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T—E A = T OFEX, ERPEGERE OSHTICD L b DO TIERL, FIZE
OoFrEHIZHWARETHD, TLTC, T—HF~vA =V TOFEIL, E6kd
PGS LB T 6D HERI7R S 7 VBT D 7o O OFERHENT FIEEZ H W5 2
LICE-T, BEBEDOIEZESHIZT LI LENTE D, ZOHETITIAZO
RESEERITHZLIETTE RV, EEIM TOREBICHWDSGAICITEER
DUETHDH, BT, T4~ =V TOFEEERTLLE. 7 Fum
DEDICHESNTHIEEZBETRETH DL, b, ZOBEIXZOFED
JRE L REEICBER L TV ENDLTH D (BESEITIVUX, FrRENE S, BE
DRV AFEFLOABRREITEL LT TRER X, T —F~vA=0T%
AVTHEVRS ZEIETERY, T—F~A =0 72 HVIRHERIL. BRWE
DGR, L0 BEARNICE 21X, B2 AR ORWERBERORE 2722 LD
25D AR MEICNIET DIBER NS T ARk Lz E TR+ & ThH b, T
RTCOVTFNVE, BEEOFTREMELZ R L7 LT _X&Th b, o, &
TFARRBDENRNT LR, MENFELRNWI EZ2ERT 55D TR,
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. JEBIEERERR T (Case series)

—HEOREFIREIC LD, EA L AEFRZ L OBREEOILAE LN 5E1H
B, I Z DO FIEX R & FORE L OB OBEM ZBIET 5 L0 b,
Wil ESETHZ EWCEAERHTOD, 7FH7 4 7%y —, BARRMNEN., HEMEER
BBEIESE, AT 4 —7 v A « ¥ a Y IR SR & O EBIR <
SONAMARAEFRERNHL LB TVAY Y Zokn, Z0kHRFE
RINEREESINT-HGAE, BETZOL ) REFICESAZES, R 7 rr—
7 TR OGER 7R IR IC B O HRETh D,

H RS DL (Stimulated reporting)

FEEGICE LT, 2 WITHBARE Lz, FEoki (@ xE, HmEN) csn
T ERHMEIC L 8E %L LHEET 2720100 OO FIERAN L TE =Y,
B, AEELOBEFRESDH D COEHE SNz HIEICESWTRERIC,
BEEZORELMEST L HEENDH D, 20X D RFIEIC L > THREEE S5 28,
SR — A T RITBIT DR, BRI S Lo TLE D 2 &R0, [FElR
R ThH D Z LIRS B,

MRS BN, BENEREFEMZICHEMBAICZ MG R AR U, BRSBTS
OFERICEEZL, AEFELD AN INHGEITERRE LT LRI Z &
WD, BiZBEFEMH Ll S DN (B2, EEOERFRELE X 581
O, A VT RA=NRT 7 v 7 A%) ZREL TS LW, filkEEHICET5A
FERERWMEORRIZAITO Z LITK Y | REDEIRFMZFITK U TH LWIEATEHE 2 5 40
SH, EFITHEH SN HRE R ORZEMEHFRERIET 2 2 R Re s 2D (f
ZI1E. BARICE T 5 TIREZHMA [Early Post-marketing Phase Vigilance : EPPV] %), Z
IO ABHERRE L ARTRETHY, 20D, ZoREHENHELNT
T NOITIEMERREBREE RO D Z LT TE 00, MEREHET L2 LI1LTE S,

FEREH—~1 Z > A (Active Surveillance)

FERRA T — A T 2 AT, ZERY — A T2 R LI BT, & 52 CHEHE S
TRk T e e 2 AN L THEELORHAR L ZRIIR L LY LT 5FETH D,
I —_A S5 20—l LT, BEDOEKIEGEAZ T T-BEDY RV EH T a
S AL DBHNRSH D, ZOIEHDWMTT 2521 % EFIC, HHRAREER~ORARY
Z DT DA BT D, kI, e O EELWE T 50T — 4
ZEL DI, B — A 52 R AT A E N FRZE Y — A T R
AT LEHWD LD G EBTATREMEN &,

. LS E RS (Sentinel sites)

FEMRH Y — A T 2 R, BRIEREEE ) Sl Sh A EFRICET 55848
MOIEMEIR T — 2 gt D720, Yo 7V OPLEEREBIZ 31T 5 2Pk
DL E 2 —XIEEKRO/ IIEM~DA U Z B 2—%1T9 T &IT K> TERT
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HTEMWTEDL, FFEDOERNLIL, TBROBREME T AT LATIHEHELZ N
f%&wkmbmé%mwm\$l®7 ZEDIEREEDZENTE D, &5

BIXN AR =R R I B W CELA S O SKAE AR BT 2 O A F %
E%k#é*&%f%é“iﬁﬁzﬁ%%miﬁ@%kbf BRSNS T A S
BOVIRVHE OIS KRRERARDND RERD D, mﬁiﬁw% BT 2 FEMmAY
P TR, EPE. TR, BT X —F Ol TEE LTHEHASN
LEHFNTHD THITH D, TOX I RHisk TIE, FrE O EIE S O B &
<. HEL ?&ﬂ:j‘é%ﬂ%ﬁlm’)fb‘éo X6, BFFEOHAKEGCIEIa sy Ba—
AL ENTZHERBRERE S AT ML > THEREORFHEEZ HEME T, A
NIRFERBA) S — A T U AV AT Lo TS, AEFEE CoEhE=X
Vo 70E, BOBEBRAEEZHH L COWDEETODY 27 OREICHAHREEMN
H5,

KA N> hE=H 1 >~ (Drug event monitoring)

RN NE=H Y T, Eﬁm££@Wﬁ@%@m%—&4ﬁyxm~
FETH D, HHIA Ry NE=X Y VT, BILST— % TR RS
IR > TERENEESNISENH D, LT, T?%ﬁAfﬁ%ﬁétbc
BERD 729 OB RE 23 BLUE ORI TRFE T BF T En 5, B=EIC

e, JmIGPE R %%@ﬁ(%%%ﬁH%a@)\§5£\hﬁk®$%&o
ik OBRAICHET A IERND S ENGEFL2 B 8T AR NE= Y T OR
RE LT, EMEOCBREDRIZROKEI LT —ZIWNEDE SN T-oE D L
ERHY ., ZOEOEERY VS FANRHBIZR D RN H 5, -, BED
E R S I 22 D TREMED N B 5, RIS E L TIE. ZROEMK D/ TBE
MOEERZICHET D L0 EFEMREREINETE 5N H 5,

BEklE (Registries)

BRERIE &3 A~ OFE 2 2T 0 BEO DU A N TH D, ZORHEICIE
R OREBER) D56 LRPEORE CGEAIEMREHE) OBardbs, 2o
DGR LT, B R Th 5 BE T — 2 OFEN R D IT@E 2003, (L
SNTEMEEZHAONT EOKERE ., /A &0 LT TIREST L 2 LR TE 5,
MR RR HEJE 0D B2 i SO ST K7 T 0D Bk 5 D 2 AEBR Gakhll P2 13, A ] K
OERARAER I B D O RN BT % 7 — 2 OIEEITRITSL D, £, REX
FRAIFE L, MR OBREIER O/ 6N — AR L | BREIER Pl ORREE
AT 28FH L2 WVITBENDBEN BTNz = b v — /LR & OFEHFIE ARG
Z BT DIEGI RIFFE O LG R & LTHEMT 22 &8 b5 265,

BRI CEAIEEN) BEIE TIE, 3028 2 0 BE RN R 2R 8 2 AT )
EIDEMBENTT 272012, HEGROEIRS (Bl 2IX, AW ra i % 24
M UTZBIER ) v~ F BB OBREHIES) 20 LIcER IR e 5, B K
AIGEHD) BRI ECIT, MmAE, Rk RSB S HAEN 205 L7050
bbb D, BEZREFBH T2 Z LR TE, ak— MIRICHEAZ AN, FE L
SNTEEMEZHWTHERRIIET 27— 2NET L2 LR TE 5, xFHREE
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EixliF7enadk— MFRE TR, BEELZAET LI ENTEX LM, FREEZZT
TWARWE=O, BEMZZEHT 2 Z 23Ty, LaLAnb, Zhbit,
WCENRT T R HLIONWTE T HBRT AT EE 2D, ZOFEDX
AL 1L, FFE DR B Z G & 3 D A/ R OR 2 REHT 25 6 1013
DTHEHTHD,

Ll B2 A 22 (Comparative Observational Studies)

RO TT, AEFROTNCS T 5 EE RS TH S, [ UL
SRR 1 B Mt SR 2 7 A ORIEI A2 S OBERTEDT A i
5. SRHOTYA L OER O, BB, EFHIETER KR M5 (%
ERUHIAEHIR) 2 505,

. REWTFZE (FHAS)  (Cross-sectional study (survey))

FEWTAIFZE Tk, SEAI6E I SUIE B ORBBICEIR 22 < BL— DR CUT—E DR
MM Z L) CTOREFEMANLT =X EZNETDH, ZOXA TOMZEIL, FIZ
FREHE UIAERZ Lo O 0T — X IEIZHW B D, BEEHFIED 70
KX, ERIOMEHET 7 AL ORFOBEME 2 BT 2 E N TE R
WETHD, ZNHOMEIT, HOHRESTORBOEREEZRHNT LI L0, W
< OMDERET DR TT —H &2 & 52 LD TE HEAITITRERA 72 E 0 % it
THDOIHRDESHNLNTWD, TNHLOWFEIEETZ, AREY EOoirick T
LIgEEET U NI AL OBBENREEEORFHILHND Z LN TX 5, Rl
eI, FEAE AN ORIBIZ L0 2L LAtk L<FIHS NS,

. JEBI%f BRAFFZE  (Case-control study)

JEGI T TIE, R CUIER) 2AT2EMNZ DER &35, RIZ,
JEGI &R CAER G, DR (UERERER A S R0WEE) | 2R 5,
SRICBIT DA OB HORIG D, JFEMIZR T 2 A OB HOEIG 2 RET D
LI RGIET, ARZRRNTNETH D, WMHOHEHOEEOLEICIL, Ay X
AR bND, oAy AL, WO SR O EROHETEIHETH 5,
BET, BFEOT = RX—= 2R Y HIEO BRI DO T2 DIEE L2 T — 2 b
JEFIE T2 2L TED, FRREMICH L TREMEEHRD RO ONDGE, 4
AR (B, /N, SR E) (RS W TER] & xR A JERIT 2 2 N TE D,
WA EEROGS, MFEORBMEREM R L LT =2 =3, LER
FHWER KT O b LT — 2 PR E IR 5 b 2 F O3 R e FB
Th o, EGIRIAIZEIL, A CUIBEEDIAD) & —oDOREDOR A HHR
EDOMIZBENEDN B D0 E 9 e lRtT 2 2 L2 AN E T 5 RUCAFFRIC
T DEREFOREEZ AR E T2 5B ICRICANTH 5, fERIAFITI1E, KAl
R L AEFERR L OBMRICELZ b7 b T HREMED & 5 B K ONTHERERR 55 IR
BAZEND, FFlZRIUT OREGIIRATIE TIE, HFROMEFIHRZRD D Z
EMTE D, MEHPAIZIB T 2HEIROT N TOREG CUIAMIZER S
T=AD—HR) BB JFRERICET 2 ROBEBBEMOLE S, BIHRE
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BT Z LR FREE 8D,

. 27— MJFSE (Cohort study)

ak— MFZE T, FE (UIFESR) oV 27 EFHICBW T, FEER (UTES)
DI RIFIET 2, BN ZE LT, BF 2 L ICIRFIEH O RPLC B
THERPHALNCESND, B, BB O & 2 RER CIEIEA A2 HEH LT
L0, PIOEESTIIEHL CWARWZ 8 E 2 N5, ENOEKIFE AL, B
HHZBEBLTCHLNICENDOT, BEROFEHIZAETH D, A IZET
% 245D 2R — MFFE T, FEAIEARPUZ LSV TS 2 2 — R 23R L,
ZDORBRRIIEMZ1T 5, 2R — ML, BEFROMxI) 2712z T,
HERBOBRAREZWALNCT ILERSIHGEICAEATH D, £, aFm—h
eI, F—OERFEZ AW TEEOEERERERFNT L LARETH D,
LU, A G OIRS (FDEFRARES) 2EHL W BEEZRTFT 01
T IRERIE A NET D 2 E R LWEEOBD TENRT U NI A ERTT D
TEDNELWEAND D, SEFIIRAFZE & RIS, 2 — MFE TR, BHEIMIC
LT KT — 2 = AR GE D 72 O (R BN INEE L 727 — & & W CTEH
ERAHZENTED, £72, adA— MIETIE, OB EEZZEDDH L
LY UREBIEDS H25A T a R — FOEIHRIC L0 . Bk ER (Ek
F. MR, BOHEEZR L QWD ERE, HR%) ICB T2 ZetoRaomstic i
WHZEWTE B,

A R TR CE 285D HBIMICED bW TF —FX— 2R b 5
BB -pficiE, BEFAALT UTHABREH R AT LG0T — F_—
2Ab D, HEIREH GRS AT DINOAER SN DT —F N— 2%, KO
bR s R B OERE ORIREER T — Z _R— X CHB L TV B EBA N5 5, DL D
BT =y NCIERBE T OBET — 258050055, TbDTF —#~—
A%, BEHDLWVITEREZABE LTERENTVD Z &b, BRIEFHOZH
TR UTERRRAE T — 2 %, —EOWRICKT L CRE L S 53D B
WG ENTORWTTREME S & 5, BRARE RN OE SR W & e LGRS 5 0
WCHNT AT HZENTEDLN, BEINLVTIZET DT T A4 30— R ORE
RFFICET 2 B A L TR R&ETh B,

PR BFZE  (Targeted Clinical Investigations)

AGRATOBERBR B\, HER Y 27 BB SN=5E6. T ORIWER OVERKRY
Bl T 57201l S B 72 DK O E G ROOND Z ENRH D, bDHHGHIENR
FOFERERGD) A7 ZHRKIEDLNE D DEFT D 72 O3 2R R R Y H)
RBRERBRAER SN0 Ly, £/, BariaEsHnsZLickoT, ED
X OBBEITN—TTEWEROU A7 NEWDEMBTFEIANIRNELNEIZ L H 5,
S HIZ, YERA O FKBRAYRFE S — X DRI IO THE S 405 Y%A ol AR
DX | WERZ YA EAERSSRY — KA AAER O rTRENE &2 MR 2 72 O IR
B OFERERRD HENDZERNHDH, ZNHORBRIZIT, BELOHERT T 47
ERBLE LERE 2L —y a0 77—<ax X7 4 7 AROEYRBEEE=4%1) o 7)Q
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BENDZLEDBH D,

R 72 ERNC BT DIER Y A7 LTI DR T ¢ v MMIAGRATO AR D
BENDZELHDHD, EARY A XD/ N ERTIN D DRGSR S O 72
BELEMORNDI- DI, ERICEEIT DI LIFTERY, ZOEHsRERITIE,
EEE . NEH D WITBEEINEE AT 2RBEERD 5, /N @inE K OGOk
KEZ AT 5 BEIL, BRRBRICHEZGA T 5 A0 e BE L 3EMREIN R 50 L
nipv, 2LTC, 20X REMICETLI A7 (LF_XX7 4 v b)) ZREL, £O
R&ESEERICT DOICERDEEARBRAHANLND 0 E Liv/awn,

ERXO ERDOBERRBOMMAEDENNTZERORRTT v b - VAT TR
T 4= NVEHLNIT LD, KO UTEKRTIED 528, B ENFEESOY
A HEBIZERLT D700, KB # b SNT-RBRE2 LT 5 enBEILLND,
KB 2 ST BRI AGA ENT- BE 1R, IS A T A& BT 5 72 DIZEH
MAEAEINEND, L, ZOMORERTIL, WY ThHhoRERRRR A (RAET 57
D, AERNROFERIKONT-bD LD, ZOHEOOESORR X, 7Y NI LD
HENHEVICHBHEILEND 2D, ZNNRBROELRER B IEDOREN 7oA AT
BERIETHEMERNHDZETHD, £, RERBFRLI R KRR
V—ANRETH D,

FLIRAYAFSE (Descriptive studies)

FLIRAOBTZEIE, HEAE A 5 B FFROMEOMEEICITA A T, EHEmL
EMEROEERMFTETETH D, ZNbOHFRIE, EICREDERICKIT STV b
LELRORAERICET 2 EANRERZ G L OCEAOMAREZWA SN DD
HWbEN D,

. P D HER5 (Natural history of disease)

P TIE, AR, RO BARBICESN Y THN., ZIUTITRE L BE O
PR, BER SN BB COBRBIN, HESROWIENT U N1 AOFBIEAT
WREWETHZEENEGEND, BUE, TNOLORERNROT U h I AIZIE,
HROBEAT -~ ROAEFSRETER T b EEND, BkONG LD
BERRICKT D ARBAERSERA 7% &\ o IR E DM EZ FIE T 2 F 781,
HREME DR F2E LI 5720088 E LTHVWSN LY, FlxiE, A0HE
EHETHERED L D REBEDOMSER TORHENSRDOAERFRZ ORI 2~
HTOIT, FERBEHIEZ W E PR 23T 5 Z &N TE D,

. = K A FH 92 BT ST (Drug utilization study)

% 3K 5L SERERFSE (DUS) Tl HAEFICHE W TERESN &0 X 5 I
. BFER, HFHESNTOEINROEN S OERNERE, ik 0% s
BT NI LB ED LSBT AR RLNLY, L ORFEN S, Sl
F. MR, FXIEBREEREEOREOEMICET AT B3 EB LN, FRbiE
LI LIE, 4Rl PR, OF FSEHI R O o REPE I L - TRl S5, DUSIE. &
BEFGLN NS OEMICBWTHEHENTWINE I D EHET 572D AN
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b, ZNEOHIENDL, BWEHORERREZHE T 1000 RER T =4
AE LB, DUSIE, AT O EIMOREE & & bIc, AR RIS
BIHFIHFE R A 7 7 O R OFBE BT 5 72l AV b T & 2, DUSIE,
HER SN BB & EBOBIE DENERFT 50N D 2L b TED,
NE ORI T, BENAMICHEAREZHOLTVD0E D5, REIRREL
F TR R OB IS T B IS Ko T, SEMELH O FTREME A I 5 2 &
12 bRICIED, TS DORFFEO BT L LT AL A OBKT 7~ 57—
4 RHIEHIBOFERO KAVE NIRRT S D

REFERENCES

1.

2.

10.

11.

12.
13.

14.

15.

16.

17.

18.

ICH Guideline E2D; Post-approval Safety Data Management: Definitions and Standards for Expedited
Reporting, 3.1.1 Spontaneous Reports.

Pinkston V, Swain EJ. Management of adverse drug reactions and adverse event data through
collection, storage, and retrieval. In Stephens MDB, Talbot JCC, and Routledge PA, eds. Detection of
New Adverse Drug Reactions. 4™ ed. 1998;MacMillan Reference Ltd, London. p282.

Faich GA, U.S. adverse drug reaction surveillance 1989 — 1994. Pharmacoepidemiology Drug Safety
1996; 393-398.

Goldman SA, Limitations and strengths of spontaneous reports data. Clinical Therapeutics 1998; 20
(Suppl C):C40-C44.

Hartmann K, Doser AK, Kuhn M, Postmarketing safety information: How useful are spontaneous
reports. Pharmacoepidemiology and Drug Safety 1999;8:565-S71.

‘Responding to Signals’ Waller PC and Arlett PA, in Pharmacovigilance, Editor Mann RD, John Wiley
and Sons Ltd 2002.

DuMouchel W., Bayesian data mining in large frequency tables, with an application to the FDA
Spontaneous Reporting system. Am Stat 1999;53:177-190.

Bate A, Lindquist M, Edwards IR, A Bayesian neural network method for adverse drug reaction signal
generation. Eur J Clin Pharmacology 1998;54:315-321.

Van Puijenbroek E, Egberts ACG, Heerdink ER, Leufkens HGM, Detecting drug-drug interactions
using a database for spontaneous adverse drug reactions: An example with diuretics and non-steroidal
anti-inflammatory drugs. Eur J Clin Pharmacol 2000;56:733-738.

Venning GR, Identification of adverse reactions to new drugs. I11: Alerting processes and early warning
systems. BMJ 1983;286:458-460.

Edwards IR, The management of adverse drug reactions: From diagnosis to signal. Thérapie
2001;56:727-733.

In Strom BL (ed.). Pharmacoepidemiology, 3™ ed. 2002; John Wiley and Sons, Ltd, New York, NY.
Mitchell AA, Van Bennekom CM, Louik C. A pregnancy-prevention program in women of
childbearing age receiving isotretinoin. N Engl J Med (1995 Jul 13); 333(2):101-6.

Task Force on Risk Management. Report to the FDA Commissioner. Managing the risks from medical
product use: Creating a risk management framework. Part 3. How does FDA conduct postmarketing
surveillance and risk assessment. May 1999.

In Mann RD and Andrews EB (eds.) Pharmacovigilance 2002, John Wiley and Sons, Ltd, West Sussex,
England.

Coulter DM, The New Zealand intensive medicines monitoring programme in pro-active safety
surveillance. Pharmacoepidemiology and Drug Safety 2000;9:273-280.

Mackay FJ, Post-marketing studies. The work of the Drug Safety Research Unit. Drug Safety
1998;19:343-353.

Garcia Rodriguez LA, Perez Gutthann S, Use of the UK General Practice Research Database for
Pharmacoepidemiology. Br. J Clin Pharmacol 1998;45:419-425.

-16 -



	
	 1. 緒言 
	1.1 目的 
	1.2 背景 
	1.3 適用範囲 
	2. 安全性検討事項 
	2.1 安全性検討事項の要素 
	2.1.1　非臨床 
	2.1.2　臨床 
	a.　ヒトにおける安全性データベースの限界 
	 
	b.　承認前の段階で検討されなかった集団 
	c.　有害事象（AE）／副作用（ADR） 
	更なる評価を必要とする特定されたリスク 
	更なる評価を必要とする潜在的リスク 

	d.　特定された相互作用及び潜在的な相互作用（食物－薬物相互作用及び薬物間相互作用を含む） 
	 
	e.　疫学的特徴 
	f.　薬効群共通の作用 


	2.2 要約 

	3. 医薬品安全性監視計画 
	3.1 医薬品安全性監視計画の構成 
	3.1.1　安全性に関する継続検討課題の要約 
	3.1.2　通常の医薬品安全性監視活動 
	3.1.3　安全性の課題に対する行動計画 
	3.1.4　完了すべき安全対策（節目となる予定日を含む）の要約 

	3.2 医薬品安全性監視の方法 
	3.2.1　観察研究の計画及び実施 


	4. 参考文献 
	 別添－医薬品安全性監視の方法 





