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indication

SAINNAVNA 3,443 100 1,051 (30.53%)| 2,225 (64.62%) 167 (4.85%)
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annelaifalaaaf iR uL1Y MedWatch  18TAemsd wardrviudadu uinnuannislifis
szasAaziszunlunismeanuianie A VAERS, the Vaccine Adverse Event Reporting
System (Marks, 2008)

Cgaust 2541 (A.A. 1998) nN39eeueNg lLsrasAannsldnans usigunw

ATNNTNINLNNUNIUNN MedWatch website, www.fda.gov/medwatch IfuanuiaaInng
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Wadn1seuenislitelszasdainnislden uazauianainainnisldadun
lu AERS  gautiinlunistlsziiiu uazhinanuarnilaandaassndndusilawn clinical
reviewers M4 the Center for Drug Evaluation and Research (CDER) wag the Center for

. . . = | = = a

Biologics Evaluation and Research (CBER) wWAZUINAEINT7 U sraaA lan A sinRnms
WA 81adn19dsziliusalaan 19An®INI9IZUIAINYT LAZAIANITIUNTLATEIANA
o a dl v o a o 'S g’/ o QI é’ (= % Y a 1 L%
ptiunsmNnguEnee Nan e ulaende gl wazsidunisdnasesdiizing iy i
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Depakote tiupnatinagnnaudazinisdunuiuudatlszanns 20 T wiludl 2543 (a.A.
2000) wudayaseeuainisldielscasdnmasusiaanadaslalaayaainsmiesnisunng
AMUIUNANEATIINEN Depakote N 1AANN2E Pancreatitis 16 1laldluns5nenlsaluingu

1 Y a

N9TRTEA wazaIN1sdn asdnisamsuavenasliinndayanintlaaniaesenisediusina

a

dogvingUae ldsumulaaniaainnisldaiuinau Tag (Marks, 2008)

wuan1glunisudlaaniunisallunisiianiuaanntasaizainnisldanluilaqiiu
aunsnagllsl 3 daude (Strom, 2006)
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aynyaliEn s lnsune lnanseiefuztna wazanainanfimaslaulidaniaudn o
F5unsaygnlinesmhauuifeuls” uazenficndimirelusses “conditional
drug approval” azgnilsulvietluszeas “full drug approval” 1éle 1) fnnsfneneny
Uaansialugldeanauauninnan 300,000 Ay deAumanslifaszasdinazin
lotiasannnislden (rare adverse effects) way 2) iﬂ@qﬁﬂvlﬂﬂiuﬁﬂuﬁmmm
UaansieTuszaznioureamiianaialainauynilsziau

2. mﬁmimmmmmmmﬂi:mMm’?”g@m?mmmﬁummmﬂumiﬁwﬁuqmmi
ANMNAAENAIL188NIN19AANA (post-marketing studies) warRNImInsTaALlLFEw
aminsilasuuaseanlunsdififtausndudodls
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Lﬁm%qﬁumiﬁqﬁumaﬂguma wiu paramenenslunsasuudainisdnsanaes
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=2 a | ¥
NNTANHININTZUNAINEA LTUAY
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Tudae 1 2540-41 (A.A. 1997 — 1998) 29ANNTRIUNTHAZEN LANIN1INLUNIUN LT 8IeN
WAZDAUINLNITUIRIUIU 5 I7E8N1T BANANTIBIAAIALIEIANNNLaINTT N svaed Tned

ssaviRensail (Friedman & et al., 1999)

1. NMsnaunsiligusn Fenfluramine Waz Dexfenfluramine

TuReuduenew U 2541 (A.A. 1997) 1319 Wyeth-Ayerst Laboratories, St Davids, Pa
WAL Interneuron  Pharmaceuticals, Lexington, Mass 1FnauenanANgqu 2 1Ha Ae
Fenfluramine (Pondimin) uaz Dexfenfluramine (Redux) 88na1N7ia4maIn mmmﬁmmmnﬁ
enunaialsaaLlainLNG (cardiac valvular disease) sluﬂuﬁsl%mmjuﬁ

¢1 Fenfluramine "Lé’%?”umimén;]mlﬁfa@ﬂmqrﬁwmﬁ%ﬁuLﬁiﬂ 2516 (A.A. 1973) Whi b
lunien R uNnnn aunszvialudaediul 2533 (A.A. 1990) U lAuAneTHiadng s

NANIENING Fenfluramine Was Phentermine @aianiuluuny fen-phen wazinunlfiflusnan

a
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NNSANEANLINEN Fenfluramine waz Dexfenfluramine fiAdnuANLSABN1sIAnAZAL e

a a K 1 a o 1 a 4 1 1 o dl all @ a
Andnd Dauddnnalnnisifalsaazdelianunsnesunaliadrauidn Sﬁﬂummﬂum?a@umm

pNauaesTiiniiaanainfiesnann lutlssimAauigeissn

2. nsnaunziiaus Terfenadine
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e lupaiaeaaustl 2528 (A.A. 1985) Wugnlungu antinistamine Naxnsoulasuily

active metabolite fexofenadine lfatinemn3d iWusnNnadndassseilafin sldinaantinimen
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Tugaausnaaenisaananeanneeniifslinsudianfinanaidunsisaniuaingulating

agnglafmunandanudilalden Terfenadine sanfusnguidugaeulaflainlasu pas0

q

WU 81 Erythromycin WA Ketoconazole  WuqnlAuduRussiansiia fatal  cardiac

arrhythmias
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=
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NelligueNNIsEuY (Re-evaluation) Wag N1SNUNIUNsIligwAsUaNasnImatlad (Periodic

review ¥i3a Re-examination)

N.A. N9ANLU U NANITANLLUINU
2510 | dsuidiudsz@nananieanisinmaeasn Antunssziiulss@nnanienisinvessnde
Tneanieinau 2 gn  uenli
ANNNLAUATUIUAYE NUFIHANNLTUATITY 2,241
5181117 w4 Uszan
1. A Nds2@nBua 50% (1,131 $18n119)
2.B mmmuﬁmumamm 8% (173 9181N179)
3. C flaanuunluld 7% (155 31en19)
4.D s ldmnnas 35% (782 $180139)
T k2
2508- | — nnuaulaunaldannamune lulssnsd | wissanniznssnnisaulaaniauedsn (Committee of
18 dszaangladnen 22 wgAAn1ew 2519 Aqs | the Safety of Medicines, CSM) neldl nu. &1 A.A.
Tasunisnunaunsiiounniy a1elu 20 | 1968 (W.A 2511) NuN9w 39,035 nzideaw wisnuly
WEHNIAN 2533 NUNIU 6,000 Neidiau 11w arayulng naniuaiain
A o dul/ o o o a
@eA JATU BN LazanTINNIUR TR
2525 | piiunisnmunounsidausiuseiios | aue w.A. 2525 auneunzidauniiuen fed@ 23,000
=
neiden
2532 | nnuunReulaiuin A ufunaniueinig | da nvusReulain s viundndurivniagRauiuinga
AY o a o o . Ao ' o o L Ao ' POy o -
AANAWANEN (TR, toxin,T5 uavansrie | (AT, toxin, 5 warasnaniun) wndasingl
a v, o o 6 o o . | a o I3 o o o al a o 6 A =
AWA) nABAUETINAURTE waskAnAel | ANTUANE waskARSIAINIAeATENANANTTDIAY
ANADAVIENANENIUBIAL
dane | nunqunzifouseiiaslanuaeey 1adde | anliunismuniunzidousieiiles Hanvaeay L
2533 | 5,300 nziden  F9luld 3,000 nridoun | 5,300 nedeuw  S9lulil 3,000 neidoungniszidugnlu
v
dszifiudnlu 499 4 1 gaving 199 4 T gavine
2535 | nunaunsideusadady nunIunzideue@Fadn santindnnivue 2 1
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WA N9ANLEUY NANITAILLUITY
Sauuaieuwla iR g FUNE n A et ﬁwumﬁ@uﬁﬁuﬁuaﬁﬁumﬁmﬁmeﬁhomeopathic
homeopathic
2548 | fvuslilueuanameideu axiualdlé 53 | nrstunzilenanfeny 5 ¥ udeanifu azdean
FN19AMUANIINT reexamination reexamination L‘ﬁlﬂﬁm?m’} weauiie risk AU benefit
gasetiu wnendl benefit 1NN risk azldFumeey
A19EARDAT WAMINWLBINTTINNNLI32A94 (ADR) Az
isansifieuenldan 5 Tty
2548 |n1snauny Ly uwen Co-proxamol nsnauNsIeuen Co-proxamol (paracetamol WaNALU
(paracetamol NANTNU | dextropropoxyphene) Fafluanseiulon ABEC NNaY
dextropropoxyphene) 28NANAANAMANINTBIUIANT NRIANANLGN risk §
uAnndn benefit Inaignaainn sl ae ALy
Sunmeiaimannudslauaslifslatiay 300-400 ¢
2550 | nnsnaunzideuen Lumiracoxib | nsnaunideusn Lumiracoxib (Prexige®)
(Prexige®)
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awd 2 mesnunaunsiiiaumiuenrasdszimasange Tull 2530 (A.A.1987) waz 2531 (A.A.1988)
(‘ﬁu’lCommittee on Safety of Medicines Annually Report, Li Wan Po, A. Non-Prescription Drugs, 2nd edition 1990

Blackwell Scientific Publications)

1 2524 (m.A. 1971)

39,000 Neiiisi

e N

17,000 Neiden ainslanau 22,000 Nz
\‘ \

6,000 niuay menzieuld 1,000 gnynunaY 10,000 nziiie lviiaSanau w.A. 2530
NUNIUNZId N WA nzideu

ANVUA N.A. 2530

£11 OTC 6,000 Neiilen ganalaeludeunme 4000 Nl
gwinlyl 5,300 nzden enayulng 700
Nzl

9l 2524 (A.A. 1971)

39,000 Neiisi

T

13,300 Niden aipslanau 25,700 N
al = v A‘ )
6,400 Neide panzideuld 2,45 ANNUNIU 4,475 neiileuy
(Homeopathic) Nedian
NUNIUNLT NIRRT

ANUUA W.A. 2523

22



szutuaznalnnIsnunIunzideue luilaqiiv

ad o o o o a o A ~ [y~ R Yy
ATANUUNITLUNAULNNDAU NN LL@ZLﬁ@ﬂuLLﬂ@Q&LU@HQJqmmzlﬂ_lﬂuﬂf] VL@Nﬂ'TTﬂ@']'Dﬂ\TVL’]

1Rein 2509 (A.A. 1968) N1sATHLNIEANANATUAIINLaRASLHaIa NTNNg

o

Tunwszanaiiny

v

aniRdulsrdninaaindeyanimaasnieadiinludsusneusanluayngin dayaazun
annisiilsrdandenaniugieangnann warssuuseeuaInIsliielszasAaeen (g
4 1 A 1 ¥ ¢4 dl o = 4 dl
Auan9) Tunsdlidedou ntihneanluayyinainisoinlueygianzideusn lfinanana
Unandelneinaiunliuiugean 3 theu Ineviald  AnznssunisaAdnlaandaaecen
(Committee of the Safety of Medicines, CSM) AzUAUARUIIBIAUNFONILIUANATRINT
NITNIAINan uazsanisenssndaestsEniduna 3 hau drudnadaslanaznaunsidauen
aanaINAaNA LEENfazudad i nvizaiiesussalifluaynyinuuneig
sruugrssafilsznevusag 3 Tuneu duusnAansgrasalianuznIsunIsANlaansie
294811 TIddNFaNARA Az fIasi luayyInAN witin1sanasiANIANLTENAINIID
guasniiusellsianniznssunisen Fguussdinsnsznssansrsuguiudinduladugading
atnalsfinnu L3EmanuisnaeliA1aganatsanunounisfindularesgilaiunals winsm
vuiinuludengwldteswinluanigewnizng
wananni nguneen Tl AU ERUAINT 30 fa1AN 2548  Auuadn lanans
v o 1 A dld 1 = = ¥ IS o zl/ 1
ayryaliamieen visenzandluewnin madewsn) asinalglé 5 1 ndsainiuenaesie
anglilasandenissziiuaudaandafisunuilszlasdaasandn Wasaanguiaanans
v o I = a ¥ @ 1o % v v a s ¥
Ay iy (muilauen) azinaldlaitussazlidana andudnfnmanisainudeys

AN litlaendelfainszuunishszfanislden nafeuaiuazsaaneluldlaan 5 1

szuunsidssiiAnNlaannaaInnislden
| A o v o o o 1Y - o o
wlaguniiuiniisedsannlaaniaainnislden (pharmacovigilance) &4y
dszimaAdanguinenenuresanninglsiiiduanndne uazndianuludszime
® Furopean Medicines Evaluation Agency (EMEA)383aunnglsd 70% 28984
ATUAUNIIANHWILY8Y EMEA 81a1nANsssnilenild 8n 24% Nnannsudszann
paann g Tstl wiiniilsznanilsras EMEA A nsihsydsannilasadaainnisld

! £ dl k24 1 L% dl Yo a |
g1 LL[F’]‘MLL’]‘VIﬂW?V]UWQH‘H@H@I‘MN‘H@QHWIMW’EQﬁl@’]ﬂ‘l’li@ﬁ“]_l’ﬂiéﬂmBJ’]LL?Z‘LI‘LI mutual

23
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A15197 4 weNsniingaiuaNlaeniBfuENGIN ANz ULTRIMASS

N.A. & 215l Nase e N15NTERNAINNN
2538 | Tramadol UisemeaniT GRIGED
2538 | Cyproterone acetate | WislaAUULUANNUSALIUIALIN nnganfadadeld naenanuali
FRNATIARARTNNIINNNTUTSAL
3 3
2538 | a1 JFourngu | Wundwilednian dundaitiednain | nsdiulpanien
quinolones
. ¥ L A o
2538 | Tacrolimus TsAnanuiiaialale INNALFAYE NTAATUNIALT LAY
N13NUUA LHRBIATIARARINNT
1481
2539 | Alendronate UGATE1IUUNNNARARINNT WNALFIEN LATNLNIWAT Iden
k2
2540 | Clozapine NM9EANUNIUAUBINNT nsfutlgeAnisien
1 o :l/ o o A o o &
2540 | nguansduds HIV | lasdu uazninzanslasiugeluaen n1sUiutlgeAian wasnunou
ads v
protease 95 ke
. . aaa a o o A
2541 | Isotretinoin UffTemeania nslfudgamninen
2541 | Sertindole Sudden cardiac death N170AULN*
2542 | Human clottable | UfAzenfiwsaszuutlszamudsainld | nslfudgeAniion
protein concentrate | wanwitaanileFuaymaludasnsss
szdn
2542 | Aristolochia  Tuan | lmane vinu'ld Aristolochia
anulnsau
2543 | Cisapride Ufisenguusamaialauazvaeniden | n9Wn’ld cisapride  Tuavene
ANDUNANT*
2544 | Bupropion n194n nMsUfuLlpsAfian Lasnunau
A5 lden
2546 | Kava-kava NEFEARL HINAUUNY Kava-kava Tu

ANIVTRNDUNANG

* Sertindole augy16a WA LE1HaNATS Y W.A 2545 TnainA Aoy

* {laqiiugnianlusyaianzidew cisapride WY
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A15199 5 a1ALRANIsaiNIgA i usIundAyrasdssnaAguineaiun1IsNuNIY

NellgueNNIsEuY (Re-evaluation) Wag NSNUNIUNsIlgwANSUaNasnImatlad (Periodic

review ¥i3a Re-examination)

W.A. MIALTEUIY NANTANLUNY

2510 | flszuumstunsdeouenivsl aynnzLaunan w.A. 2510 Fesgnnunay

2514 | diudgs npusneen yumuen 16,079 neiieu Gedasiniiiunnsliudaiasa
1 2535

2536 | szunidhszSennnuilaensitsniieangnann nguanennvum 91 Good Post-marketing Surveillance

114.8 Practice (GPMSP)

2540 ﬂé‘“uﬂa;mgumamLﬁ'mﬁmzumﬁhaﬁ:f’fmfnu TeAugnanen Tsawenuna uen Wnaeueinislang

ﬂ@famﬁﬂm%ﬂmjmmm NG

13smen#eiiy Periodic safety report Al NN

2542 | 4@vi1 "Drug Information Offering System" Lﬁ@ﬁﬁmﬂ@mnﬁﬁwmLﬁlmﬁummqmﬂﬂLmuaif’iiu
Ul internet

2543 TWennuandaeaseluan vl (Early Post-

Marketing Surveillance)

2543 | 4 MedDRA lumnnszuaunmsiiiaadesiuen

2544, | Auua wennieaiuniaiu 2 dou luniein | 1. naiumusandeya nswEan uaznsiansaundeya

2547 | reexamination WAz reevaluation fiAuafuNmsnnzA I aensH

. dousesmmaganuazniaiissiaiefumus

daya uay WraNONas4 MFUNIIMN  reexamination
LA reevaluation

2547 8INLAN Good  Post-marketing ~ Surveillance

Practice (GPMSP)
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2548 FuAiunns  compliance  survey ineafu

reexamination LA reevaluation

nsulslszinnenaaslssinadiu
Tudltuiinisutenaninsidueuaziisesdiaesndu w3 dszinnlug) ) Ae e

(drugs) Quasi-drugs WA¥ LATIA1879 (Cosmetics) Tudauaasauiisaantiiu 2 ngu Aa a9

v

fasdaldimeunng way aaruunaleinelddasldludeunneg s nfasdeldinaunneliin

wivaeniflu 2 ngu e el uazenansdny davenauiiglalae ladfedldludaunmd duuis

o

1sanilu 2 ngu A enNFRINIUNIASTIUNINUUATALNTINTINY UAZHNBU]

NN 3 FanNutNRARS U ueNLazIATaId1 el sz Ay

q

Exarnined by MHYY pursuant to the

Drug Crganzation's reliakility investigation
Drugs for hypertension, antibictics, anti-ulcer
drugs, anti-malignant tumaor drugs, ets.

—{ Ethical drugs

[Available under
a doctors pressription)

Examined by MHW based on reseansh
conducted by the Drug Organization
Drugs equivalent to new drugs

Iterns which must meet | Examined by the prefectural governments

approval standards 14 items dispensed by pharmacies including
cold medicings, antipyretics/analgesics

—{ Owerthecounter drugs

(Available at pharmacies,
eto, without a pressription)

Examined by MHW based on ressarch
conducted by the Drug Crganization
(Mew overthe-sounter drugs are
examined by MHWY

Mew quasi-drugs: Examined by WHWW
terns which meet approval standards: Examined by the prefectural governments
Cther iterns: Examined by MHYY based on equivalency research ¢ ondusted by the Drug Organization
(Medicated tocthpastes, hair dyes, bath products, mouth washes, sts )

lterns that do not contain ingredients designated by the Minister: Application for approval exempted.

Motific ation to MHYW must be submitted for each individual product after the category license has been issued.
lterns that contain an ingredient designated by the Minister: Examined by MHW based on research ¢ onducted
by the Drug Organization.

Mew sosmetiss: Examined by MHW

(Petfumes, lipsticks, shampoos, conditioners, etc.)

Mote: The Drug Organization stands for the Organization for Drug ADR Relief, F&D Promotion and Product Beview.
It started its research on equivalency in April 1924, and on reliability in April 1957,
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Tull 2541 (p.A. 1998) Usewagjijuiinsnanenfisasdaldinaunne a1uqu 1,698

nuide way snamunelalae lddaaldludaunmsd 981 nziden warn1sinedUssnnend

Aaddalilagwnng a1uaw 514

= a [ % dl
NELLEU TIUNELRUAANANTINN 6

AN5199 6 AnuunzLiaunlasu Approvals (Licenses) 1ull 2541

nuideu waz anNanntne e lddaeldludunnsd

Ethical drugs | OTC drugs | Guasi-drugs Cosmetics

Approval 914 5687 1,024 492
Approval

Manufacturing  of partial 784 204 266 117
renvision
Tetal 1,698 551 2,180 G09
Approval 204 26 g9 a1
Approval

Irnport of partial 220 18 16 55
renvision
Tetal 14 44 105 147

Seurce: Pharmeceutical Safety Bureaw, MHW

Autl 2540 (P.A.1997) Hauaudnananlullszine 2,364 uis waziiludinandilszma

QU 759 LI FAIRT19T71 7

= ° v a ~ a o w
M15NN 7 muqugwam WASNSLUEUATINUILUN

btz ofthe ard of 1997

Classification Crugs Luasi-drugs | Cosmetics Tetal
Manufacturing 234 1,077 1,544 4 959
Import a0 172 8495 1,926

Tatal 3,123 1,244 2,543 6,915

( Gource: Pharmaceuica Safety Bureau MHW
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NWH 4 szUU Post-marketing surveillance aa9an lutlssinailu

FPost-marketing surveillance (FIMS)
system

GVP, GPSP (GCP)

Adverse reaction and

infectious disease

reporting (ADR) system

Crug *medical device safety

information reporting system by
medical personnel

ADR and infectious disease

reporting system by company

WHO international pharmaceutical

monitoring system

Reexamination system

Reexamination application

Periodic safety reports - ICH
PSUR

Reevaluation system
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Tz internet

LL@:ﬁﬂﬁiﬂ%ﬂﬂ@qmqmuLﬁ@ 27 funAN 2543 Taaiinualidnnsfinannaawy
Uaandeluen v (Early Post-Marketing Surveillance)  ludauaes reexamination {n1s
ﬂi?uﬂa;qﬁﬂﬂ%\uﬁ@ 1 AANAN 2544 LLﬂzﬁi@mﬁmiﬂi"uﬂgangwmmﬂuiuﬁ 1 WENEY 2547
TnelFuannisanfiunisdu 2 doude 1. N15IALTILTINTBYA NMTLATEN WAZNITRATN
dayaniigaiuainsnisanuleanis  uar 2. drurasnisnesauuaznisiiszds
LﬁﬂLﬁUi%Ui%Niﬂ:&a WAZ LBIFENLANANITAINTUNIFIIN reexamination WAL reevaluation

Tnaidauusn gniauualiy GVP (Good Vigilance Practice) @1l 2 gnrinuunli GPSP (Good

Post-marketing Study Practice) GPMSP gnanianliliie 20 fuaax 2547

GPSP (Good Post-marketing Study Practice)

1un19A71E1NN3 GPSP ANM3nnuuas s azidsaniisevenazfasaiiuniaialdinng

1
=

o =2 o dl dl Y a QI/ PPN
WnszdauaznisAneanulasaiaresen i sas LL@EZLW@SLMLT]ﬂﬂ@']llﬂdushiﬂfl’m@ll@vmﬂ
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o Y o . . ) @ v Al A vy
ULAUBLNBURTL reexamination LAY reevaluation L‘}Juﬂlmﬂ@wm@n@im
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1. Post-marketing survey
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3. Special drug use-results survey
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4. Post-marketing clinical study
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reexamination) LAY 1AM AU29 PMDA mmﬁi:ﬂﬂuumﬂﬁﬂﬁ (#115Y reevaluation) L@
dsziiunisdjifaesdyvmen  Tnansaasupuideleresdayanissmiiusmusmsuas
¥ dl ] b4 dl 1 =R & a dg/
do3anaqlingynaean s s e U N9 IR sT AR LA INBUN9RALTD T8N
nsALiuNNsAaTn TaaNuRAaeLusazgn wazdeys compliance survey 4nvinlne PMDA
e Marketer's compliance survey aannTag MHLW %\1%?3‘]_4 91 compliance 98 non-

. aa o dl o 3| v
compliance warszyAanigdnnanilulilsos
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Ansimunisldardnwiniduaina As MedDRAAUIUNgR lTulanaihauiiunan 2543
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WNRNAANNeates Taz 2 AT Il Maintenance and Support Organization (MSSO)

nﬁwﬁ 5 Flow of Post-marketing Surveys and Reexaminations/Reevaluations
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( MHLW) « «PMDA [KIKQO] » »

Receipt of reexamination
application

!

Reliability review of application data
+ GPSP review
= Werification frq:-m source data

v

Review on quality, efficacy, and
safety

I

Checking of review report -— Preparation of review report

l Submission

Report to, review (or repart), and
discussions with PAFSC Committees

:

FPublication of reexamination results

AU 31 FU2NAN 2540 BNAGNNUNIUIAELINIINN re-examination Tutlseimnediu wud

a

e NdUse@nsnin waztaansde 562 a0a Wiralilusianisen 1,577 318017 Wluanndesag
=

gnnunauLlsy@ninn uazvilasadsdn 47 aila videidusanisen 133 91anis laddann i

Usv@ananinuazliilaansde aazidanfanisen 9

42



A15190 9 Ausuenignnunaulaevin Reexaminations atlsuimacli]u (desyaia 31 sunay

2540)
enfifidsz@ninm uazdaendy | enfidedesgnununautsz@nanan | enithifsz@ninm uazbidaens
uaztaensi
anseengns 378N1981 anseenans $1EN"98 anseengns 378N1981
562 1,577 47 133 0 0

111 Pharmaceutical Safety Bureau, N9¥nan9ansnsnugauazadannisdann szmeargiu

N19ANLUWNNS reevaluation

) = 5 4 o = a o Ay ve o
Lﬂuﬂ’]‘j“W@’]?m’]sﬁ’]Lﬂﬂﬂﬂﬂﬂ?t@ﬁ/]ﬁﬂq‘wLL@XﬁQ’]Nﬂ@'ﬂﬂﬂﬂﬂ]@\i‘ﬂ’]ﬂiﬁﬁ‘ﬂﬂ’\?‘iﬂ?‘ﬂ\‘l

= ¥ 1757 e o dl | o dyql A o
NTLLELLLAT Tmﬂhmmﬂ@mqmmwmmemmm's‘mmLﬂuﬂ@@quu seuuiENluRa U U AN

1971 (W.A.2514) Taenfunisaniiunisninuuanialfuanauueitu sdenlufeuunsas
1985 (W.A. 2528) AuflunsUfimnunguung wazszuulnsiinisldluneungunian 1988

(W.A. 2531) wazdinisFuigelumaununnius 1990 (w.A. 2533) Tnasyuuiiiinisaniiiunng

o o

Y @ ya a A g dll v
JRNIATNTINANN PAFSC ’Q%Lﬂu@]L?NW@’]?M'\E’]‘V]@ZW@\‘MM‘V]QH BAZSLNBANTTNNTTARNINIT

Literature survey WIIANANNLEENYN  LFEMeNNFe9NN Literature  survey Auin1mumbd

NYNHNE

[ '
¥ [ %

NITNIWMHNIRINIUAEat N NEdesiueNalty PeeueensINnIg Jun 28
WOHNIAN 1993 (WA, 2536) lilaualiinisAruANNITNAREIUAZNIATLANATAN NGBS

NILVYINEN AN YA T A91IUNN9911 dissolution test Aaanfluilszan luwnau

o Y o

NUANRUS 1997 (W.A. 2540) 81YNFAFBININIIAILANATIUNINGT (quality reevaluation) tiNe T

q

fulalugmuninaesen antazuazdeniuunluniain  dissolution lAgndaniauduiuen

Py AN Ny o | 4 X ° ¥ a o o

Funuui ldddaniuueninen Sunautidunisinlfifiaaudulaluguninaessiadoiae
£lueiu wa bioequivalence 1a98NANYALENAWLLL MAIAINTWINIUN 22 §urnAn 1997 (W.A.
2540)A9H1WIN1N19ANET  bioequivalence luanandtyau TeinsuFutlaaundonanluium

31 WOHAIAN 2001 (W.A. 2544) wazHANaNysallutl 2006 (W.A. 2549)

43



A1MFUT18N1981991 dissolution UAIAINHNITALANADININAINAIILAD public

dissolution test gnuwInagludauil 3 289 Pharmaceutical codex 9931szinatiu (WNW 23

1
o

AN 1999 (W.A. 2542) 9UN 31 WEBHNIAN 1999(W.A. 2542)

A i Y 4 o Ay vo o , Sy
ﬂo_,lﬂ‘u LW@?QU?"JN"H@&J@Lﬂﬁl')m.lﬂ’)’]NF’!Mﬂ’]Wﬂ’Wﬂﬂ?UﬂW?VI’W reevaluation 1BANENNARIRAEAN

Tudaunme saunedeyarinundeulug uazrlddliiuginaadessine daqiiull orange book

AANNILAD 25 217U (4 1B HWAN 2006, W.A. 2549)

AINA 8 NITLIUNITANEIUNNT re-evaluation

(MHLW)
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Review on quality, efficacy, and safety

!

Publication of reevaluation results
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NARNUIN
FOLDER LIST in DESI Report
Series 1: DES
Ad hoc Committee on Drug Efficacy Review: Meeting: 20 Apr 1966
Agreement on Transmittal of New Drug Applications from FDA to NAS: 1966
Aid to FDA in Implementing Recommendations: 1967-1968
Beginning of Program: 1966
Categorization of Drugs: Aug 1966
Chronology: 1968
Committee on Drug Categorization: 1966
Conference on Guidelines: Assembly of Organizational Delegates: Proceedings: 1966
Conference on Guidelines: Report of Pharmaceutical Manufacturers Association (PMA): 1966
Conference on Guidelines: General: 1966
Conference on Guidelines for Drugs Ranked “Effective, But”: 5 Apr 1971
Contract: 1966-1968
Critiques of DES by Executive Secretaries: 1966-1968
“Drug Efficacy Study of the NAS-NRC”: Smith R G [History of DES]: 1968
End of Program: 1969

FDA Interim Index to Evaluations Published in Federal Register for NAS-NRC Reviewed
Prescription Drugs: 1974

General Statements: 1967-1968

Guidelines: 1966

Guidelines: General: 1966-1967

Ineffective Drugs: Roster: 1972

Ineffective Drugs: Roster: 1969-1971

Information Exchanges: Veterinary Drug Study: 1966-1968
Information Releases by FDA: 1967-1968

Invitations to Panel Members to Testify in Legal Proceedings: 1970
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Invitations to Panel Members to Testify in Legal Proceedings [US Vitamin v Finch]: 1969
Invitations to Panel Members to Testify in Legal Proceedings [Bentyl]: 1968
Meetings: Listings: 1966-1968

Memoranda to Executive Secretaries: 1966-1968

Memoranda to Panel Chairmen & Members: 1966-1968

Memoranda to Policy Advisory Committee (PAC): 1966-1968

Organizing Committee: 1966

Policies: Panel Members Testifying in Legal Proceedings: 1968

Problems: Clarification of “Effective But” Ranking: 1971-1972

Problems: Clarification of “Effective But” Ranking: Meeting: 5 Apr 1971

Problems: Clarification of “Effective But” Ranking: Memorandum to Panel Chairmen: Jan 1971
Problems: Legal Status of Package Inserts [Modell Editorial “FDA Censorship”]: 1967
Problems: Therapeutic Equivalence of Generic Drugs: 1967-1969

Progress Reports: 1966-1969

Reporting Forms: 1966

Retention of Records: 1967-1968

Special Statements: 1967-1968

Speeches on History & Work of DES by Cannan Gilman & Trexler: 1966-1968

Staff Meetings: 1966-1968

Structure: 1966-1969

General: 1972-1974

General: 1966-1970

Series 2: DES PANELS

Administrative Procedures: 1966-1967
Allergy: Meetings: 1966-1968

Allergy: Membership: 1966
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Allergy: General: 1966-1969
Anesthesia: Membership: 1966
Anesthesia: General: 1966-1969
Anti-Infectives (1): 1966-1969
Anti-Infectives (I1): Consultants: 1967
Anti-Infectives (I1): General: 1966-1968
Anti-Infectives (l11): Membership: 1966
Anti-Infectives (IIl): General: 1966-1969
Anti-Infectives (1V): 1966-1969
Anti-Infectives (V): 1966-1968
Anti-Infectives: Membership: 1966-1967
Antineoplastic: Membership: 1966
Antineoplastic: General: 1966-1968
Anti-Parasitic: Membership: 1966
Anti-Parasitic: General: 1966-1968
Cardiovascular (I): Membership: 1966-1967
Cardiovascular (I): General: 1966-1968
Cardiovascular (I): Membership: 1967
Cardiovascular (11): General: 1967-1969
Chairmen: Rosters: 1966-1968
Chairmen’s Meetings: First: 9 Sep 1966
Consultants: Surgery: 1967
Consultants: Urology: 1967-1969
Dentistry: Membership: 1966

Dentistry: General: 1966-1969
Dermatology (1): Membership: 1966-1969

Dermatology (1): General: 1966-1969
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Dermatology (I1): Membership: 1966-1967

Dermatology (Il): General: 1966-1969

Dermatology (IIl): Membership: 1967

Dermatology (Ill): General: 1967-1969

Diagnostic Agents: Membership: 1966

Diagnostic Agents: General: 1966-1968

Endocrine Disturbances: Membership: 1966

Endocrine Disturbances: General: 1966-1968

Executive Secretaries: 1966-1968

Fluid & Electrolyte Imbalance: Membership: 1966-1967

Fluid & Electrolyte Imbalance: General: 1966-1968
Gastroenterology (I): Membership: 1966

Gastroenterology (I): General: 1966-1969

Gastroenterology (I1): Membership: 1966-1967

Gastroenterology (Il): General: 1966-1968

Hematology: Membership: 1966

Hematology: General: 1966-1969

Interviews with Chairmen: 1967

Meetings: Listings: 1966-1968

Membership: Comments on DES Experience: 1969

Membership: Comments on Topics for Final Report: 1969
Membership: Comments on Topics for Final Report: Excerpts: 1969
Membership: End of Term Letters: 1969

Membership: Nominations by Panel Chairmen: 1966

Membership: Nominations of Chairmen by Professional & Scientific Societies: 1966
Membership: Release of Names of Panel Members to Congress: 1968

Membership: General: 1966-1969
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Metabolic: Membership: 1966
Metabolic: General: 1966-1968
Neurological: Membership: 1966-1967

Neurological: General: 1966-1969
Ophthalmology: Membership: 1966

Ophthalmology: General: 1966-1968
Psychiatric: Consultants: 1967-1968
Psychiatric: Membership: 1966-1967
Psychiatric: General: 1966-1971

Relief of Pain: Membership: 1966-1967

Relief of Pain: General: 1966-1968
Reproductive System: Membership: 1966
Reproductive System: General: 1966-1968
Respiratory Disturbances: Membership: 1966-1967
Respiratory Disturbances: General: 1966-1968
Rheumatic Diseases: Consultants: 1967
Rheumatic Diseases: Membership: 1966
Rheumatic Diseases: General: 1966-1969
Surgery: Establishment: 1967

Surgery: Membership: 1967-1968

Surgery: General: 1967-1969

General: 1966-1967

Series 3: DES POLICY ADVISORY COMMITTEE (PAC)

Executive Committee: Briefing for Pharmaceutical Manufacturers Association on Status of Drug
Efficacy Study: 31 Oct 1967

Executive Committee: Meeting to Consider Classification of Anti-Infective Combination Drugs: 24
May 1968

Executive Committee: Meeting with Representatives of FDA: 30 Nov 1967
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Meeting: Joint with Panel Chairmen: 17 May 1967

Meeting with FDA on Interpretation of DES Reports: 23 Jan 1969
Meetings: Fourth: 6 Mar 1969

Meetings: Third: 27 Mar 1968

Meetings: Second: 12 Jan 1967

Meetings: First [DES Meeting with Representatives of FDA]: 16 Dec 1966
Membership: Appointments: 1966-1968

Membership: General: 1966-1967

Resolution on Publications by Panel Members: 1968

General: 1966-1968

Series 4: DES REPORTS

Categorization of Final Reports: 1968

Final: 1969

Final: Distribution: 1969

Final: Preparation: 1968-1969

Final: Transmittal to Panel Members: 1969

Final: General: 1968-1970

Reevaluation of Drugs Ranked “Effective But”: Allergy: 1971
Reevaluation of Drugs Ranked “Effective But”: Anesthesia: 1971
Reevaluation of Drugs Ranked “Effective But”: Anti-Infective: 1971
Reevaluation of Drugs Ranked “Effective But”: Antineoplastic: 1971
Reevaluation of Drugs Ranked “Effective But”: Antiparasitic: 1971
Reevaluation of Drugs Ranked “Effective But”: Cardiovascular: 1971
Reevaluation of Drugs Ranked “Effective But”: Dentistry: 1971
Reevaluation of Drugs Ranked “Effective But”: Fluid & Electrolyte Imbalance: 1971

Reevaluation of Drugs Ranked “Effective But”: Gastroenterologic: 1971
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Reevaluation of Drugs Ranked “Effective But”: Hematologic: 1971
Reevaluation of Drugs Ranked “Effective But”: Metabolic: 1971
Reevaluation of Drugs Ranked “Effective But”: Neurological: 1971
Reevaluation of Drugs Ranked “Effective But”: Ophthalmologic: 1971
Reevaluation of Drugs Ranked “Effective But”: Relief of Pain: 1971
Reevaluation of Drugs Ranked “Effective But”: Reproductive System: 1971
Reevaluation of Drugs Ranked “Effective But”: Respiratory Disturbances: 1971
Reevaluation of Drugs Ranked “Effective But”: Rheumatic Diseases: 1971
Reevaluation of Drugs Ranked “Effective But”: Surgery: 1971

Reevaluation of Drugs Ranked “Effective But”: General: 1971

Release: 1967-1968

Submissions 1-6: 1968

Submissions 7-10: 1968

Submissions 11-15: 1968

Submissions 16-19: 1968

Submissions 20-25: 1968-1969

Summaries: 1968

White Papers: Anti-Infective Combinations: 1968-1969

General: 1967-1968

Series 5: DES NAME FILES

Cannan R K [Special Assistant to NAS President]: 1963-1968
De Haen P [Drugs in Use Index Card System]: 1964-1967

Gilman A [PAC Exec Com Member]: 1967-1968

Goddard J L [FDA Commissioner]: 1966-1968
Middleton W S [DES Chairman]: 1967-1968

Middleton W S [DES Chairman]: 1966
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Middleton W S: Drug Research Board (DRB) Correspondence: 1965
Middleton W S: Drug Research Board (DRB) Correspondence: 1963-1964
Seevers M: 1967

Shirkey H C [PAC Member]: 1966-1969

Smith R G [FDA Liaison to NAS]: 1966-1968

Series 6: PRESS COVERAGE

Press Coverage: News Articles: 1969
Press Coverage: News Articles: 1968
Press Coverage: News Articles: 1966-1967

Press Coverage: General: 1967-1970
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