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Fp e b ok, WEERET L MIFHE (prescription drugs) OFSTFEMNEMH &
+205ECHS, WHOYE (federal preemption) & i, s BUE Ao L MARIR %
KR ORIFTES 2 bOERERELOEENZ L 2. TLTREFLIR TR, iU
MOWEE, TAYHERITD RHATBEIMETH B, M M LSRN
HABEFESERTnA LN A GRYITATMEE LB, L) TIRERD, M
HAC A B B & L, AREAEN 65 2 RO EREH (Supremdcy Clause)
s hTwaY, SRERFROUMC PR, S oREc sk L IKET S HO

1) W 1789 ALREITHEIND 7 A U HORHD: : [FIERONIL] & XV TLRIE]
DRRS MRS 10693 - 4 F 125, 154-64 F (1993).

1) US. Const. Ast. , cl. 2. FEePFEREMAZE [BASIC Zedkikabde] CHBOASRILMRS, 1993) -
20 BEGIAT 5L, [& o&E SHRBUCHES L3 EREAD g:t (Laws of the
United States), B & Ve REORIRIcETWTT TlERHENEREFH IR TT
DEEE, BORFBENTHS. HH ORAELE, Motk Akt CEROIEN DS

_.ameva.:nemﬁoummauaL
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. 228 : ' [2010]

BISELERATERID 7% &8, HPESSRATEFAELEEREY. 2ok, FE
FTARBOWRENZORE IR ORIES L TERAMEEL, ol HECEML T
CVBEVIHFEH LTS ORD L, RREGISENSRINTH S,

ik, BRRENSR (Food and Drug :ﬁdminisu:aﬁon,‘FDA) DR ORMB T &
DEDH Do T, BRERDFE, LA R ERR - bREKORMIZET 5 B (Federal
Food, Drug, and Cosmetic Act, FDCA of 1938) & #0478l & TEBROEFRR
BELTw3, Thbb, WALERCEERERET 20, ARELFICER
ROFRLYMNCRM L, BSEREEBsLEN 5. 2LT, RREERRE, ERE
- B - (LM oREic B ANy ﬁ_@i‘i:abvﬁ"?&i‘) HERTWRVI DD =Y
T, LRSI 2006 4, FFERMOMI (preamble) CULS AL R LRA L.
Fhbd, RSERGEE, LT 3 B TEREROFTR 2R S MiEIcowT
EAFRHE & o TR &R, AT CIRR ASEROWRE LD BM L TR T U2
HEOXERITBRMOMICIFA L. .

HECH, BEMOBFED> SHRER Y (Phenergan) ¥ 2o THIMKICES & RAHER,
WO A DO % Sl 2. B, TooRBRThor. EMORES
B, REERERIEBL ATt bDTChotb 00, EMixEoTHRED
BIREHOTT LT ok (FiS L EMEOMICITRMERRILTYS), ARERRBE,
BHR T2 (OIRE G2 2 BMICER L TRERELEY 2, LI TIERRORER
RERBLTOA, £LT, BlAHLAREXRBIIR, 1976 E0RRBHL L VEER
458 (free flow 4 Bag) KK 2WTRERTT I LEMP L idok, KEW, ENO
v 7eiBBE: (IV push method) OTAZERIZOWTHAREEY Ladbott i L
B, B EOR L RO 2L E Y 72, MBI L. AR E
#idh - AAERADHRMR M 2 B L BRI L, NS, Psad I R R O

ML LERROBFERREEETAE LFTES. TRZLAPDOT, NS

BEOWLTHIET, FBRELU L kh ok, L) OEREOEETCH 1.

Resi i, R IRAR, 451049 600 75 7000 1AV OREHE 6 L A BRI T L OV A, B,
M OR&ETEHE LCHREERTS L Ckwi-b oo, §1HEoMNARIIKEDD
NCEBdED ol B2 BOMBERASIE L Mk & MO Z DT, WIS
FREN O LR E B2 D OTREWEW ) BATHIGROH SRR Lz, EER
LERL7. i, HSOREMRFAGENRBCL o TREBENCVWAEZ LD, R
EDMHOHFEI LT BERHRROHAVAIPEIC Lo THEENS, LEELL
T, REE MEEOLVBRLWESHEREETLRRER b e niE, A5E
DBEFFRORMC O TEAERRZRICEL S L v ) WHRRES O B ORRMET b1
bR, LHERLA BEORDLROBLTHRIBEN, TINALOFRYHE
THA. -

ik, IR FERR RO 25T B ROMRRHIIC X -
T AHaREEERME T 2 HoUME LS GREBROBI 1Y S WD 1ED,

2)- See, &g, Cipollone v. Liggett Group, 505 U.S. 504 (1992),
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~., i

TAN HH: ‘ TRIT D44 229

THD. .

[EL)) o

63 3¢, AREHRRFIER B - mﬁneﬁmLM?%ﬁWL&Qerh%
DEFERBLED S EVviaT, FtaeREtins 3 5NORETABLORALE
&N, ewIHRPLELN, v7~a/}mﬁ m@wwwiwann

CRESR (X741 —F ARSI & 471 H0E , R—H IR, &Ko
yﬁﬂs.3;07747&%§ﬂwn-“.ﬁﬁ-n .....

FEERE, &4 - E%& s sk I E}f?ﬁfﬂ"ﬂiﬁuulﬁjﬁuu% @ﬁ"!’ kLo
BEEROBEARSNTVA S EEMAT, RENTERNOHTMMIR SRR
ERAROLBICH> TWAZ LEEAIC, UTOL) CHBEHV TS,

E3 ﬂ#ﬁtﬁ&@ﬁﬁ&ﬂﬁkﬁ??%u&ﬁKTmT&$t+ﬁkﬁW$nTw
B?, pEESHit EBAORRASIEOWTHCHLIMERRo TWA. ASERR
R, WATRFT % LOBSRROBRE e BENAR L WTkEXS2 00, 25T
LG I L R RS T & R biT TR,

The, R, EES, {CERORGNCNT 25, AHRORTRENO LREEDL
C LD ERRIRTE Y, ﬁ&#@ﬁ%&ﬁmm%ﬂﬁﬁﬁhﬁb Zhicbdrrbs T
REANC SR L E & ¥ 5 IR O HOEDKRT SN TRV, - L, UH
. BARYEOUNTERRL, PERCHSETZBOEDEI TV, Shibik, W
ﬁ%#ﬂ@fﬁﬁ&ﬁLmﬁa%§M@ﬁ%ter&ha&mfﬁmﬁéa :

B BITENL U, BEICOVTRAREESROERRE RT3 2 & b TEhw,

P& LCHIIR £ A ¥ ABIEECHE 5 MR ET CRAZEETERL LTS, &

%OBAOWIL 20 LS ki d v, AREEKRRIFIENHEEOLDLERLHEF
#% (notice and comment process) %P TwhwnZ L, WHARSOBH L —FL AW
BERBG MLz b, FLTHRAMHKEEETAL VI EFNITOECHORMZE
LB %R LISEE LS Edb, HAGHZOTHG A S i Rl BN O SLEC

. OWTIMET S i L.

CHREER (754 7HRUE L b ?ﬁwm‘é‘r)‘rhrﬂﬁ*&)}

MERRERELL 7S/ 7HRHUBEE b ATHNEIR, 'cn%‘m{'#'{‘liwm LR
L ORI EROEMM L R REAL TV S.

T4 THNER, ARBEESRIRNENELTELST AL W) HWFE T e
2% 000, KEcixro kS HHHHES A THEn LT Y. LY, FeAR
HEE, ATORNE DL EI R 2T LT OBERREVRNIIEECES
I kb, MBS MR IR D O B AR TR <, MORHE L HE 2 Mg

%@M&ﬂ!ﬂi?ﬁ.‘wkw"}”. LALEFS, PvARHER, Wik M AMESFT

3} Wyethv. Levine, 129 S. cr. 1187, 1196-99 (2€J09)
. 4) Id.at1199-1200.

5) I, at 1200-04,

6) Id.at 1204 (Breyer, ., concurring).

7)Y Id. 3t 1009~ 10 {Thomas, J., concurring).
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230 ' [2610] -

EHZ LA TEREOHMEL (B2 LJUERIT20C, FAFTABIEN b bF
PYAS sV SREL (B LLY,

(ERHRR (7 U M yRIERIE. ox— Y WERAES XA ) 7RIERM))

ARG, SREERRIEEMEETEE L ARERIC OV TR B & B R 28
HHEFREE 2 BH TR Ed b .iﬂﬁtmﬁaOMh%ﬁomm%&étw‘m
7Y b oRAER, BHRSNEEROLSC DV THEIE TR ARERER
KERTVBILEFMMLL, Thbdb, BAMEFHEBTCLVPETHoTHITH
TACIoTHEDHAFELIMENL D, AL IFTHRMOMI N AT 580 R
x%&#kbfnwumfwxv&wb#%ban&wtpf%,Lfﬁ0§T%ﬂ£¢

HLwn) ﬁm‘ﬁé{' & OT*}:’.‘I?{‘ S 1% | ) & vy 3 I.OJ

(12wt

AP, 2008 fr—mmmomﬂ QLo EHE *J{sar)*cwtﬂhko) 12ThH
AW AYFER SR, Whwh TP LTEFSEEEE (sient tort reform)’™ ®
kg LA T, MO E 2 HWVEWRBIBEOMRMM & LTHR ) <3
B, EVSEHTRERHFENGERTWAZ LR IBY, Tabb, #MFTCI WfH0
TRARMMFETAOREEOHFEMIR L, Momiink (police pawer) ZHIRS 2
LW BNV T S, HVEORPEERE-EERRT2HELFHL L H I, BHEICRR
© e IR & NAEHOTHRMOBRRLBETE 3 Db FbivL. SREHRR
(E, TR L L L OIS EROURMAR  ENRIEICE L ED), B
O L % 5 MFBOMEBE WS T 2 ROBON NI L b, BAOMTICREhiHl
HOTBENQERRERIICHL Evb DL LT, #iE LTUROME & BDRH-»
7.

FHPTR, MfhLH 6:..!15*.3%%03%@ PER SN T2, iliﬁ- ik, faERRE

8) IHd.at1017. .
9) Id. at 112729 (Alilo, J., dissenting). )

10) d, 7Y FORAER, FERMEIEL oV TLOT LRG3 R5RE EH LoD E
TdHo T, RPINT LTI M SR 5 '@Eﬁﬂ«? {amicus bnel‘) %ﬁ-‘ ITHILAFTES,
LT A, I at1229. - -

11) Sée, e.g., Jacob Goldstein, Wyeth u Levine: The Mother of All Preemptwn Cases, Wart, ST..
J., Sepl. 19, 2008, http://blogs.wsi.com/health/2008/09/19/wyeth-v-levine-the-mother-of-
allpreemption-cases/; Editorial, Accountability on Trial, Wasu. Post, Nov. 3, 2008, at A20.

12) [ A PEATHEE] &1k, RETENELNRT S hvoidaobhTd Hiae
WHMETRA L, WHOTERMNAEET AL EHMTA. Rk 6, BRORES
PORFLNZBEOLEC L o THRERD T OREFAELES, UHBCIRELR
I LT v EF TR RN E 2 IERB O X OB WM L WG FETEH S T waH S
b, BEHEHIE] I WERSSHDATYwADOTHS, Stephen Labaton, Silewt

" Tort Reform’ is Overriding States’ Potwers, N.Y, Tivts, Mar, 10, 2006, at C5.

13) BEOWE BV FVREEBROME S LTREL, HOMBOEEL WS Ads
MIBOITHARYY & AT O % R 2 A %L LERXD 128 LTHEE LD
i3, fa— Iy kHg— A7 WPEROY v —F—RI LA LD TH A, Catherine
M. Sharkey, Preemplion by Preamble: Federal Agencies and the Federalization of Tbr:‘ Law, 56
DePaut. L Rev. 227 (2007} A59F 188 ~ 194 HE 210,
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AvRE ' . mEolin 231

ﬁﬁ'lﬂ)ﬁ‘licﬁ'ﬂm LT :J'.#!@"i E’Iﬁio i b, J*WJ;W:(ES:*‘ 4. f’&bkﬁﬁ"ﬁ? Beris
HoRTninI Ehb, SRERGRFELICDONT TR DERRE M 2 0%
25 DRERL WY 2ULT, EOE R, RET FRAOWEHOWFE WML,
MomikiRENRTZ LV AT, ﬁ'f‘“@ﬁiﬁ‘ﬂ’]&‘iﬂﬂiﬁ«r%%%t THMMENR S, T

I3¥HE, iHOI‘lﬁi%ﬂ?i’i‘&ﬁﬂﬁ‘%ﬂ;f&‘é‘ﬂ}.’uﬂ}i ez 2, _ﬁtf)li"@“lrh@’mlﬂ’r .
FFFOEREHED Eb“ﬁ:lﬂf‘&r% Ewy “ﬁiﬁ%h}i%“(‘%ﬁfﬁﬂ"?s”’ FLTAY

#b, REOUHEHML T, BELESE Bk LOED Moo s k¥ i
‘e“"@ﬂﬁﬁ?ﬁ‘“ﬂ}iﬁmrifﬁﬁa’f% (presumphon against preemptlon) &y J3E#E (canon)
RELTWEY,

LA L%&AS, me%ﬁmi. o fcabm}:a.‘ﬁ% ﬂa-é'-:bé‘ﬁ“&ﬂi#-i THhl,
ﬁ&ﬁﬁ@~h&ﬂ#6%+ﬁk@( EMRTE ST, AT, AREORMR—C
omﬂiﬁw&!}ﬂ@%ﬁ’f%d‘ozaiféﬁtlﬁfﬂ'r'a‘awz)wT LTwa, ShE TARERNIK
i, ﬁﬁmﬁ#mQMEﬁ@XQnﬁ%%%awuLéwot%Aum Wk TS
B OTEARN OERR A BIR L TEA, il Yo do - YHpnli (Chevron
deference)® LIRIFR TV A, FAMIL,. ﬂﬁh?wf%ﬁbivkﬁﬂitmﬁMGMi
B A S AT B A0 SRR R ERT R E D, 5D, FH2VTY
212, BRERSROY ST A ERRAHNOMCLIIN S A ST .
SOETAITY, B, DBBROEDICIETTUFOR S S RERIEOR
YIRS B Y & — *W4-2Y, FLT, AR AN E E TR
BT, &0, BRAE TLTRERICHTAIEE L I TBOLED Fe it OF

WEEHLTERCTES LW Zebs, TERRSRIITHSTE0RRENG I

LESEsn b, RHBTF Y oo iy 0)*’125!1*?%&3%@5{#1%&%2Lb\”’. B3

14) The Supreme Cour!, 2008 Tern-Leading Cases, 123 Hanv, L, Rev. 163, 269~70 (2009).
15) See Sharkey, supra note 13, at 251,
16) Wyeth, 129'S, Ct, at 1194 and n.3.

17} The Supreme Court, 2008 Term-Leading Cases, supra note 14, at 270-71. See also Pcrm L.

S1rAUSS, ADMRISTRATIVE JusTice In The Unimed Stares 37176 (2d ed. 2002) ({4 % - 2o 3G
Tidhewnbon, ¥ 7o yMFOBRFROONAERL LTERMLHIEEN. £
RTHE-IEBENS L 5 EEREHINO B L TRTA T 5).

18) Chevron U.5:A. Inciv: Natural Res, Def, Council, Inc., 467 U.S. 837 (1984).

19) See Riegel v, Medtronic, Inc:, 128 S. Ct. 999 (2008). :J‘ﬁ'ﬁ?ooikﬂ’%‘a (Pre Market Approval,

PMA) SBIcISES hERBSORTE B &+ 2 RIEHROR: U EIZOVTH DR

LAET, SMEEEIR, REERRORL R LWRRER ¥ 2 TRIE S DA EREN
CHML f-i‘ﬁﬁ' ﬁﬁ!‘iﬁ%kﬂw VCAFELS, - IR - RO M S e IsES
At (Medical Device Amendment) 4= X o TH O L-?.*’j {HUERHB ORF 2 A5 5
sha, Lo

20) FHT I:fkn‘ﬁmﬁiﬁa)tcwmﬂ OWXHBE %otz b OO, SRERHME v xvo
YHEOWERE RD 5 L2 H D F) Iﬁf‘f,ﬂfi ELT, PSR oW TR NI R
MEWopI 8 ek E S RERTTI 3" (United Stales v, Mead Corp., 533 US, 218, 226~
27 (2001). %7, P2CTFATHME L, WHRSIWHERAM/L TGS, &

U S oW TFRIBR DML B35 B0 T, FARFREOW TR E L '

HN, Mo, FRHENH, L TERENTAIARDL ) iTRIiTE2ERBT A
HTESH, EMRLT5. Medironic, Inc. v. Lohr, 518 U.S. 470, 505-06 (1996).
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RS T KT

Fr a3

232 [2010]

I, B &) IS S L H BT, FFENSUHRQONMR L I3 5 SR
WBPFLORY, EWwH T LTHRM

BReh Ao RNRSE D, RHBAUE QMo CUHOITERRNO R E L0
BEMETAEH, LRV EL DB SIT u\m\””": R OB R %
BREF UL LI EIEICoWT, UHOTRIBMARA O ORI L v 3 BATH
EN RS AW OHED L (separation-of powers) EAEHIM - 58 (check and
balance) % &k 3 RERTHHu, RUEERAT 27 X U A 4RE &I EREC
Lo THEDTERLMEEFOMLTH A, IEMITICROE 0 200, W%
B CHPGE, RAELIELERANES b WRETHRMEER L MO LS 52405 ~
&4, bolBEHICVAE, AROTBURNK L 2 MM THBRCET FETS - Riat
HIERRTARETRED, EVIHBTRRENTES, LHLEND, TOPWIEHE
MM L £33 67, WHMRGE A CILITEIRM L SR L OMTE L BELTWEOT
522,

' (ElE %98

Safford Unified Sch. Dis. #1 v. Redding, 557 U.S. _, 129 §. Ct. 2633 (2000) —

13 O LT-HECH L Th S hABESER, BME 2Ty 3RICRER

WA Lb, ThEUBPEEXTHEOPLRLFEoTWEELRIKRS
EEAR ORGSR bOTHEP L, BABECERTS

sz _ ;

13 M. ic- T2 Savana Redding 1&, & 5 BRIEEESIDIFCIE R, 747, 45—,
P D GO X T BWHA 2 RS P 2 W B 5L Redding (22 haAE
FOWTH BT LRBOLY,” TAEKA (Glines) KR LATE, WICAsTWit A
TEMESOMTREVEEL . EbIT, IHRER, W(ORDTMERLLE. ThE
A DFTT % { BBICH 2 T L AT EAELE SNTwh. Redding K2R S IZOVWTH

bRVES LA, BRI Redding AHUD LA B CHESATOAEVIRER S

21) AROFTEIRMAE 5 DM TR L ERATIERALBAL T2 L) BIRHSTHES
L, BRI THA. The Supreme Court, 2008 Term-Leading Cases, supra note 14, at 270.

22) See, e.z., Catherine M. Sharkey, Federatism Accountability: “Agency-Forcing” Measures, 58
Duke L.J. 2125, 2126~27 (2009).

23) Id at2178~02. % B, FHUROMREAFIHNNLRFEL LT, KROBEBLBSHMERL
\». Richard A. Epstein, Sickly Medical Device Safely Aci: Congress Should Frotect Botl
Drug and Device Makers From Tort Liability, Forsus.com, Aug. 10, 2009, hitp://vwew.ibrbes.
com/2009/08/10/medical-device-safety-act-opinions-columnists-richard-a-epstein.itml (F iR
OB L A RIS,
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WADAI

BHIEMBOENEEICONT

EHE S
Chiaki SATO

HRAPBGRY V3 VIR R SR

1 [BLsic

AR, 7AYAEGRECBT AEEGOBERYEOENRIELREL 745, [BF, BE,
2L TIbEL Y OEMED SEE SN DT — A1, BREROFERMLREL CTERROFE
2Bl BT LI, BEHENFIZORBICHELL TH S IOENRELZR ) ML H
B0P. ThETEEALRISATIEho MBI OWT, DT THELRRHAZRAAS.
2 | EEROBEIOER ‘

7AY ASRECERZOABELZEY LTV HOR, ERELLZOERKERRR (US Food
and Drug Administration ; FDA) 23 8B TdH 5. FDA i, BERL L OREH, AWHE,
%Lf&ﬁ%%ﬁbfﬁ&@ﬁﬁ%%&:a%i&ﬁ%kL,mmﬁﬁnuww@%%%&
BELTWw3.Y

E:ﬁuuo)ﬁﬁii LM ORMT 27— 7 12T T, FDA OEMKS— Azﬁf’f’l‘o Tw
5. BESHI, FFLLWEESZBET 554, FDA CHBEER DK (new drug apphca—
tion ; NDA) R B L 2 hidz 6w, %%&Hﬁ ERRORAFHRE 2 EDLER B
#®E . (bR S DB ENC P53 5 8 (Federal Food, Drug, and Cosmetic Act of 1938) 222 T
(H¥03 230 8% 5), BirsEER, HEHR, ZLTL MIHT AT TORBKRRBICOWT
Db REELet, EERORAELEVRICHEET S TRTOTF—F 2RALRTAE
BHRW.? FRALOLT— ¥ LEEGROMEHEBNEEET 200, FDA OREMRFFHIE L
v # — (Center of Drug Evaluation Research ; CDER) DA ¥ v 7 Tdh 5.

By & —DRY v 70REE, B FE, T LUTEEREOBEEP SBBRINTNT,
O LEEF - APHBENS, FLT, BEF-AC Lo TERERFEHRT, »PoE
BRI X AEELOERFRRISNTVARREZEET S RS NHEIE, EHRELES

- REVFREROTHRERDT S LIRS,

CDER D #2813, 1997 4£ @ FDA @ #4816 12 B 2 #: # (Food and Drug Administration -
Modernization Act, FDAMA of 1997), J UF 2007 4 ® FDA O #& B3 K12 39§ % B & (Food
and Drug Administration Amendments Act ; FDAAA of 2007) D7 2% T, BICEREI 2o
7.9 4bb, CDER EHFENL T — 2 cE L FEI L - TRBICREREZEKEL, £h
It o TEROEELS2, Z2O-DICEARF - AL ABELEETHZG TR, Tl
BOREURELHEXETT A00TEHRBELZELS, L )BROPLICHS.

3 | EmBUEORNRAEH ZRANEERS

T AN AERETI, Eiuu@%ﬁ?ﬂé%‘@@FﬂB’J&*‘Jﬁ'ﬁﬁtﬂﬁkJ:of%ﬂiﬂﬁlzuﬁiﬁ‘é
BT LD, BOPOPNZBRVWTEEELNEOENEELMI I LIEETHS, LFL

Vol.46 ‘No.8 2010 27T 775
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BRLTn3, ﬂ%@%%é&@ukﬁakﬂwf% %ﬁwgﬁﬁﬁﬁéﬁoT%ﬁﬂﬁbf

S REV, R %z&?ﬂéx%‘@%&%r’? aﬁfﬁﬁuxo)# Rt
CESETTLRL, E%m@#@ﬁkﬁﬁﬁ@%ﬁkﬁ W$%%$&toéﬁm&m%r§
Oz BEETS. LT, 201 2ABICZILOHRATIC E T, BEAUZOHN
DELZFHATH I LIBDOTHLY. dHAAFEEEROKIREIR, AR - EXS -1k
HERORBNCEIT 2 BRE ZOFBRNICE - THRESA TS0, RIUTIE, BEHRE L i
I B CHEEHELEOHN 2 BN ETI ENTELR VDI TRV, LA LS SRHERE, - 5
BRTYCHATH L RN LBEERALCw50THE, | :
PRET 2 U H OBBHERE, FREEROKID L 5 ZHMORED % H 3 FHI%H '
DERIFERDZNEFHIIONT, FHNLFEEROREFBEENL S OTH S, EHIRL
Tmauw&$®v4/nhﬁ~$#)“’@%#?M%t hofzid, "RVFLUF I
Ve ECEERCOWTEYEER ( EBRRMICHERRT, RERFORALG L
FDA DREDITETH%S. FDADREOERIL, SRB¥ET7H7I— - XWELHD /A
»Li%ﬁﬁk%Aﬁéboﬁ,Lm%$?%#5ﬁﬁég@ﬁ@ﬂ&ﬂ%%#ﬁLt%of
Ho . o
LZAED, THUTHL 20 B2 3 BN, UBEESHPELI OB TSSO
P2 EFFHIITRD 2. MM, FDA CIFRFHEE LOBEEL G LD, E4K8E
R EFPERRFAILE IR O 2 W, : FDA Tidd GEFMBITHIET 5 L 5124 U7,
Y52, B3 FDA OHIOLUE 2 TRFRTHRT A L3 R LA, EHFRNFTEs
<i?§ﬁﬂ%f%%?«étth@f&% EHBEREM O L2 28 L MR M,
EFRMB ORI RE TR .

BHEERO Y 7 5 AFHE Justice Douglas) Fi ﬁ‘ﬁlﬁﬁnn@ﬂiu’ CoVTIZ T 2 e
skﬁﬁﬁéﬁ?aFDAﬁ%&kﬂﬁT«%ﬁ%?@é,aﬂth.Eﬁm@#Qﬁtﬁ%
ﬁ@ﬂﬁﬁﬁﬁﬁ%&ﬁ%#%%@&h,ﬁﬂﬁmuﬁ%%&$®ﬂ%ﬁsz.%otw
- BREOZEWE FHEOHNE FDA 0EEICERO N, ZTORBEERICDVTOHRRU

DEHMLFEEIIRT S, LvIl)Ttha.

BEDEH I, EEGORERLEOEM WML, RUT Lo THANICHES L
5. Thbb, BFEOFETOLAZRTHLEELFBROTAISAEBEE, I
LTHEHLZEIEELZRbR V. MTTﬁE$&%$tw7ML,%ﬁﬂé%@i&kow

CTHREBT 5.

4 | pame o : - )

R@ﬁﬁnowfmiﬁ,%ﬁﬁ%%ﬁ%ﬁnﬁﬁbtﬁ&ﬁ%%ﬂ&mﬁ%ﬁﬁﬁﬁ%ﬁ
IMBEREINRTHY, HLAESD 20w, EREERIC I UL, BEST TR CESOE
BITRBEK2WTh, HEOHBADTAEEE: LTREREXBLEW.Y LER5IE, B
BERELBOTLE) &, LEFREORBEOTHEIHMBS A TLES BT onl, FRTHK
BAHRDOIDIIRH L HNEZEPL T L R0 TAROARICHED B V.0 FOL MRS
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administration system with PDA for reducing medical
error at point of care in Japanese Red Cross Kochi
Hospital.

Masanori Akiyama'?, Atsushi Koshio'?, Nobuyuki Kaihotsu®

! Todai Policy Alternatives Research Institute, The Univerisity of Tokyo, Tokyo, JAPAN
2 Sloan School of Management, Masachusettus Institute of Techonology, MA, USA
3 Japanese Red Cross Kochi Hospital

{makiyama, koshio}@pp.u-tokyo.ac.ip

Abstract. Our study aim to understand complete picture and issues on medical
safety and investigate preventive measures for medical errors by analyzing data
captured by bar code system and entered by Personal Digital Assistance.
Barcode administration system named Point-of-Act-System was designed to
capture every activity at the bed sides. Complete activity data including
injection, treatment and other nurses’ activity and warning data showing
mistakes on injections were used for our analyses. We described the data and
analyze statistically by accumulating data by hour to find potentially risky time
and understand relationship between business and errors. The warning rate as a
whole was 6.1% in average. The result showed there was a negative correlation
between number of injections and injection warning rate (-0.48, p<0.05).
Warning rate was relatively low in the hours that numbers of administrating
injections are high. Bar code administration system is quite effective way not
only to prevent medical error at point of care but also improve patient safety
with analyses of data captured by them.

Keywords: Barcode administration system, Point-of-Act-System, Point of
Care, Patient Safety, Warning data

1 Introduction

It is widely believed that patient safety is an important issue for health care
systems. Many organizations and hospitals have been trying to gather information and
evidences on patient safety for the purpose to improve patient safety based on the data
collected. These data is accumulated to provide information on threats for patent
safety including bottle neck of administration and high risk areas. Such data are quite
useful in understanding the threats and actual situations related to medication errors in
hospitals. However, most of evidence is basically information on medical accidents
and incidents, compiled from voluntary reports submitted by medical workers and the
workets need to write reports to inform the situation to them. This information is not
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detailed enough to enable the discovery of underlying general principles, because
accidents and errors are part of the reality in a hospital setting. A complete picture of
the situations in hospitals, including details of medical accidents and incidents, is
essential to identifying general causes and frequency of medical errors. However, it is
extremely costly to obtain by observational research sufficient data to enable an
understanding of all the activities conducted in a hospital, and furthermore, the
accuracy of data collected by observation is sometimes defective.

Information technology such as electrical medical record and barcode
administration system at point-of-care have the potential to provide new opportunities
for us to understand the overall picture of medical activities by digital capturing data
on patient care through daily medications in hospital settings. By using information
systems for all patients in all wards, data captured by the systems become useful
resources to understanding various phenomena in medical situations and investigating
research questions. In terms of medication accidents, the point of care is potentially
risky area in medical activities [1-3]. Barcode medication administration systems
prevent medication errors by authenticating the “5 rights” of medication: right patient,
right drug, right dose, right time, right route. Performed at the bedside, the system
offers an excellent opportunity to gather data on medications. In addition to their
contribution to the authentication of the 5 Rights, data captured by barcode
administration systems have the potential to provide sources of research to improve
patient safety in terms of actual injections and medication data.

Our study aims to use and analyze complete data on medical activities captured
at the point of care by the system to understand complete picture and issues related to
medical safety, and to investigate preventive measures for medication accidents. We
focused on injections, which are one of the major causes of medical accidents and,
investigated the relation between errors and the contexts of medication activities
including how busy staffs were, and shift works.

2  Methods

2-1. Settings and items to be addressed

Japanese Red Cross Kochi Hospital located on southern part of Japan has 482
registered beds and approximately 290,000 out-patients and 9,355 in-patients per year.
The hospital implemented a hospital information system called “Point of Act System”
or POAS, in 2004. POAS is a real time bar-code capturing health information system
designed to prevent medication errors by capturing the barcodes of patients, workers
and drugs, and then authenticating the 5 Rights of each medical action with real time
information [4-6]. At the same time, POAS captures complete data of each medical
action including 6W1H information (When, Where What, Why, for what, to whom
and How) and stores the data to access in an instance. The system was designed to use
data secondly for improve quality and productivity of health care. The basic
requirement for successful measurement and data capturing, they must be integrated
with the routine provision of care and whenever possible should be done using IS and
this system satisfied this requirement The principal characteristics of data captured by
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