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Abstractl] The use of generic drugs is recommended to curb escalating drug expenditures.
Antineoplastic agents are generally expensive and they have been increasingly used to treat solid
tumors as well as hematological malignancies.OJ Switching from brand—-name to generic antineo-
plastic agents is very economical.ll However, there is a great concern in regard to whether ge-
neric drugs are as active and safe as brand —name agents.O In this article, we discuss the
problems associated with generic drug substitution for antineoplastic agents.O0 The safety and
effectiveness of the original brand—name drugs has been well investigated by clinical trials.C0 On
the contrary, only bioequivalence tests, i.e. quantity and purity analysis of an active ingredient,
dissolution tests, and stability tests, are necessary for generic drugs to be marketed.O0 The bioa-
vailability of oral agents is studied to evaluate the similarity between brand —name drugs and
generic formulations, but no such analysis is required for parenteral drugs.00 Since the most of
antineoplastic drugs are used intravenously, it is of note that no in vivo testing must be per-
formed for generic drugs to be approved.[] The interview form described the expected response,
side effects and drug interaction with other agents based on the clinical trials is available for the
brand —name drugs, but not for most generic drugs.00 Generic drug companies are generally
small and only a small number of medical representatives] MROare available, even though they
must deal with many generic drugs.O It is conceivable that the number of MRs is not sufficient
to provide new drug information when needed.d In treating cancer patients with chemotherapeu-
tic agents, the use of less effective and more toxic generic drugs will thus influence the patient
survival and treatment —related toxicity.[0 When we consider introducing generic substitution,
it is important for ourselves to thoroughly evaluate not only the cost but also the activity and
safety of the generic drugs.O After substitution, the treatment responses and side effects should
also be carefully monitored and validate whether the generic drugs are actually safe and effec-

tive for the patients.

Key words[ Generic drug, Brand — name drug, Antineoplastic agent

oo ooooooooooomwoooooo
000000 TelJOIHMHITOO FaxOOTHTTHTTTO E-maild ogata@minf.med.fukuoka—u.ac.jp



— 180 —

Joodoobbbogogooobbuogoooooobod
gooooood

googomgmpogoogoeeggogoogpoeoo
goooorogoogonono

tbpgooOooooog
tbgoo0U0ooOoooooooo
tbgoo0oUooOoOoUoooooooodg

gbobooooooboboboooooooboooboobobobooboboobobobobooboooboo
gboboooooobobobooooooobooobooboboboobooboobobobobooboooboo
gbobooooooboboboooooooobooboboboobooboobobobobooboooo
gboboooooobobobooooobooooobooboboboobooooboobobobooboooo
gbobooooboobobobooooobooooboboboboooboobooboOobobbobooobooDbOooD
gboboooooobooboboboooooogooboobobobobooboobDobobobbobooboo
gbobooooooboboboooooooboooboobobobooboboobobobobooboooboo
gboboooooobobobooooooobooobooboboboobooboobobobobooboooboo
gbobooooooboboboooooooobooboboboobooboobobobobooboooo
gboboooooobooboboooooooooboobobobobobooooboobobobooboooo
gboboooooobgooboboboooooooooobobobbooooboobob0obO0OMRO
gboboooooobooboboboooooogooboobobobobooboobDobobobbobooboo
gbobooooobooboboboooooooboobooboboboobooobobobobooboooboo
gbooobo MrROOOOOODOODODOOODOOOODODOOOOOODOOOODODOOODODO
gbobooooooboboboooooboooboooboobobobooboooboobobobobooooo
gboboooooobooboboooooooooboobobobobobooooboobobobooboooo
gbobooooooboobobooooooooooboboboboboooobDobobobooboooo
gboboooooobooobobooooooogooobobobobobooboobDobobobbobooboo
gboboboooboobuobobobooboooobooboobobobobooooobobo

gbobobobobooboobooboboboboooooo

gboboobd

gboboboooboobooboboboboooooon
gboboboboooooobooboobooboboon
gboboobobooooboooomuoobobon
goobobobooooooooboooomooboo
gboboboboooooobooboobooboboon
gboobooboboooobooooobogooobobon
gooboobobooooooooobogoobobob
gboboboboooooobooboobooboboon
gboobooboboooobooooobogooobobon
gooboobobooooooooobogoobobob
gboboboboooooobooboobooboboon
gooogoog

gbobobooobooboobobobooooooon
gbobobobooooboobooboobobobon
gbobooboboooooooooboooobobon
goobooboboooooooooboooomomo o
gbobobobooooboobooboobobobon
00000@s oooooooooooooooooo
gooboobooboooooooooooobobob
gbobobooooobooobobo

gboboboooboobooboboboooooon
gooboobooboooooooooooobobob
gbobobdoboooobooboobooboobobon
gboboobobooooboooooboooobobon
gooboobooboooooooooooobobob
gbobobdoboooobooboobooboobobon
gboobooboboooooooooboooobobob



gbooooooooooooooooo

gooboobobooooooooobogoobobob
gooooooboooobooobobobobobboboo
gboobooboboooobooooobogooobobon
gooboobobooooooooobogoobobob
gboobobobooooog

gooooooon

goboobbooobooobboobobmoboon
000@ff 0000o000ooooooooooooo
gboboboboooobooboobooboboboon
gboboobobooooooooboooobobon
gobooboboobooboooboooobomobo
oo ooogoooogooooooooooon
gboopoobomoboobobobooooobooobom
goobooboooooooooobob gpooo
gboboboboooobooboobooboobobon
gbogobooboboooooooooboooobobob
goobooboboooooooooooboooob
oooooobmoooooooooboooooboooo
gbogobooboboooooooooboooobobob
gobobooboboooooooooboooobobob
gboboboboooobooboobooboobobon
gbooooboooog

gbobobooobooboobobobooooooo
gboboboboooobooboobooboobobon
gbogobooboboooooooooboooobobob
gobobooboboooooooooboooobobob
gboboboboooobooboobooboobobon
gbogobooboboooooooooboooobobob
gobobooboboooooooooboooobobob
gboboboboooobooboobooboobobon
gboboobobooooooooboooobobob
gobobooboboooooooooboooobobob
gboboboboooobooboobooboobobon
gboobooboboooooooooboooboobomoo
gobbooogoooooboobobuooboooo
gboboboboooooooobooboobobon
gbooboobobooooooooboooobobob
gooboobobooooooooooooboboob
gboboboboooooooobooboobobon
gbobooboboooooooooboooobobon
goobooboobooooon

goooobicoooboobooboboooooog
goooooooooooobooboboobobooon
0®0000000000000ooooooooon
gooooobobobbbbooooooooooboobo
0000000 @Oo0o®00000000000

— 181 —

gooboobooboooooooooooobobob
goboooooooooooobobobobobboboo
gbobooboobooooooooboooobobon
000000000000 00®0000000000
gbooboobooooboobooboobobo

gboboboooboobooboboboooooon
O00000000000000®I000SNMCONn
gbobobobooooooooboooobobon
oiooo0ooO00oooooo sNMCOOGOoGooo
gooooo ALTODOOOOOO0OOO0oOoooboo
gog SNMCDDDDDDDEDDDDDDDDDD
gboobooooboooooooobooobo ALTOD
gooboooooboobogoboboobosNMCcOnon
gbobobdoboooobooboobooboobobon
oo ALTOOOOOOOOOOOOOOOOooOoOn
gooogoob sNMCcOOoochbooobpoooo
gboobooboboboooooog

gboboboooboobooboboboooooon
00000000o®00o00o00o0o0ooooooon
0000®000000000000000P 00O
00000®O0000000000000®000000
ooobooboobobooooooooboobobob
goooooooboobobbbobboooooooon
000000®O00000000MOO0D0O0O0O000O0
0MO000000o®o0o00o0oMmooooooooon
gbobobobooooooooboooobobon
gbogooboooboboooooon

gobooboboooboooboooboobmo
gbobobobooooooooboooobobon
gbobooboboooooooooboooobobon
gooboboboooooooooooobobob
gbobobobooooooooboooobobon
gbobooboboooooooooboooobobon
gooboboboooooooooooobobob
gboooboooooog

gbobooooogoo

gboboboooboobooboboboooooon
000®0000000000o0oooooooo0n
O000000O00O0ONK®PODOOMNK®RMOOOOo
00000000 00®PODO00mMOOO®mOnon
gooobooooooooooooboobobobobooo
gbobobobooooooooboooobobon
gbooboooom

000000000 MO0000®000NK®OOO
ooooodmmg 0 MmgOUOO0O0O0O0O00D0OOO
gobobooobooboooobooboboobmoo



— 182 —

gooooooooobooooboobooooboooboOooooooooooo

ooooo® NK® noo®
oo [Dmgl:l[l:l]mgm D]mgI:II:I:Dmgm D:Ing[I:DngDIﬁIEI
goooood DDDDDDDDDUD DDDDDDDDDMD DDDDDDDDDMD
pHODwvVOOOOO ooooo ooooo oooo

ooo

0000ooooooooog
O00mLO@Mmg O 0O MOMmL
DOOmg OO0

0o0o0oooooooooogg
O0mLOMmg O 0O MOMmL
DO0O0Omg OO0

goooooooooooon
O00mLOOmg O 0 MOmMmL
OO00Omg O 0 MMOmL
OO0Omg OO0

goooooooOo00D0Mmg
oo0MmoobDddmg OO0

gooooooo0O00D0Emg
oo0Mmoooddmg OO0

gooooooo0O0008mg
oo0Mmoooddmg OO0

oo

000000 0@MmgO0mg
00 MmMOmgdO0Omg 000

oo

ooood

goooooboooooood
gobooooo

goooobooboooooood
gooooooo

goooboboooooood
gooooooo

ooooo

ogooooboooooooood
gooooooooooooog
gooooooocoboooood
oo

goooboooooooooog
gooooomoob 210mg
/mb000000000o0oo
goooOooooooooog

g.oooobooooooooao
0000mMmO0O00O0Omg/m’

poboboooooooooooo
gooobooooboood
goooboooooooog
gooboooocooooooo
gooooooooooood
ooo
ooo

lL.oboooooooooogao
0000000 210mg/m?
poboooooboooooooo
gooobooooobooood
ooooobDooooooooo
gboooooooooooobo
gooooooooooood
ooo

ooo

oo

000ooADoooOooondd
goboooooogoooood
gooooobooobooood
000DMmbooodng oo
oanooooo

oooooooooboooog
goooooooobooog
ooooooo

oooooooooboboooDo
gboooooooboooo
ooooooo

oooood

oooooomwroo

ooboooomwroo
gooooo

oo
oo

ooooo

oooooooooooosen
563 — 5700 20060

od

oooood

ooooooImrEDod

IFOOOO0ODOOOO00O0O0

oo

0o00000o0o20050 IMso

180

2200

g

goooooobogo

oo

JcoGghoooooooooo
oooogo
Jcocooooonoonoo
osAGO OO0

oo

oooood

oooooo

ooooooo
oooo Taod

od

gooao

ooooooo
00000oamnoa
I -0 0aTd

oo

ooo

oooooo

oo

gooooo

o®ooo00oooooooon

gooobobO0Odmg O

gbooooobooboboboboboooobogobo
gboooooooboobobobooooobooobogobo

goooog

gboboboooboobobobobobooooon

00mooooo®000

gomooooobooob

weekly OO 00D O0O00O0OO0OO0ODOOOOOODOOOOO
gbooooooboobooboboboboooooboobo

goooo

00000000 00pHOOODOOOO®OO0O0O0
000000000000 @MNKROOOOODOOOODO

gooobobboooob

MOoo0o®00 pHOOOD

0000000000000 000MMNK®ODOODOO

oobooobooooom

NKROOOODODODOOOoOOo

00000MO00®000000000oonooon
0000000000000 0MNK®ROOOOODOO
0000000000000 O00o0®00o0o00oooon

oo




gbooooooooooooooooo

000000000000 0000000000%®0
gbobobdoboooobooboobooboobobon
gboboobobooooboooooboooobobon
gooboobooboooooooooooobobob
gboobooboboboooooog

gboboooobooboobobobooooooon
gooboobooboooooooooooobobob
gbobobobooooboooobooboobobon
gbobooboobooooooooboooobobon
000000MOo0000®O000ONKROOOOOODO
gbobobdoboooobooboobooboobobon
o0o0o®000o000oOo00

gboboboooobooboboboboooooon
gbobobdoboooobooboobooboobobon
000000000000 00MOooOo®0O00on
goobobooboooooooobogoobobob

gbobobooobooboboboboooooon
gbooboobobooooboooooboooobobon
goobobooboooooooobogoobobob
goooooobooooboooboboboobobboboo
gbooboobobooooboooooboooobobon
goobobooboooooooobogoobobob
gboboboboooobooboobooboboboon
goooodooooooooboooboobbobboboo
goobobooboooooooobogoobobob
gboboboboooobooboobooboboboon
gbhobooboboooooooooboooobobon
goobobooboooooooobogoobobob
gboboboboooobooboobooboboboon
gbhobooboboooooooooboooobobon
goooooooog

MROODOOOOOOO

goooooOooOooQooOopopoopopoopoo
0000000 DO0OMedical representatived O O
MROODOOOODOODODODODODODODODODOD MRODOO
goooogoooooooooooooooooooo
0000000000000 oooooooooooo
goooooooooooooooo
mooo0oooo0o0 MROOODOOOOOMMIO
000000000000 MROOAOODOOOOO
0MO00000®00000000000000NK®D
oooooooooomoo@oo MROOOOOO
00000MmO00®00000000000man
0oooo0o0o0o000oooooooOoooooooo
goooooooopoOoooooopoooooooo
ooMROODOOOOOOOOOOMOM

— 183 —

oooMmoooooo MROOOOOOOOOOO

oo ooo [EEEEIN
a oboooooo oD
O goooooo [EjEEE
O oooo [mjEEn|
a gooooooooo oD
O oooooo [EjEEE
O goooooo [mjEEn|
a oooo oD
O goooooooooo [EjEEE
O oooo [mjEEn|
[mE| oboooooo oD
[EN| goooooooooo [EjEEE
[EE| oooo [mjEEn|
[mE| ooooooood oD
[EN| oooo [EjEEE
[EE| ooood [mjEEn|
[mE| oooo oD
[EN| oooo (RN
[EN| oooooood (NN
[mE| oboooooo (NN
[EN| oooo (RN
[EN| goooooooooo 0| «
[EE| oooo 0| «
[mE| oboooooo (NN
[EN| ooo (RN
[EN| oooooo (NN
[mE| oboooooo (NN
[EN| gooooooo (RN
[EN| ooood (NN
[mE| oooo (NN
[EN| ooo (RN
[EN| ooood (NN
[mE| oooo (NN
[EN| oooo 0| «
[EN| oooo (RN
[EN| oooo (NN
[mE| gooooooooo (NN
[EN| oooo (RN
[EN| oooo [mE|
[mE| ooooooood [mE|
[EN| gooooooooon [EE|
[EE| oo [mE|
[mE| ooooooood [mE|
[EN| oooo [EE|
[EN| oooooo [mE|




— 184 —

gbobobooboobooboboboooooOmo
voooooboobobobmbobooooobooobo
gboooboobbobOOoobooboooboooboo
goobbooboooooboobb MR OODO OO O
gboooooooboobobobobooooobooobo
gooooboooboMRODOOOOOODOO
gboooooooMROODODOOOOOOOOOODO
gboooooooboobobobobooooobooobo
gbooooooobooboboboboooooobogoDo
gboooooooboobobobobooooogoo
gboooooooboobobobobooooobooobo
gboooooooboooboobobob

gboooooboob MROOODODODOODODOODO
gboooooooboobobobobooooobooobo
gbooooooobooboboboboooooobogoDo
goooobooboboobbooboobo MROO
gboboobobooboboooboobobob MRO
gbooooooobooboboboboooooobogoDo
gbooooooooobobo

gbobobo

gboboboooboobobobobooooooon

gbooooooobobobooboobogon
gboboboooboobooboboboboooooon

EERRR

®
i
&

Bl & FI 5Tl
MERR

oooon
gbobobooooobobobobooooog
gboboooooobooboboboooooon
goog
gbobobooboobooboobooo

goboboboooogoog

gboboooooobooboboboooooon
gbooooooooboobobobobooooogoo
goobobobboooooooooobobboboooog
MROOOODODOOOOOOOOoOoOooOooOoOoDOOO
gbooooooooboobobobobooooogoo
gboooooooboobobobobooooobooobo
gbooooooobooboboboboooooobogoDo
gbooooooooboobobobobooooogoo
gboooooooboobobobobooooobooobo
goooooboobobobobbobbonooooooo
gbooooooooboobobobobooooogoo
gboooooooboobobobobooooobooobo
gbooooooobooboboboboooooogoo
gboooooooobobobobooooogoo
gboooooooboobobobobooooobooobo
00000000oooooooOooPegpooooo
000000oooo0oooooooPEegooooon

@ BRARIZT4—F/\ys

® B|MERNBOWLR, HEEE
DR E. BEFHBE - T
TEEAORIERKE

%
o
® L
T =z
e @ LTS S Dt EEEISHNT
== E| I \
RAMHODE| [0 DEEECEEWE > Eaxsmonnh

gbooooooooooooooobooooooo
gbobocoobooooooOooOooooOoOoOoOooOOoO0OoOoOoOoOOoOobOOOoDbOoO
goooooooooooboooooobooooooobooooooooooDooo
goboooooooooooooooooobooooboooooooooooo
gboboooooooooooooooooOoOoOoOoooOoooOoOooOOoOoooo
goooooooooooooooOoooOoobo0oooooobooDbooDoo

gooooooo



gboooobooooooooooooo

gooboobobooooooooobogoobobob
gboboboboooooobooboobooboboon
gboobooboboooobooooobogooobobon
gooboobobooooooooobogoobobob
gobbooomoooooobooooooooobooboooo
gboboobobooooooooboooobobon
goboooobooobbooobooooboobomo
gboboboboooooobooboobooboboon
gboboobobooooooooboooobobon
gooboobobooooooooobogoobobob
gboboboboooooobooboobooboboon
gboobooboboooobooooobogooobobon
goooooooooooooobobooobobboboo
gboboboboooooobooboobooboboon
gboobooboboooobooooobogooobobon
gooboobobooooooooobogoobobob
gboboboboooooobooboobooboboon
gboobooboboooobooooobogooobobon
gooboobobooooooooobogoobobob
gooooobobobbbboooooooooobooboobo
RN

gboboobd

gboboboooboobooboboboboooooon
gboboboboooooobooboobooboboon
gbobooboboooooooooboooobobon
gooboobobooooooooobogoobobob
gooooooooooobooobooboboobobboboo
gbobooboboooooooooboooobobon
gogboooobooMrROODOOOOOOOODODOO
gboboboboooooobooboobooboboon
gbobooboboooooooooboooobobon
gogoboobooboooooooooooobobob

— 185 —

gogobooboboooooooooooobobob
gbobobobooooboobooboobobobon
gbobooboboooooooooboooobobon
gooooooon

gbobobo

goodoobobooooobobbooooobboooooo
0 0O http://www — bm.mhlw.go.jp/houdou/TTT1AT1/
HITTH1.html

jooooooO0o0oooDoDOOOoo0O oooo ooogooo
g, 00bogo

goodooboboooobobboooooobboooooo
goooboooooboooboooboobooobuooo
Jpn. J. Pharm. Health Care Sci. (OO THTOOOTOO

goodooobboooobboooboobbbooooooo
goodoobobboooobobooooobbboooo
goooobobbooooobbbooogobobobooo
gosNMCOOODOODODODOOoDoDOoDOOoDooDooon
00 0Modo+roodrdo

goodoobobooooobbbooooobbboooooo
goooooo0oo0o0o0o0boo0DbOO0DOOoDomoOo -
OoIog

Jooo0ooooooooooo http://www.gpi.co.jp/

goodoobobooooobbbooooobbboooooo
OOmgNKOOOOOOOOOOOOOoOooOoooDo
goooobobboooooobobbooooobobobooo
0000 0Modo+HnoaImoo

goodoboboooobobobooooobobboooooo
DDDDDDDEI:DmgAIIDmLDNKEIEIEIDDEID®EI
O0OOmg/O0mLOOO0O0OOOOOOOOOODODOO
000000000 ooOooHaooOormd

goodoobobboooobbbboooobobboooooo
O0ooooopooooo0ooooooooDomMmga
mLONKOOOOODODODOOoOoooOoooooooooo
000000000000 bOOo0oomodOHaDoOrmod

000 0MmoopoOd. 0. 500




