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Most drugs have two side of effects, which called as benefit and harms. The safe drug is considered when the benefit is larger than its
cost or harms. The risk management is established when the harms of drug usages be decreased without decline of its benefits. The risk
management was composed of 1) risk assessment (estimation and evaluation of risk), 2) risk confrontation (determination of acceptable
risk level in social context), 3) risk intervention (actions to control risk or risk minimization), 4) risk communication (interactive process of
exchanging risk information), and 5) risk management evaluation (measurements of effectiveness of aformentioned activities). These risk
managements need various pharmacoepidemiologic methods and extensive data collections, which encompass the efforts and coopera-

tions of health care providers, pharmaceutical companies, governments and all patients.
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Al golt? F, gJelwelE Sle) AMdo] Fo
ohjar, olefst 23l AkelE ofuUA =Y AIA|, 1
83 dpo] AR G9E YERIEA A B
Ao o}, MF-AHO R 5TAR Yol A
(Figure 2). WA k=2 flal AbellE FxskaL st
H&le] AEE Hrret (18 371, risk assessment),
o)k F=ol3} ALs] Al Sl 8 ThseA] A sl
of sth(9Jall 4=+ AH, risk confrontation). ©]of whe}
AallE Ak Haslshs 2AEe FHsta (9l A,
risk intervention), ¢|2st s ARl FA| ARERS
s wgkstojol CH(SIS] 15, risk communication).
a8a 7 @A Es AdE AE7shE AYs soko]
W E2 Bedsfor sheh(Ssl 2] H7F, risk management

evaluation).
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FIGURE 1. Causes of risks in drug usage.
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FIGURE 2. 5 steps of risk management.
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AAE & F vk AsAoln] AHAORE ARE 7
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& gslt), w3k ookEe] Ve A% SR8 Y3 2 err is Human: Building a Safer Health System (2000)”
SARIO R Al 5 57} AR S ek kL, & o] A EWstaL o5 Foto] Ryt oJokE A
AR SRIoR Al 5 PINEE e8] ® Stk Qo] ofaf ete] kol W Pt e ol w

oln] &4#HF F-2-E Fol= Aled A& F3te] 1 9 g} m=Abs]e] of YW ook o] QbdAREel gt et
e ARl e o Sl TR AR EAshs A S7FsHAl HASith ol AgolA oJekE ARkl 9
o g glormw dujxl BAkge] sk Add v g SJsE Fol7] flaliMs AAET ApdellA Sl E
= W Fesk = 87F B AlEagel Azl B Sgk AAARJD 2o Aol FxHUTE EF Ao
= AASH BT RN QokE AHE o QI Fo S AollM ApkA o 7 i oJoke] thste] AAIEH ffsf ke
SUAZIL FIEE A S Qlk Tz g3 1 g3l deiM® oiEs Al7IsH

ols} Btsto] e of] Gelrl gl vk ¥ Hglch ol Wt v)5e] FDACIAE Slshel et 2
9% W) AP P VRS FUOE FelW F GORES FHOE 931 B FInA 91 Akt A

2o fisk el 2273 &g AegE st 2F(Risk Minimization Action Plan, Risk MAP)"< 714
stk 2 vlselA gJekEel digk sidel= 7199 A of|N AEStes sh= AR WIS Ao ol gt A3
WAL AERRE AIAEIT A Al Yol A= 2l < Besich o)= Sal7E 2 dokE T 54 gJekEel
7t & AR dS5H s dF AlEe tste] gt AEA st 98l s Asdo s 3ud hds TXAI7I A
WAL 7IA olgle] BAF W oRQlE o ¢ wS ah= A A"
eI vkl F ol SARES nhdE gk 1Y el Hast AT = LEl s A7) Slet
U oolgsh ey g dF AgrIge dFEE W B AAES et} o] B4E FEiA Al A
A= lom, 7 Y&E A7 v BEs Belal 93] gk Apgell dsk 54 x| il AfyAeld & 9l
e Ayl g d Frie 719d - AFEE vekst L, A, 2=A, J2Ra/EeE AFY HA AR S, S
Al AAE e (Table 1). ol gk AFE A5 5 Utk FDACIA = thekst A3
139 5 2000 The Institute of MedicinelA “To S5-9 sitel oisA EAdskal #ejskal vk dAl uef

TABLE 1. Risk Minimization programs in USA

A A8 #eE Z2ae Faus
Thalomid® (thalidomide) —AH/E A} S= 3} 27 Fof
S.T.E.P.S. (System for Thailidomide Education and - &g

Prescribing Safety) — 3o /3 A} w5

— 325 o] A
=B/ A ] o) F-71A)

(Patient/prescriber mandatory enroliment) £ 3=%] ZA} (follow-up survey)
—AE {5 O ALEA, 4577 35, A 79 AW

Tikosyn® (dofetilide) — A7) 5 E /91 7} (Tikosyn® L &%)

T.L.P.S. (Tikosyn in Pharmacy System) —-3x Y E Y
—AE {5 (R, w Ageict dld e

Accutane® (isotretinoin) — A BER kAL TR} A Ko

S.M.AR.T. (System to Manage Accutane -9k A3t Leeter of understanding (312 A T2 ~E)

Related Teratogenicity) —Algte FE AR ~EA, gFEA, 309 T, TATE 7 AW

— A z2AL
-3 K /522
—uHAE
-3

—Medication guide

Coumadin® (Warfarin sodium) -8 AZE]

CoumacCare - YEY
—~ACTION $A4-5=
(Anticoagulation Cinsortium to Improve Outcomes Natiionally)
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Az AHEES e8] frE 4 Jus =y
A2 A7) 2AE SEANY

3) A M YAl (Performance—linked access sys-
tems)
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5. 2laii2tz2] ™W7KRisk management evaluation)

A3l AR A, A, A DS gE] e Eole
W Eo] A= AlgE o] Z|tjshs adE EsEA,
sk 7 oA Q3] AR Zois gz & AdEgiE]
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de H7kehs #oltt kst el
of ot SHANEE sk, olF SHsto] flsiwel &
AR Ag G d] anpjolck
<& TAZAeA, YA oE froste]
of ap, YA F37t 54 Thsdtolof stk olesh Had
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