBIEES  FERRERKHEITHR
THRABTHELIMRZIBABR (FATAH)  AERARECENEE
B WEREESEN ELSHEBFEPEZER (F5+HX) - BEAEEKRF
ZER HNKEZEFETRFRESES _REI0Q2AHRAH s FE . fED
MR R LEARER R RAHRREBRETABARBRER
BHEMTEREAZERL (EX+t€) -
HEBERMERZIRE  EB Traynor 58S MERNSRERE
HZEEMARE  RETREEE (EATN) - WEBRRLEH
hoEAMAA#ERCAT BRIRZEKLCHZEFERRE  ERERE "4
K-8 AMHR o (foreign-natural test) » B ERVCHEERD » BZBHE
HEEHBEHEEN FTTERKER s ME@EMERE (FXR+hA) °
BRETEFHRE_NKBI2AHRPE TELIBEREEZTEGH
FATEZ AR IEFENR MRZIEEHE 2 EXENERR (EO) 2 "Ths%—§8H
MASIGEDFERZER RERTHRELZ 1985 F 7T A 25 agF €54
FAAR RIS F R AR
AW &S —H BB K& EH A Barker v. Lull Engineering Co., 20 Cal.3d 413,
143 Cal.Rptr. 225, 573 P.2d 443, 96 AL.R 3d 1 (1978). See. Fischer,
Power, Products Liability, Cases and Materials (1988), at 80.
355+ & : Fischer, Products Liability-The Meaning of Defect, 39 Mo.L.Rev. 339
(1974); Keeton, et. al., supra note 4 1 , at 191.
# -5+ 55 1 Corbin on Contract, Vol.1 (1963), at 1-2.
3t7c+ - : Restatement of Torts (2nd.1965), § 402A, Commentg (Defective Condition);
* The rule stated in this section applies only where the product is, at the
time it leaves the seller's hands, in a condition not contemplated by ulti-
mate consumer, which will be unreasonably dangerous to him. ”
3£55+ A @ Traynor, The Ways and Meanings of Defective Products and Strict Liabil-
ity, 32 Tenn.L.R. 363 (1965). * Defect becomes a fiction if it means noth-
ing more than a condition causing physical injury. ” ; see, Keeton, et. al.,

supra note 4 1, at 209.
3%/ ¢ Madden, Product Liability ( Second ed. 1988), at 209.
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/AR

fabg e - ARz el BRAEEBEEDZELa - REEMAEEER
M o> MEB#WBAE (FH+) o B L Vincer v. Esther Williams All-
Aluminum Swimming Pool Company (1975) (Ft+—) ERH - EEE
HammRBRNEREREE  TAFREXETEARE IERZEBERT
BMEBEEMESAHEEN EBEFRAHGER K 2@ &S o Traynor &k
HFE AR MEZ AR > BAEERAEREBAR "B ZER
(suprsise element of danger) (&Ft+=) -

ek & o TE

ABRIFERBLE TR o £ E Learned Hand &% H ? United States v.
Carrol Towing Co. (1947) (Ht+=) £h» LB ELETEHEEZH
> BRMBERCHEBRANRAREFECRERE AEZERREL - A
HTTHARGHEGR  IMUTHHAEGR : OTRSEEE JEY (possi-
bility, P) + @)#FE (loss, L) #EHBEE R/ OHEREKR PV BEME
B A (burden, B) - HUAXEE - MRS B<PLE » EZRINEFZTRASR
BwEk - EBBRETEFRE_REIIHIAEE NTEZREBEERES
FRMEE "B IEATRETGHERNARRER (FL+
M) - BERFIFHEE22HAE23HBERMTRATRIRAZTRAFR
B OBTERFRENREMAN CHERME  QOFITRTRERE N (2 EH
Mzl ORMBREERERITRTHEABREEEN ZTEYE - BH

3% 4+ 4+ : Restatement of Torts (2nd.1965), § 402A, Comment i. (Unreasonably

dangerous) : "The article sold must be dangerous to an extent beyond that
which would be contemplated by the ordinary consumer who purchases it,
with the ordinary knowledge common to the community as to its characteris-
tics. ”

34t -+ — ¢ Vincer v. Esther Williams All-Aluminum Swimming Pool Company, 69

Wis.2d 326, 230 N.W.2d 794 (1975) : see, Keeton, et al., supra note 4
1, at 191-193.

34+ : Traynor, The Ways and Meanings of Defective Products and Strict Liabil-

ity, 32 Tenn.L.Rev. 363 (1965) ; see, Keeton, et al., supra note 4 1, at
205, n.6.

ZE4 -+ = 1 United States v. Carrol Towing Co., 159 F.2d 169 (2d. Cir.1947). #ahf 5.4

% Posner, A Theory of Negligence, 1 I. of Legal stud. 29 (1972).

3£k 4+ @ See, Restatement of Torts (2nd.1965), § 291 (Unreasonableness s How

determined ; Magnitude of Risk and Utility of Conduct).
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1R h%ﬁZ%ﬁE?% O BEA < EEE > OB H M ALK
RENEEZTREE  ORAREZBEELEE  ORERESENE
ECXEEANE (EE+H) o

ERXREESIHERBERT @S RBRHAE (KEB)HFEF
fli » UBERGTEABRE (FL 1) o b gk2H Wade B Keeton K Ay
o mRERERNE (EE+t) - URAHRESH > HERILFEEFTLER
MaEEREM:: VELAH2RARRMBAZKA  OFSBBRE TS
HE > OBREERIZTTHE > ORERDIEESEEKRZNET » &5t
AREFBLERLEZARE ORGHEEEABTLHUBRIBE S
A OFREHNELATEECRSSHERCEE  ONEEHUEREMSKT
EREAZTHEND (FEL+N) o
3. @A

HKEAREBTHAELGERE SRR HRBEEATS  A2EE
AEHMARFLERE  BRRELXERELELZER - REXEMT > UE
KREBEFRMR - HERU Lo —REFLSEHEY  ABERY
RBREZHEBREREELEBRENEGCENN  ENCERAHRES S #
B ERAEIHREABTLABAZLTCEFR » HHEEE T LR -
BEALURUMER _—ERES  MUEBRHBRERANAER B SARNA
At RELE  HEHS OVRLEEEHWE  ¥ULK_EB&ESH
i< o  UBAXHHEBAMRURRFALHEESE  HEREBOUE R
ERIGZTEREKE (Ett+h) - Rz  BKERFEIHRE  HE

3L+ & © See, Restatement of Torts (2nd.1965), § 292 (factors considered in deter-
mining utility of actor’s conduct) : § 293 (factors considered in determin-
“ing magnitude of risk).

SN PSRRI o8R8 B H B ML B 3HEH > PRIRHATIE 15 #7388 reasonable 3
unreasonable A 34 Pk o L& 7 7 F T A8 % F4EE% (ring of negli-
gence), &AM 5K L | & #x - Fischer, Power, Products Liability. Cases and
Materials (1988), at 80 n.1.

3+ 4 : Wade, On the Nature of Strict Liability for Products, 44 Miss.L.J. 825
(1973), at 837-838 5 Keeton, The Meaning of Defect in Products Liability
Law-A Review of Basic Principles, 45 Mo.L.Rev. 579 (1980).

34+ Wade, supra note 7 7 , at 837-838.

i#-t+ 7 : Hodges, Product Liability, European Law and Practice (1993). at 96.
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/B REFESR

ROEDHERE TN MAREEZEM (EAH) cQRATEHEY

—’@ﬁ%ﬁﬁbﬂ%gﬁﬁﬁ MABETHBZEE (ENA+—) - O
LEHREBERYHY  SRBALXKIHLEREREXBAHE » A
SHEXHRUBBERMES T » RWHE LB Rk Y 5 RE A 5 ER £
FrRBHEFR > ERNERAREFAUREEEREABZIIEE -

ERGFAERCER FTOIRREFEREBZHAE - RREFEY BT
RAZHS > BIERFETRR > MEAEBHEETEZINAHEARK > ™
BEANBBEEATEESH HEFENREBREFDR » WK EHR
EH (B HEEEFEAE(BRE)TH MELEFRERZE - P
Bronchu v. Ortho Pharmaceutical Corp. (1981) (N + =) BWR HF 8%
28 Ortho Novum £ @ ERRAIRBRE BB KL > HEPERKFEERE
MiRE  HERFIAIHEBEERGHERERYES PHBHBRBRES
PRERERAGONR MARURBETAECREILS  MHAE
ZREBHAZIW ZEBBEITNZIRRE _-EFLH > B RREHTERE
BEZEE (FNTZ=) o

BEEE  HYRB2AE  EAHL2H - EEAUEEER - BA
DURRPTFEEYCAEHEREZZEY > BYZRBEANAAUR BT
ﬁ°%?%ﬂ%ﬁ%@%ﬁ@ﬁ%ﬁ%ﬁﬁ%@ﬂﬁﬁﬁﬁ’%Eﬁﬁ%

A+ 24 Henderson 04 2 B &M EMEH &R ARG BRERMHE » LA

BB ARANEHEETZ - RZ @ RARNNESHTHA > FEMSHEHAMMANE
FTHE RUTRRALTRELRL ) THRA-—FL 24464 € - Hender-
son, Twerski, A Proposed Revision of Section 402A of The Restatement
(Second) of Torts, 77 Cornell L.R. 1512 (1992), at 1532-1534. # % #f ik
Wade AR 2 ERANGHHTLARET  FAARFTFBARAAMNEE -
Wade, On the Nature of Strict Tort Liability for Products, 44 Miss.L.J. 825
(1973).

3 A-+— : Hodges, Product Liability, European Law and Practice (1993), at 52.
3£/A-+=: Bronchu v. Ortho Pharmaceutical Corp. (1981). &A% #|# % — Thibault v.

Sears, Roebuck & Co. (1978) Z #i » Bk H BRI AL » HEANB BKRAL
Rt mAE HARH RS HEEFEALRSRARMY - LEERE T8 S
RRARMBINH - RERBEETOHLRMEIY > MREBZARF S S
WZBRERET > BTHEH LR RB R 5 BT 2 M4 -

EANTZ ! Bronchu €9 ERMNZREFTEZERA N hBEFLET > MEFHRHE  WFARAEER

TP, R E T $dn 2 030 SR A ¥k A e d) 3 54T -
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MR- BRAEMS FEANEAEN BN FHEAM > W TER

k|

C BHEBRE (FEATM) - REBEETS - MEYWHBETHHE &K

HHNEE(NERREREERNREFTRRESE) » TBRE -
CEYHAIEHRE
REREARBERPRTAREN. - WFHE > EEPBEHS: "W
BERE,, (FNTH) - 5B TAEREE . &K% &5 % (warning pollution) -
NERERRE - BURHTEBEE SR » FTEAEESE (FNA+K) -
EXOHEDRPHAEY BRERFEBRBOAM (BENA+L) - EYR
BESTHE Bt OFBARS, QFAFEELHA » ORVHRKREHEE » #

B th
BRI

(FENAT/) - XRitRfEHREREERBAHMYE  ZEYRFA
 HBMPANTEFEARE (EN\+N) - HENBENFATE#R S RK

ERBAERA - HLHRBATERERBRASE (FA1+) -

ENT T

EANTE

FEAT

A

EAF A
A+

A OF

TLEE W2k % ¥4 "intended for use " "intended to affect” 5 4]
HEHARLFALEAODY ARFSHREFRHITFR . A—@ *HRA
"used for ", FEKE R LA LA EHELL  FITHHBEYHRALZ ER - 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. H A £ B3I HAn A LF AP » 5 1962 F RSB HLKSIELEE -
BPoR X & KA A B HRGRE o F XA B 1968 F % 83 (Medicines Act)
Bl RE 28 MPR T BinH &AM B & ST T LA HHEF » BPAR AR
SRR AEARE I o T o R ARAE P BEMZBAYERA G -
Michael v. Warner/ Chilcott, 91 N.M. 651, 579 P.2d 183 (1978) : see
Keeton et al, at 319. A

A.D. Twerski, A.S. Weistein, W. A. Donaher, H. R. Piehler, The Use and
Abuse of Warnings in Products Liability-Design Defect Litigation Comes of
Age, 61 Cornell L.R. 495 (1976), at 514-516.

Ross v. Jacobs, 684 P.2d 1211 (Okl.App.1984) . see Madden, supra note
69, vol. 1, at 445.

Keeton et al., supra note 4 1 , at 317.
B 2R ER B SRLRH Y RARRTZTRA - LAY
AR REE > B RBERI T RAAAESER > LR EBB MR - HIEEH Y
# - BHpEmspRRteaRAdan o PSR BHE BRFARER
#OMTRALTRRRZEL  REBWZ AT  FREAZRAR - SULHRE
BEEG W IHARTREZ L FREZHA -

Rheingold, Products Liability- the Ethical Drug Manufacturer's Liability.
18 Rutgers L.Rev. 947 (1964), at 982-997.
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YRz B E M LA Ross v. Jacobs(1984) £ (FEA+—) B » HEEH
BIORPARARBERLERER . ORUAAFFAKEAERRHEYRHA
B FIREECBEN . ORBoWENBEAREEI EEEERE N AR
CEE NMBETAERBEREKBRIMESHER  NEBT#E#E c OB&ECH
HARMREEEIZEEE FHENBM(BLEFERERE) -

&4 5 eA JR Al

HEERPEAL  HBEEHEEEGA TR - EVREAFES ZKRA -
(1) 4> 8 & B B (full disclosure rule) @ (2) &8 B ZE & )7 Bl (material facts rule) o
MERBREEMABREREERRELRACFE - REAZERPFAREE
EHERPAZ - —MTS ' EERCARERAURERRESE BEREEUE
I SRR BREERERREA > EXEA T BERA (FA+Z) o
1. ABERI

BALHFAR-—REBRZABEEY > RieAYSEREERER
ER2CRE  WERFAS TIEA  ORERX (form) PEEHARE TE
BEW: & THES T & # M # 18 E (reasonable prudent man) FiiFE «- QKA R
(content) ¥4 & fE 0] £5 -5 {# i 3& (average user) FTHEf#F c Q)MRIAR S HER L
& % (legally sufficient) » HIRAIEHAEBE SR KB FHFERAEMER L
R HEBEEZEE (degree of intensity) HEEHHEH M A E LS ER T REfE
freERE (FATZE) - EAHEYRBECHENE » B LERAEERBEM
(FEh-+m) o

HEVEAXFHATNRE FRE ST EBH (idioSyncrasy) FiE - F

3+ — 1 Ross v. Jacobs, 684 P.2d 1211 (Okl.App.1984). Madden, supra note 69,
vol.1, at 445.

3EA-+=: Peter S. Reichertz, Legal Issues Concerning the Promotion of Pharmaceuti-
cal Products on the Internet to Consumer, 51 Food & Drug Law J. 355
(1996) ;: Thomas A. Hayes, Drug Labeling and Promotion : Evolution and
Application of Regulatory Policy, 51 Food & Drug Law J. 57 (1996). %&&
0 FAREABATHERTERIE-REY RS AR SitZsaR =+
B9 B 289 LF o

A+ Z ¢ Madden, supra note 69, Vol. 1, at 445.

i+ ¢ Bristol-Myers Co. v.Gonzales, 548 S.W.2d 416(Tes.Civ.App.1977),reversed
on other grounds, 561 S.W.2d 801 (1978). Madden, supra note 69, Vol. 2,
at 378-379.
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XEPHEZ  BLUHEHBENZ -
2 BEBRRFER

EEMABERPFBIELES . "HWESEEH , (sufficient for a
specific requirement) (FHE A+ 7 ) - RPABZTTHAREERTEEBRAE - 7
BN B H BB 3K (effective) » HEEAR B £ H EE K (selective) ( F AT
AN) - HEBBREBEMES » AUEFHLOHLETZREAXEREEN - K
& Wl A B39 K 3 E R 98 (overpromotion) + BI F] G #5 5K 3R BE 15 4
(warning pollution) (FA++) o

{1 HEEE ¥ (material facts) » I EEHAE I BHREXELZ
B H B 51 (substantial evidence) X F#H » MAREY L SERRHE > §
0] HE #; 52 F B 1E 7 8 2 (misbranded) (FEA+/\) - B HEIKE R HE AR EE
& £ B % (significant) ~ H A (material) 2 f& B o %% 58 84 86 £ & (obvious
hazard) ~ RH 3 ## Bf (distinctly remote) 8¢ A~ #8 ¥ (insignificant) Z & & » T
o5 FEE 5 BH & ] o

It 40 7 O BR 8 Z2 28 5 # MacDonald v. Ortho Pharmaceutical Corpora-
tion (1985) (FEA+A) PEEEBMHESFRAORBRE > IFHL=
Eo FAHEKSBRORNTR FEREEHERPBRERRE » Rk
PR HEBBEEL L RBAERE (F—00) o« k4 REHRANE T
RS EYREERTERALE  DTERZEE (F—-0—) o

3+ % © Michael v. Warner/Chilcott, 91 N.M. 651, 579 P.2d 183 (1978); Keeton et.

al., supra note 41, at 319.

3+ 55 ¢ Twerski, Weinstein, Donaher, Piehler, The Use and Abuse of Warning in
Products Liability-Design Defect Litigation Comes of Age. 61 Cornell
L.Rev. 495 (1976), at 514-16.

A de4e#d Incollingo v. Ewing, 444 Pa. 263. 282 A.2d. 206 (1971) £ F » #4p
Wi FHFARHBEAAEY RS BALBYZ AUMRELTLERLE B
FAMKACTHE - REZERAIPSEREFZ LA L EHMR - 5B LA
MG, Fh BSR4 -

A+ See, FDC Act § 201(n) 39 Fed. Reg. 33229 (September 16. 1974).

A+ McDonald v. Ortho Pharmaceutical Corporation, 394 Mass. 131. 475 N. E.
2d 65, cert. denied, 474 U.S. 920, 106 S.Ct. 250, 88 L. E .Ed. 2d 258
(1985). see keeton, et al.. supra, at 342, QIR EELTHELH > 2 BE
HHE o KEMER M~ AR FTERE > HEHRA T X ESUNFHERL - T AEZ
—EOREBRET MRS EFTRIARRNES -
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B FPRARE TR

B EREEFHR S —FIE » B A (allergy) 845 R 8 E (idiosyn-
crasy) 2B - W _FHELH > HEHERATH - HUZHF » 21+ (poison-
ing) ~ & B8R K FE (hypersensitivity reaction) * HBEY I R R EEE - TH
BE LEAREFHBIMHMAEE  £RRYE (FE—-02)

(1) 2 # (poisoning) : #8284 1 fi F B E B & (overdose) Z B » WiIEE R A
EEBFRBR-EX  NEEEMABRAR MR OFEEE -

(2) & F¥ U X FE (hypersensitivity reactions) : P ABIEANBEEERELZ
BE BEAAGHEEAGHEREZ - WM ER - ERER > MHEA
B8 22 47 {E A 432 Ik 28 (receptror) BURE KIBIR A - AN F EE TS MG M
warfarin RIER EEMAB BRI ETRRE > MAARINTEE - FHEEA
75 A BE B MR A 0 B I € propranolol R EA R BN ARRCHR » TXEHIE
BEARFRATEE -

(3);@ 8 )X FE (allergic reactions) : I ABUEY B A RYEMEERE L
W RRKE AR EZSE  TEARE-—REVER  BARBELEHRE
B R AL (sensitization) Z BEMEELENE - SXVEERAR  WELEREE
FTRAZHBREMKE - REFMATEEHBXELR » SEBEREBEY

#E—-00:

E—-O

BBMRABLNRTAS  REBFAARE  LAELEW T “oRBRES
ERBIABS > BTHRAEALIMER  FIFLELTTHER” - “RRECIHE
1€ R B THEE L Z s 4 (blood clotting) 7 ° 3%BLA LKA ARAT 247 A A B 6
ERANEZERASBYERLHELE S I - Z I MATEHEHFH 0P
W B THRELEFT ot AMERKALERTHRET - REELLTA
o 8O PE (stroke) ” XFHR c REZRAFUZANERE T oot
ML 4B o B dok PHETH » BPREEASE - ZUAEERALTR TR
EHHEFLHABLE -

PR AR AR LSCLHESBARER HRAAL BB R TAERMEL

( preemptive ) MK - AEAFFTRAB LY EE A HHmARA O REEF 3
MK WEEITRAFESERARLEF - AP E R TPR ) X FHiL
i InTREAHARHALY -

See, Goodman, Gilman, The Pharmacological Basis of Therapeutics (5th
ed. 1975) ; Woodside, Drug Product Liability (1990), at § 3.02.
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FEFARBEREEZRA MEBBKENBEELRE - BB RKEZ TER
I BEEFRUTERBEREFE ERTHEEH  TUERE - HAKKEZ
HHTHBBEZEEYBEAEEENABNKERREEH REHEE (scratcch
test) * MR FEL - AEIBEESNSHRENARSRERY - THHF TR
AR R E -

(4) % R #8 & K FE (idiosyncratic reactions) @ W ERP ABBEER > RHEEY L
BEASELFEFTEERELY  SHAHYRLHERERA S LREHEK
EETAHECHES  HEBHRTEBREZE LERHERZRTRR
(isoniazid) B » EJRER R ER A Z PRI B Z 8& {k (acetylation) {3 X F&
B BHABMYAERHRESREZHEH B SEEK  NREFEERMEE
MZBABARENBANBRRCELE  HHEREZBREETITEA -

HLEAa BEEABAREAXYERENRBIERERE  HkH
B FagEER - MisEBEBEARERIEEE  EBHEERIH
ANEEABREFAARE -PREGRAEEH  AEYTIRREZHEREN
AHEBHNETR HEENENMEETACRKRIL UEXERETRHRE
R § 402AEIREETE) MHEEERY  WHEZSSHRBRRAEREYEH
(MEFEREE ) 2 8B (common allergies) B » EEMEE » iERE
BEERB I Rz B EKITERBERFTEHES B A (substantial
number of the population) 8 * ABFBHE A FHARN S EHEFBEHBEEMR
BEHEANERELE  WHEECHANESEABRHETBAE  LAR
Bz - SHEEWERRE  BSHBERZRNVAREHRENAL SRR .
FHRERREE NMEKEATHITESEZ2ER  EXTAREKIGHRE
fz o
HkBE Prosser KALUB R UREBBERE  ERFAREH KB

M KUS MK EETSENGHARBERAFRER  MABLHIEEA

TEEL BRENARIABENTREN HEZETART KPAOR

B H 7 (substantial portion of the population) f /@ & & & 8 1§ o i - 8l It 7 Al

MEEEZ #EMS2  NBAHBLEEBIEEE  HEEAHTHBREAIE

3 - O = : William L. Prosser. The Assault Upon the Citadel, 69 Yale L.J. 1099
(1960), at 1144-1145.
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BEBILKRAREEN W EMRAREERBEEENT (F—0=) o
ERAOBELRKEIMAE  EALERAFRSERBE ST EHH
EARTARZERE (F-0M) - HUSSHENRHSHEAERE T
o MERARE  FEEARRVBSRBERE A ERY (F—0H) -
At FEE FROBHBFHEFESHEAREZ—RBE2FEREZ (F—0A) -
MEBME  RAPBECRENBURNEEHCRETERNESE - RS
HABAMAETXEEREREZVE  MEBEDARH (F—-0+k) o

{h ~ 35 S be 2 Y Bl ZE 45

HEREERERRARRE  U-—REX - ARBELEREYCER B
AR REY 25 HHAVAERTLOERL - 3650 B & E 505809
Z e .

—~ A%
L HEARE

E-OW : A £# R FA4 B % ¥ (significant number) - TT#918£42 (identifiable class)
7T #%%] # B (appreciable number) - T AE4& A & F H # B (substantial number
of possible user) o Fimi# &k -~ A% ~ FAERBHAEFEIILAE D - Madden,
supra note 6 9 , Vol.2, at 367-368.

E—O4 : # Basko v. Sterling Drug, Inc., 416 F.2d 417 (2d Cir.1969) £ ¥ » 3|3 8p
#% : "The Manufacturer is obligated to warn in cases where the drug may
affect only a small number of idiosyncratic or hypersensitive users, and the
obligation to warn attaches regardless of whether the number of persons
affected can fairly be said to be "appreciable."

31— Q5% 1 # Davis v. Wyeth Laboratories, Inc.,399 F.2d 121(9th Cir.1968) &% » L #|
FABRRZ TR N /AR % €4+ "When in Particular case, the risk qual-
itatively(e.g., death or major disability) as well as quantitatively, on balance
with the end sought to achieved, is such as to call for a true choice judg-
ment, special warning must be given." 3 McEwen v. Ortho Pharmaceutical

- Corp.,270 Or. 375, 528 P.2d. 522 (1974) % ¥ 73 Rheingold K25 - 37 :
"the size of class of endangered persons is one -albeit only one-of the
factors to be considered in deciding whether the manufacturer’s warnings
were, in fact, reasonable.”

3£—O-+ : Madden, supra note 6 9 , Vol.2, at 368.




EEa c ODRBZXF B EFAE  BEHREE (F-0/N) @
HFEBYMBEBENESE (E—0A) o
2. BBEAN
OB ERFTHHEVRER  REIAMERZRKREE (F——0) o
QRPHAEHCERIE  MHBRFEES  BAEKLPEREBENYE -
BU-MARERBERMES® (F————) o
ERETL:
WA B EREHE S ENSEABMRE > MR SR EREE
FEHESRE  ARPBRENEHEE  AIEE%EE (F——2) - REYH
REBHEBENBEM  REBEEED > FTBRETE -

“~=H
BRTHEYRPIEHUEE  UREEE ORHEZRE . CEER
B QO EBARRYE > g
CRAPEZHRAHE
BR TR A EZRBHRTE HASEENLN TR - LEHREH >
M EREREEAE "FH & E EHA L (adequate information for its use)
(F——Z)  RBAEXHHBEE "FHZBEHT (adequate direc-

HE-ON HAEZBEHAER  AFLRMAREE > PBAATR - RZ HRBAE N
B BE EdAE  BPBHRNIEBE « FHTARINGA®FINKH B AGREHE (o
FE T ERAAL)  FEBAAR « F4ei2 1 4 2 MacDonald v. Ortho
Pharmaceutical Corporation (1985) £ » BPA L FAEM : T E 2400 - HE
ERHEENRS;AETHA > THAHAALE -

E-O  BEEZRF S HAE - ‘

3+——O : See, infranote 1 17 . Yarrow v. Sterling Drug, Inc.. 263 F. Supp. 159
(D.5.D.1967), affirmed 408 F.2d. 978 (8th Cir.1969) | infra note 1 4 6 .
Bronchu v. Ortho Pharmaceutical Corp., 642.F.2d 652 (1st Cir.1981).

Hoe— e BEER A

- Pl ARG REFET B BEANAEMNREEFFEN (o RERERE
)  ASHAHEAAEERE - AAXEL 2 22 MacDonald v. Ortho Phar-
maceutical Corporation (1985) % 3£ 1 2 7 Z Reys v. Wyeth Laboratories,
498 F.2d 1264 (5th Cir.1974).

E—-—2=: 21 CFR § 201.100(c).

- AR FARMIATRRETATA LT LA ER - 21 CFR § 201.128.
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tions for use) (F——M) - EREEYEYE > MEXRHHESEER 2R
B (F——H) o
1 EEGMARRRUMZES

R A EBEECRABRERBN - PRAEFRBEREME "R

#2chf A BEHI L ( learned intermediary rule ) - HEHHIEREY <~ #
AEABBBEARTAKEL SR T - - HANHP B ERYER AR
B » BUMEEYREERBFTACHEFHEMAR (F——K) - £4
HESEMEEERMBMARHENT » FHBHRFAFNIEHESH
B (F—t)  FRABEETEBMAFEBEN > B - OBAZE#®
REFE  QERZ2ZE  ONGEVWERLFL  ORATERZEERCE
B OUEEYHEFRRTRENESZSBERNRMEBZFEHEERE (F—
—N) - BRAKEENBURAIBERBERB TG BRLGHE

FE-—4

E-—R
E-—k
SE—— N\
E—-—

Db o HARGE AL B 0 RX TEARLFFAEIITZE  $4% - 21 CFR §

201.314.

: F7¥R learned intermediary ° fRF#E £ " learned profession” 1% & W48 265

R BEFRAPIBAE  ARLEE0E - RAEHEH - "intermediary" 2 £ 7 5
A PR - ABFAL"SETHAR" ) TERBHREABAEEY RS
HATHERBRELN > BHEF oo RE AR LI o ok BB RS
.2 B 4595 B apothecary( H X M6 « HMHF ) » ZILAF AN AL B ®
YURRERR - R ZIBEAMINFEAINS B AZFBREAR2ZE
o BRZALBHEEHANR - BBEFAENSHRAAZRN  WibHA o BHH
AP LBEFRZAEH - A—F 0 BHETAONEHRIUT  RERARBEKL
Z R ¥ W - % Prosser, Wade, Scharwtz, Torts, Cases and Materials (8th
ed. 1988), at 758 ;5 Dyer, Doctors, Patients and the Law (1992), at 178.

: X & £#] Sterling Drug Inc. v. Cornish, 370 F.2d 82 (8th Cir.1966). 3% £ &

% B &M% A Chloroquine Phosphate IR# 7K » & BGRLMBA Y  HEAF 2
P FRAERELR-HBHLLR  cwR Y EH AR EE TRRRZTH
B REAMA Mo R AZ BEF  IMAZTREBRTHRER - N BHRaEH
BorAEHEE » @l £t ARAHALYBX > LARTHRAFEA
HHBRERARMBZF - 5 4% P40 Yarrow v. Sterling Drug, Inc., 263 F.
Supp. 159 (D.S.D.1967), affirmed 408 F.2d. 978 (8th Cir.1969) » 3% £ %3
AT ABRAXFHES  HBEBRAERFARN AT AERAUF X -

: Martin, Hazards of Medication, (2nd ed. 1981), at 107.
CIREBMT A BT RAVRGAERS  BHTSEZ 2 EWEF c VEAKRETH

BMZBBOMERBEFZBEETBEZLARENOEAEYHRITHFMELBTW
AHEHEEHN T AERMAZEREMARGZELCER SRARTE ipam
& AR RHA RBINEYEORFEA TR Yy AXBALBEERZ



HEMHP AR 149

HERE (F— M) - HPHERBABRLEHARE (F—Z-0) °

BRAEMEECARBEHEETIRARNTIEAAEL  KEEHE
PORBEFEREE (F———) - ERPOBRBREERSTRBEHR
—WREFERR  HEALBW2HEREFIfSERBETEE ERIZ &
FTHAHETRARRA BN EEENHBEEERE - POREER
ZE & ] MacDonald v. Ortho Pharmaceutical Corporation (1985) ( & — —
)b EREREEE RN RAHBRE MR DEPORBRE
CHERAERRREELPHRE  ERBWHRHEGEAR S REYHAEARENR
BEXENZH (F—ZZ) NS EVTHRETERWEERIT LEM4ES
B ARURER - SREEEER  BHEHBKEZHE ( mass immu-
nization ) o FTHETEEH A » L E L T IEZE 4R (assembly line) » AT KE
MEEMEZESEEEERY FHAEBEE (F——0) - —KEFE
ZH £h B B B R A 3L 35 T S K fF 8 A {b B8 5% P B (individualized medical
judgment) r WEFHEEFTHARFRACHEA  HEEHBREHE K EREH
> HEFENETRERARONRRZERBEBEERH (E—Z51) -

LIDERRNERZIGENR
MERSMIOERESR DAREEWME  EREREFKRAR

THROHEFBATRERT T LEOHERE - MEEATRAGZE - US.
Department of Health, Education and Welfare : The Drug Prescribers,
Washington D.C. Task Force on Prescription Drugs (1968) : Martin, supra
note 1 18, at 107.

O e B R #ApE 7 (prescription filling) A% (compounding) 8 > #f9/ A4
RBEWREBEHA - A XEBGRFE REIEMBAE HATR2ZE A
©1 )5 B8 5 B e AR AR T TR -

3£—=.— ! Keeton, et al.. supra note 4 1 , at 350-352.

33— == : MacDonald v. Ortho Pharmaceutical Corporation (1985) ( McDonald v.
Ortho Pharmaceutical Corporation, 394 Mass. 131, 475 N.E.2d 65, cert.
denied, 4744 U.S. 920, 106 S.ct. 250, 88 L.E.Ed.2d 258(1985). see keeton.
et al., supra note 4 1, at 342. F AKX FTEEKBA;S -

F——=: Id. at 347-348.

3—=19 : Reys v. Wyeth Laboratories, 498 F.2d 1264 (5th Cir.1974). $# A XA T @
Bz HAH LTS -

3 -— =& : Richard A. Memill, Compensation for Prescription Drug Injuries, 59
Virginia L. Rev. 1 (1973), at 91.
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S H BRI R

R FH > URALTECRER H-REFEFEAE  PHERK
MEERAERGHRAERT  PETEARAREERPNEREEE P
MABFRZ®EAE  EMEZEN o fl27 Brooks v. Medtronic Inc. (1984)
(FE—=R) £ EERIBOESH I HERBELATHRYNZ OEHA
BE . FH2HEECEMARNEERWAR - THRFEMER > BIRIIEELE
HWoo B R HBE » B34+ R0 E 8 4 M B 8 (ventricular fibrillation)
B -BREBERGHRE  OHRBAFRERETEY o R& 750 E UK
K BMENEEN A ESEE  c RAHP LB EEEN > RARERT
B RMEAFMS  MEMERE - BURRESAISH r HBHIESTTF
i » WAL EEEFRE > THEAF_EFHI - BIAE > ®|EF
MEHE - REERMAEBRER 1983 E3 H22 HIZREHFND » FREEE
HATIHEBEHSABEEERBERES : OLRAEBRIBERIETE
QBEBRBEALURARR D XKRE > EHEEBREZRRUECEHER RESH
fR%&, WRRE LG OHPEEEORRE  BBEHIBHEHEET
HOBREERAESRPEEEMERRE AR | OREERABH
St AN HAFNEEHREREEES X ZHELE - AR
EZBR AR -FHZERERBIBRELEE  BEHNEERUELLCRES
mE AIRERBMEEEH BRI RBEABRKEL RENZRRES
BRAEHRACHPERL 2B LK - FEELFoBHD » #H —ghn
EEERARAFEERACHSE  OLRABRSHE S ERE > HEAE
HEERZEEMER  SETEAEEPAASREN - QGEBALEARE
REMBGET  REFEMARERGHEBFAEZES - H&EIEREY
Reyes v. Wyeth Laboratories (1974) = 8B &stE > TR EEERD
WABEERPFCEOALUZFHERE - LHRERSOTHEEFMHABFAZ
FEEORAERELER  FREEFARNBMRE  HEHS : QL8R
BacHR HERARBERGEE  MEASESMEEZAE B AL
ERAGHER  BESREBHER B c TEHBESEEED » LEE
B AR ERIGR > MEBEARTR - QFEERMUEERFIAELEHE
HEM T HAEETHARBRA BHARINZENERRE - £F

W

E—7% @ Brooks v. Medtronic Inc., 750 F.2d 1227 (1984).
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A EAEMELRANE—RAMRIHMNEERAEE N BESE - HH
BEEBNMERPHERM cHEEZENTEEYERILERMBARNE - SHH
WARMZHEN AZEELEREAATARE - HIBRESEE 7HE
Y BIMEEEAE > UEREEMFBEARPMESE - YRS
FUEmMEMBEERYE  IBMLAAREREREIELEIRNHBAEER
BEBzEE FAENURBEABREEERERSET  UHFFESHRE
FIR - WARRRIMEDFHNE  WEATHREEF EERUAXEARE
FEOHIBNEHEBER  RARBEPREEEZEGE  HHEHEI
FERFH] o
A EEEMZHBAER

EHEEERHRANEHE  HTURAMEESZERRBHRILFR
Rig > ol En - AEHGERYES  WEEKBME SILERAEY - RHE
BTG R T R AE R4 (assembly line) @ BHIHEZEEE IS ETREALD
WE o HRLUBWSEYRPWEXZTRAR AR A FQEHEEER
Bl EHEBEE KRz DHEEFEEAAREERBEMERE 7R
FIEEBAREHE  MEEHETE AN - WEHREERHARE - LA
KBl % & o

Reys v. Wyeth Laboratories(1974) &% (F——€t) » AAKEHEZH
BEREZH BXHHAEKSEMEORYE /) R RKESE S (Sabin
vaccineg) (&XE—Z/\) - Z B RF  KREFEB/NEME - BHALEEZ
MERRERD  MAETFEERTREERTEAREREEMLE - KX
ARG EBRSEEAESG MELGRTATCHARETEHEY (-
“h) cHEHAGHEHRER  ERBZSBHE ST & H &R (unreason-
ably dangerous perse) & 1T #§ £ & # f& B& (unreasonably dangerous as

3¥—=-+4 : Reys v. Wyeth Laboratories, 498 F.2d 1264 (5th Cir.1974).

H—AN I KERMEIVEAEY » W Gottsdanker €4 Y B RRAELEY -

E—70 0 REFIEM AL H & Gravis v. Parke-Davis & Co., Tex.Civ.App.502 S.W.2d
863- (1973) BAEAHIT AR EAFROR S LM ¢ Q8 Y g ¥k
HA QOB SEERMALFTAEAR OHEZLRE ORBRAEBTZRIER
B - 1 Reyes £FARHAALRAQEAFK S AOQAMBHRBITEEL
BRAEEHR - LARBETRELBEEL > HEBANAOREG) « AXPTIRHFHL 2
e ARITS - Id. at 1272,
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marketed) - ZFE F AR EHNSEERTE  RUHAEHERE 2 U
BRIHEAGHE R (F—=0) o

5 5 1788 7 & B fe B& (unreasonably dangerous as marketed) + R %5 =

%Zﬁ ERIBETEFRERE RS 402AZRBEKRE » B TH#
REBALMURLZAREEMEERPESE  IFABASHEAEBIERE
(F—=—) - FHEPNEERETHRLEHERE B/ EY » HikHE
AREARBCE HNEEXNEERBREFE  READEMNBERE
REERAEMT « ZREAFAKMEFEREERHBLE BT EHAEM
FOEABRRERERHAZ —KRAE (HF—==) - hREYHEEE
8 o B A B B R A S B T S 3 /R 1B A (L B8 5% I (individualized medical
judgment) > MAHEFMARFHNZHE@E (E—==) « A LHT —
Davis v. Wyeth Laboratories (1968) E & XA E r TRAHEBHE F &R
Mg - IRARUBEGHBERAERENRA  REZRAETRER
FMROMRRCBERBBREERY - ISHERHUEIRES — Davis £ H
REEEM  ODavis EABHBEAFEHE  MAENFRBRAKBER

=N

@ Davis RIGEEREM  MAEEEL | Q#E P Davis R0 £

Ba2i MARKEAOR B ONEHHEETKRESHR - HHER
BoMERMAAEBETRMA (FE—=M) - BUREEE SRR

#—-Z0

E—=—

E—— L0

IE—== :

F—Iw

DAEREAFIREA S TR &AL 0 1952 F 4 57,879 AT LR RS £ 21,269

ABRERERE  HE 1970 F TR EABEZE 33 A ° WEARGHBEARN X
ZER R ROHERZIGERERARAE  FBATTREALAKRE S - &
HLEE T 3% A M 3R T B 0 3L MERTE o Id. at 1273.

: Id. at 1274.

Restatement of Torts (2nd.1965), § 388.
1 M £ #] » 40 Basko v. Sterling Drug, Inc., 416 F.2d. 417 (2nd Cir.1969),
at 426 ; Schenebeck v. Sterling Drug, Inc., 423 F.2d 919 (8th Cir.1970),
at 922 ; Davis v. Wyeth Laboratories, 399 F.2d 121 (9th Cir.1968), at
130 : Sterling Drug, Inc. v. Cornish,370 F.2d 82 (8th Cir.1966), at 85. #4a
M X R > 4o Merrill, supra note 125, at 91.

CHEREHEOQE G LA EBREABRE A GRS LB HRARGFIEL

HakemZ A B LEAMLERAE > WREFBTE - 2HOWHELE Y » %%
MRy kB E¥ 0 /%Mz.%uit’é#hz. REERAER N - RARAE GRS
A ABHE SN AR RGO EF X B REERHEEY > S B RE AR
#EE - Id. at 1277.
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RPRHERCER  IRKRAE  AEETHZITISHERBERMRE - K
KW EHERETEFEABREREZ AR © OFRE B H E & (assumption
of risk) @)% #iE KB E R R K M (abreaction) 3¢ & % 8 & (unusual aller-
gic reaction) (F—=f) iR - &I HEAFZBREENERIEEZR N
BT BEEHERABTRL (F—Z=ZX) - BE EREFEVRER
BEFRAGER  FTERKFERTEMEAE URHEESSEZHAEEFR H
AREXEEREMR/ PEBERVENR  HEEFEAFTE FEXEHE
IR E BB M w B ® B (reversion of virulence) MFFEEE S A1 4
ARENEREM/  RBREZH - RUERZBFETHLUBREE X E
ZE (F—=+t)  HE S 4NRAHBHECSHEEREH -
AEBBRIHEOEECAXBRTL - NAHBERFATHEG -
EfRH T EAEREBEEAR R OB AEERE  FEELRT
REEEBEEELARE  Q2EEHEEEB R HRKTK2E (epidemiolo-
gis) LREEHBERBITLE  WAARNKBAEERSE - 2EHOER
BARHEAR BREVERHLHEME 2B SEUBRCHEAY
WHEEEAMHREE (F—=N\) | BERIARHRRRPBUOKREESET

HoZA REER ) ARHHBAANHBHRZEYARRR  CHAMES - RATHES]
A TEUE ) RF 0 A TRE KM, (abreaction) & T4¥FRE A, AF -

E—ZN RS IIR S PR L B BN A R R X A MBS REA S A
FARBAR - IFTEHERFHEK  RARLE S - 5 AW FREHF 4 Borel v.
Fiberboard Paper Products Corp.,493 F.2d 1076, cert. denied, 419 U.S.
869, 95 S.Ct. 127, 42 L.Ed.2d 107 (1974). {28 4 & BRI AR T &Ik - %K
SR VARR & A A L B 4& o Keeton, et al., supra note 4 1, at 562.

oD ERBRS B R H R A EH Cudmore v. Richardson-Merrel, Inc.,
Tex.Civ.App., 398 S.W.2d 640, at 644 (1966) ¥ » #A LT HE LB T E4%
HHVATHRUE LTLARAFHE -

I N IR EIEYAA 1955 £ & Jonas Salk BB BRAETHAEYR  AELE
RIABABKERLL  LTHARARANTEEERTRAGZ AR Y - L
B LBAE TR (I RAREREAZANnE)  BRABEMGEEAL R
R REVAETREGCLEAFBENE MR LB RZA AL - BRI ZAKRT
REMET) B RERFHAL MTHRKIFEFT - MM £4 5 Gotrsdanker v.
Cutter Laboratories, Cal. App., 182 Cal.App.2d 602, 6 Cal.Rptr.320 (1960).
AEZIVEEANE G Albert Sabin # 1950 S K88 > B4 L HREEE R
$2 4 (attenuated) R AMAk - ALY ARG BA TS EZH (viru-
lence) #i& » AAMEANHHFRART - —FRABFM WS HELALMGMGE
ELSALBREA -
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BRHHE EHERELREE - B QEBE » %5l Davis £ # R %
BEARCE (FEE > B BB (HERES)HERABNERAR
fi P HEABRHGEFHES -FAHBEHEEBNSERTRBEZ A
o BEEMERMBEEERE FHESEBERE (FE—=) - &EF
B HBADRE ARBORNE  FAXHEYRERNESRR - #EE
MMM TE > AT LUHEE > HEXARETHRNEEERKANA
EHREEEREE ER LAEm FRBETURARRRESEY > 4
ERBLEHBEATEEE  HERAAFREAR_EFE -  OAHBZEE
BRBEmMATHEZRE OUBEEERABEFEBAALIE -
4 OfRE 2 ZHAHR
ORBEESTHERNUE - ST/ BETHE - REFEANE - KETE
AR HHERESFAEZSHESEAE (F—MO) - BEEH U
Bronchu v. Ortho Pharmaceutical Corp. (1981) (ZH—M— ) BORMBFZZE
BB HREECRYERAEETHARR  MERSEMREE
Ao O RBEZE R HEBEHEFEA BRI Z EPH S MacDonald v.
Ortho Pharmaceutical Corporation (1985) (H—WM =) - FHZEF R EH
1973 £ 9 A ( BEF 26 5% ) &K R B AP R 75 R A & B B E O ik Bt 22
ZE Ortho-Novum * HEFBBE — KR LEFNER TELEZHEFGNE -
EM IR RIKBBERRE  HAFZTENT : "ORBEERIEH
BIZIEEY) > Ao ELEBER oL T2AAMEHAL @ "BEECA

E— = A ¢ "When ...the risk qualitatively( e.g., death or major disability)as well as
quantitatively , on balance with the end sought to be achieved, is achieved,
is such as to call for a true choice judgment, medical or personal, the warn-
ing must be given", Davis v. Wyeth Laboratories, Inc., 399 F.2d. 121 (9th
Cir.1968), at 129-130.

H-WO  AEBHRSEDRAK S ZEHERHRBEAMGR—REFTETR > TRAIH
SHANE-BAERE ) ROUOMIATER T  REFHZ A8 22
B2 FEBTARBRTRRBETN - INYEHHRIHE > RTIREFLT
R HEHE (AA) FRIIN THREIFEFRARRAUAA Loy 5 —Hl4 - 21
C.F.R. § 310.501.

3—w— ! Bronchu v. Ortho Pharmaceutical Corp., 642.F.2d 652 (1st Cir.1981).

3:—wg = : McDonald v. Ortho Pharmaceutical Corporation, 394 Mass. 131, 475 N. E.
2d 65, cert. denied, 4744 U.S. 920, 106 S.ct. 250, 88 L.E.Ed.2d 258 (1985)
. see keeton, et al., supra, at 342.
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Bl 1€ A 5 0] B8 B(3E < [ /2 (blood clotting) 4 ° BRI KBHRATEFE
BEMANSNEERARMEYEERERUEZ M - ZIBAFEIE
EMHFAET > TEETHERNFEEORERTAERKETFTESEHEE o
HRERZEAE > & "HE . (stroke) XFHH - FEBRZEKL=
FoRAHPI76 FT A2 HRKEESHENRRF R - MBHEERESE
2+ C > I B8 E A REHE

FHECRBBRZHANBREANMORERESIE > MEMNE &
AEE A EEAZE - B mEREEFRD  BHEEHEBRBEEREH
Ke —FERAREHEEANBERBHEERE > AHLRPREE
HE A LAE tHRERIZHEEAREA/ELAHET  HEHS

B ERRSEERAERE S SRR —REHFERNSEEHIIREE
FRARREA > RAHEMREELE - AROBRBEENARTBEZE
B HEAS O -BRBRLE  FATRESHAEREHAE - #
Fo O RBRE ERPESE > AR EERER S THERE | BHa
RE®%S - ONRBEEFASFEABHET R TNE—F8BY
EHECEBME S R ABEBEBENEBMENBEYREE - BAAE T
MRAREE  FARNRMEATEHNAFACE - ORLEYEER
FDA) N EHEONRBEEANEHMER  ANBAFTRA TS E A
(F—N=) »r HEYERTAFAEHE > 78 A T o] fE T 78 3¢ 18 B Af 7
RPE  HAMEEREBEBUFHE SMAMSEE2EIE R AENS
FREHBRMEEA (F—WME) - FRER EAER » e DOR
MPEFHERESAPBEALTRE  OREEEEQNBARBZIOT
HOBMBHEECHR  OBMERANBR SR RIEHATR
THMESEERE RURNEEREANBHRAEN  TEARABEER
B RAEUBEE A > SHREFIFEZHE - EERTHEY » ETFA
WARABHBMEFMAZEA -

HR  FRARBEYREZEERET D > AU SERVNSCH
EHEESR  HESEEER/KREET  LEE% ( preemptive ) ZTHE o

bl

#—-w=: 21 CFR. § 130.45(a).
7E—mWm : 35 Fed. Reg. 9002 (1970).
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REFBEREUFAERNEEANBARHEHORBRZE g - REFHNL
BEUREBMETHREHMAERAT RUBERRU "HE ) XEHLDE
o MAREERBRAEE BHEFBCEHERRYE  AROKR#
ZEERZE  ERBPREEEEZHE > TEEERANETRAESRELE
B 5 & ( The adequacy of such warning is measured not only by what is
stated, but also by the manner in which it is stated ) o BIFEZFFHEH "
B XFE JHEEFEBRIHFUEHBERE AR - MERBILCZH
BElE BOARE WOEMUREIBEBCHEE  HUEES —BRAFRR
2o
O &%
HNEXPHERDNERSRBADGHEMES > XLEE ST X RABEATEH
BEEHA > WAHEEBERRHEEL (post-duty to warn) (%E“—lﬂi’i) o i fEFE
BEEEIFAEERTBRHAGCER  RPHREARSARENEERGHERELE
f£ o i E iR Bronchu v. Ortho Pharmaceutical Corp.(1981) (& —MA< ) OB
BMEEE RHRHFEXAKOELREAABMEZRE  CRFEREN
M#Ex HEBEEFAPEARPEFLSHEHFRAZHINZNE > LESH
BEESEPREERTBNE - HEVUNEEHETRAHBERRSECED I
RMEFER > FRUEBAENBHRERAESFTRINUZER - L
AREREURERERARAE N FYRNEEREAEMREERD -
WO R AR B RS
EEBARAMHA
BREMIRB BREUBSHEHZIERFERER 2 BERAFEDHE
EMBEUEGTHEBAR (deail man) TOR ST A ABFMBEHRFEA (&
—M4E ) © [ Yarrow v. Sterling Drug, Inc.(1967) ® (FE—H/N\) » HAR

3£—w % : tdw Sterling Drug v. Yarrow, 408 F.2d 978 (8th Cir.1969) £ ¥ » H#&H &
# chloroquine # % M HRAA THRIEAANBE » ZRBEEERITGAER Y
Z RGHERA ULl s o BB ERGFESYNH > NBATR  ARRAPEHZ
¥HRAEROBGIH  BEAE -

3£—v95% ¢ Bronchu v. Ortho Pharmaceutical Corp., 642.F.2d 652 (1st Cir.1981).

3£—v -4 ¢ Madden, supra note 6 9 , Vol.2, at 353.

F—wWA : Yarrow v. Sterling Drug, Inc., 263 F.Supp. 159 (D.S.D.1967) affirmed Ster
ling Drug, Inc. v. Yarrow, 408 F.2d. 978 (8th Cir.1969).



BAAE 1958 F 1 BE 1964 510 B #fEH Aralene(chloroquine) o 3% H
1962 8 AEFHUEVEXRREBETA > CHFDABELEE » 1 1963
1 A el H B & 85 P A 2 B0 248,800 fi7 B A 14 B8 &7 15 B (dear doctor letter) 38
B ERARTBRCRERTS  NEEAEELUBRER R BB
P EASBMHEMENRR (F—NA) HNEHBESBYETRESE
L RARERENESHEMN (SPDREMLSEEM) » AL LKk GESHE
BLEAFAURMLETS ERBYNEESEBASH1957 FAES
BEMSINBEYEIMFI0AN  ELUNEASHNBEECEY SW > EaO5
BMEMSHRERERIOERY - BN EERUEEA S HR -
WERBEBL HAHBASERBHTHEBRBATE » B 50 SRy
BT o

)L & 81 20 Incollingo v. Ewing (Chloromycetin #i 4 3 3 I # % % )
DR (E—FHO) » AREBARBES > GRABYE KM T EGE R
Rl REMERNEREES  BXHEIEETE - RPYXBEMN R EE
B3 o

F ~ i i B 2 3R

HEVZHOHEN BAUBERUZ HEY  ERE AT I
B EYREERTYE RTRELRECR S LHd ERHBEE
BRIE MEMRKEEANSRE TRETHELUSER  RTFBH
CERIER I TY T T

— N BEYMECLZEREVAE
HEAFA  BEAREVERZBE L TEEBLEHEENBRLE

3£—9A ¢ "[Ulnder the circumstances of this case, when the danger of the prolonged
use of this drug, mass produced and sold in large quantities, became reason-
ably apparent, it was not unreasonable to find that the appellant should
have employed all its usual means of communication , including detail men
to warn the prescribing physicians of these dangers”. Id. at 992.

3-—H 0 : Incollingo v. Ewing, Pa.Ct.Com.Pls. (1969), motion for new trial denied,
48 Pa.D.&C.2d 668 (1969), aff’d, 444 Pa. 263, 282 A.2d 206 (1971).
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W (FH—F—) HREVEREBEBEE S EMTRE - HEY T HEH
THEMME NERETAHERER Mot EAWMIRERRTE © LE
BEFHR  REVCENBSZE B R  RERENER  AREFLED
FRESEPERF (F—H) - WAEZEWERBENZEREE - WARTH
BREEY MEFEHEAR QEBAGINR EVAEABEGRRR A
TR AMHREE E/EEAGHBEN LG ERGERIZFEEEL
RTSHBEAFSEERUE  EAREWETAERR K2 WERT
BEW A T EA R EREE > FAURRTEHEBER -

s AU ERETH AREESREVEEFAZERN > K E
NP LA BAUBKNEEAREHHACAZEYEA > AORB WS F
BREZHELE  WEENARRERZAR  AHBREXNBEERARS
o HAEEDSHEMHRNSARRPLZHHER R > KEATBALHK
EEHERL ABRPEERTRES  EEREETR  BRULTE (&
—h=) °

~ SHBIET Z SRR BB IEREA

EREBERBRACHA  NEERBEEEAABERLERA - &
BES: OVHBESEVMHERE TEEVARAEBAREE QOEERETH
HYEF > THRIBRABRZBE - OFBRBEREREENRE - FHR
RYERZEHAHER  FTHUARB(ARMEESE - RELSWLEHE) - A%
FEERE(RHBERNCREEE) BH2REE(RAEXFERLRE) B
(W~ 28 - R BEER) (F—AHm) » ARFEAMZEN - BB

L

E-A-- 0 FATHZE 18 ilﬁ] FDA #4+% 8§ &34 > 3u5 #. (George Larrick) 1964 ¥ B &
4 2 %% o See also, Testimony of George Larrick before Senate
Committee on Antitrust and Monopoly, reported 4 New Medical Material,
Oct. 1962, p.5; Rheingold, supra note 90, at 961; reported 178 J. AMA.
No. 10, Dec. 9, p.17, 1961.

B—AT AWBESAHENARARRZELES -

H—EE  HAMREA T ARURE® S - R A RRT Y LA ReE 0 T
WAL E e fTH ) BB TR RELSARG - BB FRM L
£ R AAREBRHEI G RERBLATE FARERIAKRGEIT LA RM
%2 AZME - Eol R E AL RTRABRABEART EAFBL  TRIIN
B EEREZEE -
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EHBEHEARCRAERYE  NERFERBERPRACRAEZHEL THER
gy e

SHEBEREEEIEN  A-RBEZ O BMEEETD > mARBEW
WEAEZERE FAFREHERED HEN - OPNSEREEYEHE -
BREEABZERBERT  BABUAHEBRNGSLZZERNED WA - 5l #Ff
HERBRABRREMBCEIE RBREMEFENHTBREBZLTYE (F—R
fL) e

=" %%Enﬂz iﬁéﬁiﬁmuﬂﬂﬁﬁ

BRERARAEN CL2EN  HEHEEVEMEACRRER - &S
EHP-REVEFFEEARRZEE @ HPRREBER (MHEEHEERD
RBZE B REASISHEERAEECPTHREE) - SUBRAER
Bl MERHBABREVERRARH  SHERAELE (F—01K) -

i— A9 bR E A (placebo) & 0 EAMMEBERUHEFEFAEZL D TRT S5k A
HEER c RRLBEMZELEA - | OVARBRIRZ P aE IR 8 ETHER
ZAH o EEREZ T AT RBR LR R MR KRR 2 $Y
oo QOB e R g I AL ILH R M R AE R Z B - AT H Y 0 2RIER4
HPTIREE T 46 By IR B R L R HRBA T N#ﬁikzﬁﬁ«%&%ﬁ
# -ﬁkmﬁ:ﬂﬁ"%/\ﬁﬁi‘héuiﬁfﬁéfﬁT/ﬁﬁ] ST A 0 IRIETRAT BRI
o ORHEBMRIFER c HEGE  OBHZHEYHAR Fﬁﬂéﬁiﬁﬁf;ﬁ
T%?I.Z.ﬁﬁ% s QB REE BN PPABAREE > FTAREMEZFERAKRREREE

o JEAAK PR B I s L ATE R B A LB ERE LA

ﬁ-‘r&fs"i#hﬂ# PP s 13y Lt op ddnis A £ -

AR AR AFHARE RS By > EFA AR F M ORARIC R LB - RS
BPRBASFIHEER Bruulmpy B¥p S MiaH@R8fiz e waEn
Ao 2B 1984 FEMFEHHKFHIFMMDHNEFALDE - 277453 2 2
LA -

H-hox FE LS4 RIFAL ( US Public Health Service ) Arigit= &8 @ A% %
T (RZAHREA) NRZBRENERERIVBREAHZESL - AF P OEL
@ P EEFH— R F A IHKE—HF ( unit-dose ) HE WL E e ﬁiﬁ}iiﬁf’ﬁﬁ
BEMEF - BRAR LK BHREFHF - AFEA g‘}t*nl.i. A 0 31.20; Z &
Ak R BE R AR o R WA MR G4 0 R RHA MERH BRI
HRE KB BB A O KREAHFFLLE - PR %&Fﬂé&‘?‘#’ 13% A
IR 4533 0 ST BEH LR 130 BB tLieda - bt iea P o —-#PXJ:)%
MR AT RGEIEARERMG c ARZ Rk DEAAE -
'ﬂgfa:?tt—?ﬁb 31.29 &5 13.4% 31'-‘#"ﬁv%-@-—t‘f"\%ﬁﬂ-’ff’uﬁ&ﬁ#ﬁuo#ﬁﬁéﬁfﬁ

v Bepe a2 E > (B Z 1.9% < Martin, Hazards of Medication (Second ed.
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HMmA® s BRI EAMEME (internet ) ¥ » AESUSEAREL
FORUBESEHEMEBNESERAM MEMERFARERBER
BEARZBEREREEL (F—5A1) - B HAMU "SHLBH, 85
WY WS - TRPEREE FTERBAENRA ﬁ?ﬁﬁ@2$%
(FE—F/) o

—~x
Iﬁﬁ’ﬁ%ﬂ%A%Eﬁ@§%Zﬁ§ EF o BART/NE -

TEE #ERELBEE ﬁZﬁﬁ@mf&lﬁﬂumuﬁg)’ﬁﬁﬁmﬁ
L P BB 58 o

TEE HESBBENERE  BEELEAORERE ¥$§$ % &
56 MWAFIA -

TEE BEMEAEER SBER F30BES5H 0 H425-429 o
FEE %%%E'ﬁgﬁéﬁw BB BLLIMATA  RETAFL

6H -

TR
E—F A

1981), at 93.
AREHFETRARRAREAHF I BEF RO+ R -
AARFRLFURSMON( X T2 ) B3> #1979 Fihi8 T BB LERRE
BOBRESE ) o AeF A RS T X HORBE - 330 1988 S 45T RS
TRESSERMERE - TRIREESE | > K350 1996 FHERL TBE
@ ERBE HEIREFERMEE ) A LONBARIARRAEEATR

TR, » REGOMEYEEZHERRABIGEEYR - SBABRIBR
BEHFAS OB ALTEWIMERRA Q%M 198055 A 1 a3 A
%mmz%/)#% EH AR aEHMINHIV EELEEGRFE

cHEMAEIRREHBUBBHERACEARTHNERARE - HATSE
#m@&ﬁmﬁ » TR R (AAAXTEZRAMAE)  HEMB LA &
WREER - HHETRYHE > SABRTREIIBERALETIZ L+ - HEL
BEMZREI RV BRERTLABYHB AR - WATBRATRZ—
A HEBEWITHEE AEHABALIBZEL -
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S HEEREZEANEARCERECEARABRE (L) r SKEER
¥ _tHmHEE—H-

FHER BEEFRELELEEAREHEAWE  AAERRE —THE
—Hf o

kKfgh  MRRAEA BETRETHECHLEWHE Al R/ATF -

A AEREHNERERRERMIESR  SHEHER  FHAH N
+AETA o

%E@ HEEBTHRETHETIEDEYRLBHR  SHEHmE 5=+
s NFHRERH °

R TR CHBEER  RATZE -

Ff— > BEFREER  JIediReE  RATHEE-
FEHE, BEEHMG . ET . RA+—-F-

A FrHEERBEIWE B4 RO4F -

MR T8 RE+tE&E -

HE— > REEHREMERE  RA+HF -

RS HRERBELLALEIZESN  HEBEERIWAE - B_8 RN+
NI o

EBEA  BEEHRBZEN LABRERESH > AAZBHE B TNSE
— 3 > H293-303 o

Bk o€ - RFEHFH VAN, g S

HEE BERP BBF  HKEE - ﬁ%%ﬁﬁ&ﬁm#ﬂﬁﬁﬁgzm ’
THREARBRERBEREHARKE > NTHFE-

B g REA+—F -
BRF o WEEGERE EHER > B30FO6/H - HS522-524 -
BREZERE  ABBRAUDORREERE (E)T) BA+=Z%F-
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BREE BREOEATRCBENER > HE2KT > FNATHM -

REE G BRMAGEEEE 28T - 838 » H60-71 -

Gt HEREERE > RE+AE-

G RABEEEHEER  RA+T—-Fo

BN BaREIEBERE  RE+RE -

BRY  EE5HF - #HET ZFR - HBEEREBE®RHA RE RA+=£-
w2 BEER RATHME-

BEXWH AR KEHETREZRRAARCRBHARL-BEEAMREANLE
FEEECRY  HEBN T - FREEERFEHRSE -

B wmELEME RREEFW  FBH BRATE+AH-
BER(ER) BERRE, EW, RA+ZF-

Bl ZXH(EE) BREL - RBEHE(EZ) r BLEEY2E AF R
PANS - S

PEYE REERECC BEASES  RttAfE-
REY BRENEE SRER  BRA+E o
FEE FREFLRUEATEHR HCOEBE_ BEtt+=-F—H-

ARE HRERBERE: — NBEARCTHEZERE  B2¥F SN+ A
i o

Bt BEAEER  BEXE BEATNE o
HEW  REmEH,. 2B BE+AE-
—~HX

THEE 72V A REHEER—E - @R - P60 - ZHERE (1993) o K
o'/, BETREE, AXE (1980) -
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HAE—f BEGREEORBHML (HE— FRFHR  BHRER - ¥
HYRME) °

WHEMHSE > YV F <A FEHA, V=) Ao
HARRESG (W) BEEERE, HAFHE (1986) -
INEE—EE > TR (M) » HEBEHEQ H BHOBKE > 1985 F -

MEED ER-SEL-UAEORM L BSTHA  BFESEH - F10
HH > 1995 & o

WA E > EEE > BRMERTFE * - FEREF®RA (1983) o

BEEHEGR (5EE)  BEMFCH T 258 AR E » FERHRHE(1982) o
Fedg - HEFEEAR 22 ) XA 0 AZO% » 1984 4

Hf— > FEHAME  FHBER BREJ[OGE (B _HRK) vV 2L 5F
140 5% » 1996 £ 12 A -

HHNIFE, > BREBEARREAG > HEM (1971) o

BERX > FHE HEEDSIAGERE © 2V 2 F1358 > 1995 F
12 H o

HEHEX  ARGOZ2HHEABEERTEHE > v 29 2 L A=% 1981
5;50

HFEHEAX BELEFRAREREESEE ) v 2 ) 2 AR 1979
o

BREM e M EETRBEEERBEAED 2 0 v 2 ) 2~ » 1021 8% (1993) o
EMREE  MRBER (&) » 1990 F -
HEVEFZORE BELYEBEREAERABETHRE—ZE » 1991

L O BELAMFRCI2EEEMERE > v 2 ) X~ KAA—%.1979
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BEXR MTABX  THEEM LTRE BERRBRAAGR(B oK) -
vayAh»BI388 > 1996 F6 A o

BELOWERBOMELF -2 EERMOBICET T, ROES, 1460
B o

BEHNBEHERR ) Y2V X b KZ—8 > 19764 o
zoox Y BERRD, BHREFAR (REERB 63.3.11), #IpIkesE, 1271 5 o
YV EBHEONBE(RR) V2V XM, AEEHo

=~&X
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