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Prospects for Pricing, Distribution, and Medical Insurance Systems for Generic Drugs

Bl MAMORU NARUKAWA

Tl AR B A TR S

Summary : With regard to the recent unstable supply of pharmaceuticals, mainly generic drugs, various challenges
concerning the industry structure, pricing system, and distribution of generic drugs have been pointed out as underlying
causes. In light of this situation, several government review committees were established, and in cooperation with
existing committees, active discussions have been held with the aim of realizing a stable supply of pharmaceuticals. In
this paper, I introduce the outlines of 2 reports prepared by related review committees, followed by a discussion of the

prospects for pricing, distribution, and medical insurance systems for generic drugs.

Key words : generic drug, drug pricing, drug distribution, medical insurance
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Summary : The Kyoto Pharmaceutical Association has been encouraging efforts to promote the use of generic drugs.
A fact-finding survey conducted from FY2019 to FY2021 revealed that the shift towards generic drugs has been slow
for topical drugs among the drug dosage forms. A previous survey had shown that patients do not only consider the
therapeutic effect, but also the drug cost when considering switching to a generic drug. Concerning respiratory allergic
diseases in Japan, the prevalence is reported to be 8-11% in children and 9-10% in adults, and the use of antiallergic drugs
is expected to continuously increase in the future. With the present survey, we analyzed factors that promote the use of
generic antiallergic drugs, such as age, sex, experience with generic drugs, and the use of materials showing drug price
differences. Data were obtained from 218 respondents from 33 of the 352 pharmacies in Kyoto Prefecture. Of the 218
respondents, 123 (56.4%) agreed to switching to generic antiallergic drugs, and 95 (43.6%) refused. The switch to generic
antiallergic drugs was associated with previous experience of using generic drugs (OR: 5.04; 95% CI: 2.44-10.4; p<0.001).
On the other hand, the switch to generic antiallergic drugs was not associated with the use of materials showing differ-
ences in drug costs (OR: 0.73; 95% CI: 0.42-1.26; p=0.25). To effectively promote the use of generic drugs, it is suggested
that pharmacists employed at pharmacies should explain the usefulness of generic drugs to patients who do not have any
experience using generics.

Key words : generic drugs, antiallergic drugs, drug price difference, drug switching, pharmaceutical materials
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P14 (n=85) 49 36 Ref
M (n=133) 74 59 1.09 0.63-1.88 0.77
A fiy
65 % Al (n=109) 66 43 Ref
65 i L 1= (n=97) 48 49 1.57 0.90-2.72 0.11
Fit A (n=12) 9 3
FRIEESE i D FEBR
1) (n=126) 79 47 Ref
7 L (n=52) 13 39 5.04 2.44-10.4 <0.001
ZRBH (n=40) 31 9
AR
f3i ] (n=87) 45 42 Ref
JEflE A (n=131) 78 53 0.73 0.42-1.26 0.25
OR: odds ratio, CI: confidence intervals, Ref: reference.
% : p-value by chi-squared test
Table 3 EMEBEMDRIIDEEIZLS GE NOEFICET 2 BERARM
RMEEMOERSB )
B BHRESE M~ DLH
4t (n=87 - OR 95% CI P value’
i (05D 7 8 (n-45) 17 (n-42) ’ e
1451
H 1% (n=33) 15 18 Ref
21 (n=54) 30 24 0.67 0.28-1.59 0.36
T
65 i Al (n=37) 23 14 Ref
65 7% L (n=50) 22 28 2.09 0.88-4.98 0.09
TS il D I EBR
1 (n=62) 38 24 Ref
7 L (n=16) 0 16 — — <0.001
AR (n=9) 7 2
OR: odds ratio, CI: confidence intervals, Ref: reference.
% : p-value by chi-squared test
EMEEMOERE L
. BRI~ OLH
45T (n=131 OR 95% CI P value’
o131 % (n-78) 157 (n-53) ’ e
151
J 14 (n=52) 34 18 Ref
#E (n=79) 44 35 1.50 0.73-3.10 0.27
T
65 A (n=72) 43 29 Ref
65 % LL - (n=47) 26 21 1.20 0.57-2.52 0.63
KL A (n=12) 9 3
BRI IE S O AR BR
H 1 (n=64) 41 23 Ref
7 L (n=36) 13 23 3.15 1.35-7.38 0.007
AW (n=31) 24 7

OR: odds ratio, CI: confidence intervals, Ref: reference.
* : p-value by chi-squared test

SEAM 2 G OIRIR & AR & O IZ55 W IE DA
(p=0.01) 25 v, FHAfizZ=EM OIRRE GE O
FEBRE OMIZEFVCIEOMB (p=0.02) 23 5 Z &3
HHL72. 22T, EMEEMORROMHEE L IE
fER#ED 2 #2500, TOERE GE~OEHDRH
PRl % &7l L 72, Table 3 1%, FHIMAHEE IZ GE
NOLHEEEO LB, FAMEEM 2 EH L7256

DEMREER L. ZIME218%/D9 5, 8740
ARG M O R, 131 405 IEHHEETH - 72,
LWL 154 B O BEPFRABICE TN TV, 2
D) B 67 4L IEHI S HE Al 2= E A 2 BE IR L
ol LIhoT, T0674IFIHEMHRE L
THho72. GE~OZEHE L, fHHEE (p<0.001), JE
fEHE (OR: 3.15; 95% CI: 1.35-7.38; p=0.007) & 3
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7. THHOGEDH B, (B)GEMEHTE Zewvs
324 (31.1%), (1) sh& HAARED 24 % (23.3%),
6) AL -HHBR L2184 (37.5%) DIE
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5. M7 LILX —EOIEFERICH 1) 5 GE DIERRE,

GE "NDEFE & D%k
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B GE ~OEH & DR % Table 5 127R9. 218 {4
EPIAREEAS 161 B (73.9%), MHEFEATT B (3.2%),
SRR A3 50 7] (22.9%) Tdro72. GE ~DZEHIL,
WIR#E (OR: 3.74; 95% CI: 1.63-8.56; p=0.001) H X
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(5) A ISEIMAMEH T E R 32 (31.1)
6) AL - HHZL 18 (17.5)
(7) F oAl 7 (6.8)
ES VN 4 (3.9)
&t 103 (100)

* PHEED Y

DEFIHET 20 L) »ERET L7z 218% 09
5123 % (56.4%) 75 GE ~OZHIZFE L, 95%
(43.6%) »3fE#3 L7z (Table1).
BEOERE LT, 45, F#i, GE Off &R
EHI L7z, GE~NOZEHIX, GE Offifil#E (OR:
5.04; 95% CI: 2.44-10.4; p<0.001) & B EASEESD &
N7z, L2L, GE~OZETI, MWHl, Fhis s
YA 72 Hr > 72 (Table 2). 2011 4E |2 Kobayashi &
b, GE OO A0 B2 BHROWInE A
BICBELTHBY, MWRIRE# L oMEIZEo b
LhholzbHELTWS Y, 2011 4ED GE O &
T T71239.9% T, 2021 4F (82.0%) D4 TH
52 Lo T, SRoOERIE, GEOHEY «
TIZBH 53 GE Off HAEERDY GE ~DZF 2 5%
HZLEELERTHLI ERRELT.
512, GE~NOZEHI, HfiEEMORROMH
FIEE, JEMEFERE L 12 GE Offi Bl #ER & E 1A ER
HH7z (Table3). ZOfEFIE, SERhCHREBIL R
%5500, BAHEIR MIREICEE T 2 @k oG &
—H LT3 %0 L7z T, EFEAMA GE
NOEEEEO HERICIE, FNEROFERRHIC
DNWTD LY TELHAPUETH 5.
GE~OZEHE X, MhEO#KE B &gl T,
FEROEENENZ LR E N EHMOR O
bbb 5T, 954 (43.6%) DOEED GE~D
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THLDTHo72. ZOFEFIE, Costa-Font 5D
FRER LD B HBWEVEIETH), AL T
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HOWZETIE, REITHASNIZALDD 35D 112
EAIEEPHE SN TS W, 2016 412 H A TIT
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72 2022 4£13 GE O s AN R DS Tn 7z, £ 0%
FAZIE, 2020 4F 12 A S8 F o 7o IS oE Tk

Table5 M7 LI ¥ —FOEENICH I I EREZIOEARR #BEEEZAODETEEOME (n=218)
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FEHI = OPRBREE R OB ARIZER CHLE L T $9,

FIZEHE/R (COl) DEAR
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Initiative for Acquiring Generic Drug Use System Premium 1 and Examining its
Economic Effects
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Summary : With the FY 2022 Revision of Medical Fee, the threshold for the Generic Drug Use System Premium 1
was raised to a usage rate of 90% or higher. The goal is to promote the use of generic drugs (GEs) to avoid a decrease
in revenue. It is also necessary to promote the use of biosimilars (BSs) to increase their usage rate. In preparation for
acquiring Generic Drug Use System Premium 1, we reviewed our initiative of promoting a switch to GE and BS and the
economic impact of switching at the National Hospital Organization Kyoto Medical Center (hereinafter, “this hospital”).
We calculated the amount of reduced drug costs when brand drugs were switched to GE and BS from April 2022 to
January 2023. Twelve drugs were switched to GE and 4 drugs to BS. As a result, the usage rate increased to a maximum
of 92.1%, making it possible to acquire Generic Drug Use System Premium 1. The reduction in drug costs was approxi-
mately 6.5 million yen and 110 million yen per year for switching to GE and BS, respectively. Analyzing the drug usage
and promoting a switch to GE and BS efficiently led to the acquisition of Generic Drug Use System Premium 1. We also
believe that switching to BS has made it possible to reduce the drug costs significantly and contribute to the management
of a DPC-covered hospital.

Key words : Generic Drug Use System Premium 1, generic drug, biosimilar, usage rate, reduced drug costs
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LT A 721IE, FAFEEESES (generic drug @ GE) O FMEEISRD SNz F/2, HHAKEIHE LT HD L7012
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AN, PRISEES S ARG 1 2SHUS TR & 722 o 72, BT RE 2 A2 1%, GE ~ 8% 2 %% 650 J5H 4,
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T 52 LN RISESRI ARG 1 OBUSICEED 5 720 T 72, BSANOUIE 21, 3K O KRG 2 BT iE & 72 0
DPC WS ibE DR ICHKT 2 Z LB TEEER 5.
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RTOBRBEREGMOFHBES G EHD L I L T
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DUF, BS) OffHRESFEHEEH G HO S 2
LE D,

BS HEMEZ AT Tl [N A 0 in AW |
ELTHUEMESR () F U THA, FT A
A THEH], NN A TEE]) A7) F %
7 RN AT 2022 4F- BE ISR CCE TRz b o 7z
X512, BSOS - [ OHEMEAE KT8
bNTBY, BAMZBEME L T2029 4FEKE
TIZ, BSIZ80%LL LiE Xiab o 72 lim ik &k o
A H D 60% A EIZT B 2 EATRENT WD 2,

N FE CTHEEOBEMME LD BISESE
i ARFIINEADORIE R BS AN #4123
T 5 EAN BRI T L HMEFICOWTIE, H
MTRENTVDELDOD M &S ARLEE
BWES ORI TIZB T, PRI 3 5l B )
A 90% L Ex HIZEE L7z BS % &7 GE ~DOE:
AN & DEEFVEHIWA R AR L2 3 b v, &
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% — (LIF, %kE) TO GE BXUBS~OY)#E 2z
HEAEIZ B9 2 HL D HLA & U)BE 2 B ORETERD R % MR
L7z THiET 5.
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1. GE N 2 Dt

GE ~OYE 2 1%, HHZEBEREHRLICL T
Ml S N7 K EEROBMEA R T — 5 22E(12
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BRI T 1R 72 12 5898 S 7z SRR & H
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Table 1 IR EMIiZICHET X, BASRD &V
H& L7z, GE BER, FICMHHT 228 OEM
W2 LT A2 X B REERIR IS O W TIEH e it &
FEh L, BE RO T 20 I 1 ERBES
NLZEEFHAETIE, GE~NOYEZIZHOoWT, L
RO L) ICHEAI FE CTEEFICHED S 2 L R RE
L, BENEROB ) fila & LT THREE (Fig. 1).
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BS ~OY#: 2 1%, FIMEH T 2 K BEE O R
B FEHIEAGIER ZAKMED D V), Feothi 7 TSRS AL
W73 % BSEA % 5 L7, BS ™% 14 Table 2
WCRTEHiRICE DX, HErkdbEwmBE L
72, 512, BSHEOFliMEME L LT, ki A
TSR & MEFRNE - 2l WREEB
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Table 1 REEZEmETElz
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)77 A ODFE10mg @0 | 759 | 04% = X
J0FyI=IERO.1% s | 720 | 0.4% an B 28 E
5Ly NBRRL.5% S | 695 | 04%
—5>4Eamg @0 | 593 | 03% p
{—4T5K5430y750% | #0 | 560 | 0.3% @ k
=AF—)L4ES50mg @0 | 553 | 03%
VI LAFRImg/mL | &0 | 416 | 0.2%
VE Sy 28200 @0 | 414 | 0.2% Ty gi&%ﬁ
=) NI AR @0 | 385 | 0.2% o
RILF—§£200g @0 | 374 | 0.2% DEE
~R>AYEE500mg fdm| 372 0.2%
A+ F S TREE20mg @0 | 372 | 0.2%
5205-)3€25mg @0 | 367 | 0.2%
ILI=I—-10% Ea;il 340 0.2%
UZI— )3 1mg @0 | 299 | 0.2%
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Table 2 /N1 # & EE FFMZ=

A

AT 0> 75 AR A

BS% | BS% | BS%4 | BS %
0 @ | ® @

B NAF A A

WA F XA LTHSDD. H H H H

O 7—%

04 | OR | 0K | O

LE R

LEME B R S D 7

Pl 522 LR

TERFNZOWT, M & ORLEZILEBRAI R A SN TV 57,

s W7 — & (&, W) RS N5 2

AT - Z A ERFA

TEAT/NA FEHE i EFFEO | JeA7/3 A AR & A — R 2RI LT, BT L 72Bosdqr
FEOHNERHEFRERREOLZEMEII OV TR EN TV 570,

@B 1 5 0/ | 04 | 05 | 04
S JEE O ] — 14 e & OFRERIA, HEAEOF—MEADH 5 .
B AR In AT BRS R AFIC X B INMIED D 5 2.
ity & DFNE SRR -l - THA - TRIRE O BESTE A,

[EHIE 04 | 04T | OFT | 041

I A SN A2 =T — LD SN D D

€ SisEsee ] NRSEFEEE LR (LS FEHOMHH LB IEM 7 A 1) D3Rt S s 5

AT A RSN AT A3 B A

24 MR DAL iE H2Y MR A5 )AL S A,

HHEART D D B 7.

Pa AR Ofi | ORL | 025 | 051
i 7 A WHIEEOBZ, BHMNMATTRED.
VL3 it > i P R it O FE PR AT L T Ze v,
ﬁ[’iﬁ@f’%’f?&%’?’%%ﬁﬁ)ﬂ@mw MIRBESE I 3BT R ERD D % .
AN
VIR o A AT RIBROX RIEN T > TW R,
JEEE D BRI JFHDOMAE T 1 > 0D B Do

TRV D1

GBI L CBEESH O R — A= DI ST 5 2

Z D1

040 | OFL | 02T | 04

FEA O % BS [H CEEAMILATE D 72 W 7,

SEFHE O WA DML
BT REA>,

A EHORER, EREB SR E O H B 2 % SR & N — A

A (B R 0 | 0X0 | 040 | 0%

HOFNOIHE S 5 Bl & LT, i 100 si& 3 %,

HI B 2B 4 2 T R SR O P A V) 2 % S
L 72 {E 4138 TR 9,600 J7 T2 R LT, 2022 4FEE 3
FIEIRCE O FERE LA 1% 800 M TF M % L0l % 4%
Relhol, —HT, VIFITBSIEILIAVE
M HO720 2023 SEEELIEICRIS T A2 L & o7z

3. BEEERERIEOHE

2022 44 705 2023 43 H E TO 1R THSE
B 3 4 4013 89.0% 70 & i K T 92.19% -~ 1
L, 2022 47 FE DA P 1R F R 38 A Bl &
12 91.0% 127 - 72 (Fig.2). A3 CHRISESE M
= EIE7590.5% % 2 72 2022 4E 12 H £ 1) #4358
P s i ARG 1 2 U L 72,

z =K

GEOFFRIZ L T, BEETOEREMMEAIRIZ
AL, AR RFEm BT EIE OB IATTHE & %

0, FIEICBREEESE G HARINE 1 2505 T &
7o, [FERLS, HEHIEIX, GE~NOYEZIZ L - THE
%) 650 75 1, BS ~OYIE: 212 & o THAKTHEM
11 1,000 T % HIK T & % Hakdk &7 D, DPC xf
BIFEDREE N ZEHMRT A DN TE 2L EZ 5.

GE ~0¥)8 2 1%, &M AL RS VEEH
YL L, TEMRDSTTRETh 2 WIS 7 B
L7z, 72, BRAMNSGREERT L LI, EHE
i~ A Y OYRZANEE L /NRICHIZ 72 BT, s
I OMBRICE)I R Z 2 TREE L2 2 LT, #BEBE
HEMAFHEREHGOBMAIERO N LEZOND.
F72, 4O GE DY Z I8 WT, # 3 FNIHH
T GE OEAMZEHE BRI S N2 FHThH - 7z,
T, #7727 GE X, BREHOBA DO REEHE
mfEHMEEEICBIT S [REM] SRR INS 72
o, BHIOYFR 212 X - THAESES oz
Lol EZOND. —F, 4 GE~NOYE:Z
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Table 3 HEEEZEmADYIBAICLZZEFOHIBEE—&E

WAk
B, g%, ¥$§§§’ﬁ\ j't‘:%é‘ﬁ:'n i’ &5 | 2021 ﬁlﬁgﬁlﬁ% S %%’Jﬁ”‘iﬁkﬁ
Bl A SEAT (FT) | i (F9) (S (2021 fEEZ%) | (2022 4 FEEHT)
0¥ L 45 8mg SANFF > 2022 4 5 J1 86 28 12,000 ¥696,000 ¥813,432
TV F o FR4 250mg | LAEAL=F > | 20224 5/ 238 114 3,000 ¥371,400 ¥335,653
7 =71 7§ 20mg JxT%UAS b | 2024 5 A 50 14 9,000 ¥320,400 407,333
) AF — L5k Img AR Fo 2022 4 7 f 19 10 4,000 ¥34,800 41,724
fm z /’I\ni — VR Y ARY Ry 2022 4% 7 f4 51 18 3,000 ¥99,900 ¥87,230
TE T v 7 Ak 200mg 7LruEn 2022 4 9 J] 37 24 4,300 ¥52,460 ¥89,286
1 % — ) OD 4 100mg SUAy T | 20024 9 f 19 17 13,000 ¥413,400 ¥540,162
N5 ~— b OD 4 25mg Fow F—L 2022 4 9 A 30 13 8200 ¥144,320 ¥178398
|5 <— b OD % 50mg NS R 2022 4 9 f 53 22 2,800 ¥86,520 ¥96,720
AELYI LA TEN0mg | TUATT I | 2022411 A 100 47 21,600 ¥1,153,440 ¥1,353,654
#9340 51 #9390 771
| P48z
S 4, — 4 ﬁ%%ﬁ% j_'ﬁ);%:ﬁ': j S&hh | 2021 SEEERE A SR SHE 1) %ﬁﬂﬁﬂiﬁiﬁ
Bt A A (M) | Al () (BEEE) (2021 FEEZ%) | (2022 4EPEFERR)
E—5 25— 7 L40mg rhTa7zy | 20024 5) 32 17 48,000 ¥696,000 ¥1,398,675
70 J7H #1140 HH
W5t
B 4, e HHEEHSE j’ﬁ’%nﬁz iﬁ;éﬁ:;’: 2021 ﬂr—lﬁ‘ﬁ%)\iﬁli S %%ﬂﬁ'ﬂfﬁﬁ%
Bt F SEAT(FT) | S () (B (2021 4EfESE) | (2022 4R FETERR)
NV A FIESHE 3mg FLFTIT 20234 1)1 | 87904 | 30223 2 ¥2,422,602
#7240
(B% ; 2022 4EFESEAITHIR)
Table4d NAFIIZT—ADOYFAICLZ2EFDHKRE—E
WA+ 3I5—
4, s, i?%ﬁ% jﬁ%énﬁ': i"%é‘cﬁ': 2021 4EFEE A B SEFI I ;‘%‘”éﬁ”ﬁ”‘f)ﬁr?é
B i A SEAM (F9) | S84 () (H%55) (2021 £ EZE) | (2022 4R RETERR)
;’(;(’);:Z - fﬁﬁ M NN AT 2022430 | 32305 | 14,286 1,400 ¥25,226,600 ¥27,804,170
Z)é;zzgﬁiﬁ%ﬁw NNY AT 2022453 H | 121,608 | 54,403 1,050 ¥70,565,250 ¥79,750,176
%E 0 T . Zﬁ/iﬁ:'“ A SovxvT 20224E5 7 | 113,702 | 79,348 4 ¥137,416 ¥251,778
)Y A HEE 500mg | U LT 2023414 | 118714 | 79,151 330 ¥13,055,790
Yy %4 > EHE 100mg VY ELTT 2023417 | 24221 | 16,187 245 ¥1,968,330

#14% 1,000 77

#9118 800 75

g e LzRKVT Y 7Iid I T 3mg BEI LA
BEESNTBLT, ShinkicB Vv CIHRABEREIC L
BIEERIR LD WG ST W5 %0 BT A
LAY 720 OPHEGEE 2mg LT TH Y, BExE
SHIEETH o7, 2T, oK EEKICR
B o T /NEME N A 7 OVELEIE LT 2 mg BF & HEL
MALZZZEICE-> T, EHEROHBIZES 72k
EH Iz, HERIBEEROBDIIERE RO A DG %
WHEICT A DEEZBNL.

BS~OFR 2 OFELBENE LT, BSIZXT 5%
BEFill DA R WIS AE DA —F 7 EASE ShTw b
D —JTBS OHIE, BE BT aERR S

(B% ; 2022 SEFEHEAM TLOR)

JCIE RS, EFEEFRFWBArS S, ERiSZD
HHICHEINE THD I EFHLRPITRoTVE Y,
PBE IR SN2 BHEFHER & D 918 2 DR
A2, TO®RICEAMOEEDHREHET
BS (2B % RanFHOILE - Sl 21TV, Fod %
PRS2 EEL TV D. 4, VY FI <7 BS
DEFEWFICHHUESHOREMEFLHEL TS L,
et A AR AR (Progression Free Survival ; LLT,
PFS) IZBSHTEWVD®H 1), BS~DYE R DERIC
WEHHICRDWEENSH 7. LoT, i Ag
FEHE G EF—TdH 5 POFEMREZOMR D LE
ThbeEZAH. T2, UG MKELY L7-BERE
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FOAVY PEHET S EATCR, TEEIEL ) masme ERGETHE oW T [OEELO

WUREIC o7z EZBNL. ZOMRE, =X
~7 BSlEmeHEiL, XNV AT TBS- U UF
X7 BSRHEIEERH T A EEEFRIZL D A~
EHOLETHGOEZ LR, HHARED BN
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ISEIL R R HTH BS OFETERFI Bz 2 2 L1
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BHERBIOBREE LT, BmICEI) HATHE
TonwkEz 5,

VE4E, GE O ii# 7 & oG IS EIX D 5
bOO, LEMAGE R GHRIL A AFI ORI X -
T, HEEHGZHERTEL LI IIBOVWEE
b, —HT, FATNA FEHELH S BS N
R BROEEFRROFEBRI ORI BS U1 2 D%
HETHH., EEMRD D ZEMEERD &0 - 1EHR
AT A Y MEFIOREE L) HADT 7 N 5 LG
fililx, EOBRSLEREEOE Y 3 v &2 EKT 572
DI, BETHLEEZ L. SHRIIEFREEZTT
(37 S PESEEER B LT, EIREREER & EH S
REMAIZANT 72 Az FEmL, 77 NhLEE
filiz EAA 72\,

FzEHER (COl) DERR
ETOFEZR, FRIEBIZH 72> THRHRTXEF
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B, Fiess - AR S TR 3R 2022
(S REEE) ORI OV T, WNEFFY
7 ~—. https://wwwb.cao.go.jp/Kkeizaishimon/
kaigi/special/reform/wg1/20230428/shiryoul.pdf
(B 2023-08-29).

AR, FamT, HEEWIZ BHERIC
B2 HIEEFEMYIIE 21X L ERE. B,
2012 : 66 : 135-8.

BIEm S, FAE BEEILIEZ». N 43I T—
BANOHLY A & SR EFIWAN R, =) v
7 Wk%e, 2020 : 14 : 25-33.

FAREIAE, RERT, MRATEEI». 5T
HA ¥ A S B B Iy D R K BEHE LS & B R RYROC &Rt
BERRICIANT 72 3 2L —3 3 v, JE by
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R, FAEEIE, AFEFBIEI». KvTr
VI T OFRER I L D AEEIIR L EIT R
£ 2 FEHVEHI RN F O, H A9 e 3L i < 4
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HARY zA2) v ZJEHEN - N4 43T %
DA G I T HHERHFHET VO — M
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1. XEROREDS
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WAGFOFEHIMT 2R EOH ) BT aMET s (LT [ABEE] Lw).) & #f5

1AZHKEL, IhIT4EIhYEREZEQTE.

OfegelE#Em (LT [#IEmm] L)) OEEMEICHET 2E0E, FICAOESm B & v o 7S EGE I L
TiE, FEF - MO ALST, W) HL2—EOMEREHEMIIHKET LI EPLETH L.

O—J5, FEEFBME BT, AR EOED, [AIZESOMAL - ZEMGOMHRFO /O OEFERHF DB ) J512
B o] KOTSRS RBERGES | (2B TRIEmICE T 2 RE 2 & O 7K OME 5D 5 i Tw
5. INORBEEICBITIHEOSEL 2L L, Ko T, FEHR - FMIBBRTL2FHIZOWTREZIT) DD
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7 H 31

=] 7
m
HiZ

"

2. REMBFOERBHROPHRL

OFIK

OFEFUARLEHMEFENTV D Z L ILMROFIRTH 2%, EROBEMEN LEOBE S, FEAEHE D KO
ERFE D 2BV T—EDOREFRIC OV THHLE T BEIAEICEB S N TV,

ORI INSOHELICEED &, FIRIE, ZEMadd] - VA7 4T X2 MURLFHE (mtihuim B, FIgttA
FERE - PEAERE, MG~ =2 7 VR, FEESGETT O BB, PGSR, i) EmARIR (3t
FIFASEDA M, BFIRERSESY, FERERE, JGEEH - GEEHEAONHM) F2 AR L TV5.

OLD»Lahs, HHROAERLERIZERL CTOLEERX—HTHY, TEREESEICHEIT 2 LHIEMAEORRHM
RIE - W R8O TR o 72 9,

1) [REARAEIS 2 R & U7 BEEEEE B3 2 RIS AIE B | (P 25 4 3 AIRAEFE A HE)

2) [z y s EEBMEEBETEEE] ($M3E3BHARD =) v 7 BEGHARE)

3) [XLH->TVD] [H-o>Twd ] LA LZREIZHN33%, 2095 [TEHLTWS ] &R L72REEIEH 21% Tdh - 72.
(FIEES D — P~y I 2 EsE (M543 H)
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Oft )y, BEBEESEIHEMBEOBRICRDEERL CVLHELTY, SEOBHESCHEOREELZEIT SN
%9,

@M IC DA B
(EAWEEZTA)
OnnE 73 HEbR S 7212580 2 LM T & 2 €My TRl S L, WERIICEM & 22 2 &2 HiFT

(ATRAE T 2 1B R CRFHR)

OWHULS 2 1EBIZOWTIE, BEFOIGE T 2 i fian i & fef & L 72 G oe e 1B 5 2 5 it B
DERBENZT TV EHELEARL LoD, UELOHWNEZHE 2, BEEFBEFO=-A2HEz7-b0LFX
ETh5b.

BlziE, F2HAL LT, UTOERTAHINETHS.
> ZEMARAHNICE T 2 8 - ZEMRIRL2BEEERPHLEORE, ZEME~=2 7 Vo @R, LHEB
FEOA M, BHEENESY (EEEEE D), FEREE MHEARIEROFRITIL &5
> BURIRILIC B 2 158 BAkah B o mariRe, B E ke mI e &5
> FAL ORI ALIRILIZ B3 2 0 © EARBIRE ORI 55
> RRREORIGTEIZE 5 158 © SREGERR T OFERIUITERIZ X 2008 &
> EREROLEMAG~OEBIZ BT B HHR ko s ihmh B & 03 2 W s 45

ORETHHHIZOWTIE, BRMILICRETRETH L. HI2E, REMBERICET 21EHRO & ) IZEM TEE)

D% WIHRIZ O W TR T O AEEIC 1], BREBFFEOMAGHERIC OV TCIMEER§ & TH 5.

(RIRAE U 7= 1B R D FHE 5 %)

OFAEFHIIOWTE, —EOEELRIE L2 LT, UFEEICES IEAGHEVFMETH. £/, B
5T 4= KNy 7 OFFEIZOWTIIF X EMRFTTRETH 5.

OZEFHMIIT ARFHDNOER (F21F, HEETER 2 OFEREE) dRMT LI L L L, BEBFHRIIOWTIL
JE S BB 1 DRI AT

OZ Dk, FEITRD SN D RMBOIEME LG 72 S 2 WIHEITIHRCEHG S L, UFEELBZ 2 L) ol CGER
EROLERIG~OEBIZBE T 2 1EFH) 2T HEREVIHfiE 35, Lwvolz XN &2 5.

OMIEDBEARINZOWTIL, BMEIE - AT LAEMOREEEE L, EEERLEHTRELZEEZ, £To
HMTIE R, —MORERE KDL Z LR, BBHELRITL %L, BERIEMZRT T, FRISTHET 5.

OV E o FFAififk R & FEAMfIEE - 2 OMEREMIIR D FIEHAMATEH T2 2 L2 METRETH L. &b, BED
AT REFE M ESFICEA LT, SBOERRIEOE T 2, LEILLTRELEZT) 2L EETRE
Thb.

(ZDfth, FIHRAEICH 7= > TIRET T N EX FBIH)
OEATFME BT, EEFRRLZFERIIOWT, ERERBAREICBT2RMEMESELRLE, BREREE
ML 72 s D720 DR 2 58I HED HRETH 5.

4) BEEESMHAED - Ny FICET 2 ERER (SH543H)

5 JHREICBWT, [BHEOHLZBREEEGZA - —OHGETHALZ L] 2 18%, Kb (M) O WwSHO#EFTH
L2 18%THY, MAMAMENZ &) DF5% L) Eh oz (EBESEMBEHRED - N~y 7123 2 ik
i (543 AH)
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3. YEZmBEEDHEH

OFIK

(RFERD AR UFHAHILE)

ORFEMO AR FMPIN Y72 o T, RN PLREMAIET 2FHIOVWTEGFL o TEH Y, F72, 3
FIFASEDMEN & ) S ABERED T A ) FIBS AR A, MRELTERBI R o LIRSS,

(BENE R DFEE)

OBENE i DR A2 2725 TR, MERICEERGE 2 # T % 5 H O IR - SEAHIERSE IR Fae s, ERIC
BEIRE A MRS A H OWENLEE 2 D
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OZdH b, BEOREHEDOEE#E) WIEI Y 72> TUE, BEETEOWEICE ) —Br 2 sEsEikicmz, #
EEOEE B R L 2 W OMGER S G, EREESFOmE, AR L OMERE IS 2 i
(HEAN 35 AR 3LEAE 145 7)) ICHUE T 2 BEIRGEARR O —HAGRE B FHENPLETH 5. Ua%THt S 1I2—E DM
AEFTLIEMERAEEHETZERO—DL 2o TS LMD 5.

]

(Hiaf= 1k - ZMAIRR)
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REBRICERZTHZ S723 206, RENRGEEEPLYZERMOMGELZ L L) EFrL 3121, 600
OIFEFBE I CETHE TS L2 ROTWVD

ORIz, FERGERE P MR 2L L £ &3‘% LEE, 50 LOREEFEEIZ H:F’?‘ﬂiliwunfﬂf"{ﬂtuu
HoHasE | (2L ) eI ot 2 3l L, EESTEE DS TRDMEKED & o 72k, Hade o ERER S
L, B E LS 2 FOFIEIT, BREEGSEERR T L 72 L HIWT L 22 BRE T OB RZ B X 2, Fmﬁlﬁ
FEHEIDHE T HEVBREE | 2 R @E IR T 5, Lo tThie i 20 d %5620,

OZ ok, EEI@E T [EHRHEE LT LM B OFFEREE ] 2HEH S hzk BERALOELZLSEIZLD
O, HHGE LA ERBS I CRALE RS 2B rE L HT L Tw» D

Ol Lahs, #iEkoRIicsz-> T, E%ﬁ%?ﬁ’%0)1itf“flﬂiﬁ‘*u%tﬁﬁ“iﬁé N AHy, Lok
AT SITHHEG AT S5 220 7 0 v AR BEDRFEH DO HIETH 5 Z L0 5, *”ﬁﬁﬁm%%‘ tS
1 HERETE 22 CIcd L, FRF0 T A EREOHM A BT L L O D 5.

@xtIc DA mEE

(AW EEZT)

O—MEFEDOAFR L ZEL L TREHB N TV 2 BRIEMEREROMWA LDV EOOEKNEEZEZ 5N b ELmE
WHEZ R 5 2 8T, ERehe L TRERRZRBmIc szl 5 2 L 2 HiFT.

(FEET 3 1= DFiE)
O &4 it BREOHIEICINT T, DN 32070 AR E BbN L FEEIRET 5.
(7) B B DY sAH

6) TRIEEHMOAKFIIZ Gz - TE, AR 348 A LI, Fg M H ORGERT 250 5 ik B, Wik &% 12 R EG - 7o) 2 Rk -
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74 Yx i) v 7% Vol 17,No.2 (2023)
BRI



OTEMAIEBE L 2V EEOBA ST 2720, Fl 1, FRIGIC L7 >T, SEICHL, BRI R &
[ERORRE DD L L 12, BRI TR L RS 50 3 (LA S S5 < & T D,

(1) BRI H %o

OREMO G HMEZIBET 5720, HAROSMHOMEITRT 5D L, BN EOET IR 5 EHRGRES
DEBLIZIR B R EAT) <& THD.

() BEEEEL - AR 7 04 20 &L

OB LL - MR 7 T & 22DV, B, —EORMCHYT 2ME (R EOBECTH S = 7w
%) 1200, ERRSOPEBIIRET S L & b1, FEMOREEE S LGS0 28 5 125 L
VEIRIEL DD, BHELT TR ADGEL - AL OME 17D N E T b,

OF 7z, FHIGERS O & B B o P BEIGEK 5 0 dh B BobRS:, ZE MG OIS 5 X ) ZR3MEE - Zofb
ST AR D HIE B A 2 G T R&ETH 5.
¥ 213, BAEMONFEEIZOWT, BATOEANEE -, 10 S H 282 288123505 FIF A ASHELEL TV 5

SRORSAE

i

IR L 722 B0, RREESTIE, FHI) FLoOUELFIEHREDTORMIZOWVTHEmE T, %5
H¥x ROEEFREOMB IR L, AETE L IO XBE THRET 25D S 1 2 40 - SERHE DAL O Rk 12w
T, m%m WHETL, MY F LD FETHS.

> RIS ERE DL D N E LD

> LIE Lé% RO AL

> A% i H 3 O

> HEREE O

>Zof, AG (F—=VIFAAXR - TR vr) RV TI4F - Ol WEEEROE) kL

MLk

Yz 3y 2% Vol 17, No. 2 (2023) 75
mHrERE L



BREEEMOREMRBENERICA T -EEBEDH V) HICHT 385=

BREEE
X 4% oW
Ok Hi— FE VR NPARE R R BRI M@ s bt #% - SEAIE R
I FE FOUPRRL R 23858 H%
b St 70— Y AR KRB %
BHOIEE FE - KB - BRI L
LigE =1 1) PR S H ARBOR BB AT E SR 6 5 AV AF TEHE
@ wy | AR PeRY T AT Yy VTN Y - GREt
LSHC M&A "I %7 v a v H—YA =T T7A4A AT LI TV B
M A% BN WS e i e
O R 1E# FESAFAE RN HARE R XK 7 v — 7 B
NI A7 ALy U RERHI R
R R
(OFFEEE, OERARH) Gl 4, KA HEH
76 YA v 7% Vol. 17, No. 2 (2023)

EETERE L




JIFVVIME BERE

1. BREOER

B E R OSEHEZE T IIFA E LTHAY 2 1) 7 R -
AT VIT—ERORBET D, 72721, B OHH
DY Ed B\ IKTEIFEARE OB & 13 ZORY TidZ W,

2. E{Fig
ARSI G S, 08k, FEESOEMEMHIIHAY =
AW TR N F T IT—FEIRE TS,

3. WwWXOHE

BEHIEY Ay 7 EHEGGE: NAFTIT7—%E5T)D
WG, RS, A 2 & OFBFEN iR, EdR
it ZEMAG IR D B FANFE, H - FIRRFEF O,
A, BB R ICET AL OT, BICHMEEEICED
VIR EIN TV ARV DIZRS.

L hB IO MHREE R R &L g T, IR RIS O
NIV Y FEFOMBIEE e, WIEEEEIC Lo T, A
BRSO M RESE/ZINIHEL 2D D DEKEE
e h Fiz, BIWERICE LTI, AR OED L H)
WFEBTA RTA AN FEONTITH LT 5.

3-1 EF89 A 2 E O

GE DHLFIFLET - 2 st B3 % 568

GE O W2 [ S A3 BRI B 3 4 f

GE D#5))- PRI Bb 2558

GE DA nfifi i\ 2 B8 3% 758

GE DT ZALICEE§ AR5

GE D #s - WWEHE BRI D L5758

GE OEFHERI B 25 B3 A FERE

EIEBEEI O RE M2 b & 12 L7z A— 7 — B o Meat s

BESEBERA M 2> 5 GE DB |2 B § 5 55

GE OIiFENDE AN b 2 G HEIC B 2508

JPE T O GE O ffi SRR & FRE ISR 5 5 RE

GE OBAG - it R O AR 3612 B 3 A 55

ESINLANQE 251 | B G el € D) R 28 I

GE L EHFREHI D L5558

el

3-2 $85l
REIIFLLT, — g, i, EEL Bdr <175,
C— R SC RIS LT, MBI IR IS KD 1R 52 GEIZ

Mo Ez &b D THLI EELTEE TS,

SR FHIE LT, WA 2R IR CTd - Ch HrEn iR il

HHT 5, EHRE R EEEHODET A,

SR T LOE MRS TR WS ifEH LT — 5 7

LEELLOLTS.
ok

BEWL BEOMRERIETE, ZOWBHELOH
KL FEOFLIDOLT D,

) f

e L MR R0 PEMHT L.

NES RR/2

20234F12H

CEEMTR A METBRIVREREL, KFEROF
MRETOFENE OV RYTLLE) ZHEE N T LD
720, B, — IO R — e LT,
3-3 HEE

ML FE 2T E T 5.
4R

FERIZEN, WOIHTHE TS, 5B, FHITIE3-5TE
DHLHFEM, HEEG, DB BLOE <) — (Z0fl
A0 & key word \ 3 & F 9, AN, [IFHH, SOk, MRS E

IR N Y

C— RSO Y B TEEI (19005 X 6= 11400 77) &
T5.

SRR 0 5E LN (1900 X 4= 7600 %) & § 5.

SRR R D 7TEBIN (19005 X 6 = 11400 78) &35,

3 O
AT B D10 E LA (19005 x 9=171005) &
T5.
AR Y B 13 E RN (1900 7 x 12 = 2280057) &
5.

AR AR,
AR BRI 30 43 AP - RIY Y SE LI (1900 52X 4 = 7600
Tt D,
R 60 4 AN R Y B D 10 E AN (1900 X 9 =
17100 7)) & §5.

CERL A4, REEX (40T x 4097) B 1KLL T 5.

S1RIFRIR R EZI2 LD 300 ~ 600 AR FEE IS A S 5.

35 &5

EROUKEIC, £, EFRE, EELE - TR
FLHR), FTIE RSB &2 OFTE L (TR L SR DA,
HAEHE A=V T FLA, BIRIEERIE, RIEO%Y x5

<2 FMCHIZIE, 250 words LA @ 330 <) — (FIERC % 7%
492%) BLO S5 ELIANOHE L key word & Z D HIFRAE FE .
nB, EXFREBIOWE L~ =3, e g, 71
T A== LA KMEATo72 T T 5.

AR OTIMED SO 5.

- [M- % BEL 2N ZFNFig., Table, Photo. &E0L, #
BoOGEGELF o= U3 EEr 1, Ak
EHNC—369 %, FHIE LTEEOERLZENE 0 F
TR T 5. MEEHOTIHERTI AR S L I3y
MRS 5.

- B
B2, 55 16 SOE HASE S 7 (2011 4F) 12 550 B HLAY
HAESDEHAVD,

- B HSCRk
RICGBEOHBIE VRN FZE2F 7Y 3 TREL, AL
WAEDSCIROIEI L TR T

- BIHSCHR O R T i
MRS A1, OFBE ARSI AT TREL, 21D ki

Vol. 17, No. 2 (2023) 7



BET 5), @ L, MRS, OFATHE, OB, OH
DINFZELT. PRSGHEEEAIZAY ) v kL5,
BATRDOGE1L, OFEH, OQFEABIUHEORML),
QB LB, OS5, ©FE1TH, O, @%
T4, @BEBONEIZFET. B, 77—V D513, iR
SRR AN

GAVEEED

W

1) Haskins LS, Tomaszewski KJ, Crawford P. Patient
and physician reactions to generic antiepileptic
substitution in the treatment of epilepsy. Epilepsy
Behav., 2005 ; 7 : 98-105.

2) Grant R, O’Leary K, Weilburg J, et al. Impact of
concurrent medication use on statin adherence
and refil persistence. Arch Intern Med., 2004 ; 164 :
2343-8.

3) HHEH] SRS BARKIID. 2 TUHERREEE %
xR EL72AR 7 ) AR —=A0D § 0.3 mg [T 4 |DH )
RO A2 ET 32 FE IR BR. R L 3Es
2008: 59: 213-23.

HATAR

4) Meltzer PS, Kallioniemi A, Trent JM. Chromosome
alterations in human solid tumors. In: Vogelstein B,
Kinzler KW, editors. The genetic basis of human
cancer. New York : McGraw-Hill;2002. p. 93-113.

5 MOFTF EREMAAM. 5 ERET AL ARG
HHT: HEHEE ; 1986. p. 61-75.

T TNR—Y

6) HAYz Ay 78RS 6. Vo) vy VEENE
PR, HAY o) v 7 BSEH &Sy 27 _R—3,
http://www. jga. gr. jp/medical/generic06. html(Z
1% 2011-05-10)..

- BAIE
BEZIFA SN 2B ATE A —HIZRHER T2, AR
ARICRIZHRE S 5.

- FIESAH X (COD DB

BRI H72oTE, BFROFEMHI AT 22 MHAEIC

#EPLL, & TOEFEZOFFMIIE LT, 2OFEL

WAL DOKRBIZWEL T 5. FEHKOH 555451213,

L3 MR AERE I 5. W9kt R AR 72

EOBRT, FEE O BEOEFRY - HEERY 2 1SR

7R AL, BRSNS E DR R T L.

Bil) gL,

FIZRAHR S ). ARFZEIZB T2 EHIIHRAEH00
AEEL7.

4. BERFHZ
PR — % % F 3012 E-mail I C%fE, L {I2CD-R&% %
A5 HFICEREETIOMBE B2 72356). V7 M
Microsoft Office % f# 3 5.
CEEAE AARTY A vV EIEE NG I T — A

[T ) v RiE IfEZE B2 4
T105-6237 BB FER2-5-1 BHE7)—rEILX
MORI % 77— 37 [ (B -£: N AK] 78— R —Z )
Tel. 03-3438-1073 Fax. 03-3438-1013
E-mail: journal@ge-academy.org
v Ebg: BRY o) v 7B N4 37 —F 2%
BRraabiy

CEESFHHU DAL DA VOBREE Lo TR T LT 5.
1~2EEHRERE D AL T DX =V EI %R VIGE
i, ELSZRA SN TROWEERD L7290, BERET
L nEbESLZ L.

5. AXBELES

BRESNERIEEEE2AICL2FEREO L, BRORF
LRRETH FEICLoTEHSN, FREZROSN
AL, REHO 2 BUNICE R T2 L. 27 A B L
THRIDSNIZG AL, Frime L Tilbn s, Hikicd
7o TCEFERO—EMEIEEZRODLZENH 4. BT ERH
ZANEZ GRS § 258 24T fie Lo EICLoTHItAT
BIENBD.

%P, 32 TED DM BEFm LB LU K&k
T FREOFFIIITH T, WEZREREOHENI THEO®F
BHPETHY, 1B Do T B LR KDL DD 5.

6. EwNigEE
Bt GRFER C B LU R IR O, &

ZHOPERIC, DUFIZE® 5 E4 BRI R #i5K 12

BT 2.

SR D 1TE 2122000 F.

3AORSHELMZ /AL, BE1EIL123000 %
M35,

BFEVERAC B VER % B L 72354, 50 cm? 12D & 2000
M.

7. BURIY)
B ITATI 3524 T A=V DPDF 77 AV E 535,
FIRIL 72502 L5561, FEIER ISR L
izl HEHITIERR T 5.

8. Znfth

CEBARIEI AT 2 E LTS, BIEDSL OB EIEX
JEALE LCRED S,

CAHUE LB 14 BE 1B L ENT 5. b,
IRARR I BT 2B O ARBUE (PR R —a_—Tk
WL TV 20D) 2 LTSI L5,

78 A1) v 7% Vol.17,No. 2 (2023)



AlER  IRTREERIC EDBERV

#851 R =E BmEF wE
— s L WY EY 7 HLUA ) 2,000 x HH
Fi#H iy Ly 5 HEA »HY 2,000H x H
B YLy 7 BUN ) 2,000 x HH
Ml AR AT | Bl) B Y 10HLIA »HY 2,000H x H

% L iR E R

B30 SR | MY L) 13ELI I, BEERDD | AL
b
B L R A R 2 ¢
5L : =8
eiipkamig | oo DRI ED S sy e ks | wL ot — A
A - ZEHHD LTS
AR 7 £ 3 % iR gon
ro Ry o) WEEHE
St 2:b) 1% B GRS, BEMC L ORBE DR A T

WFFeRt G & 52 3E D EHE THW SN T WS EE R OY;
L, A=A RO WRER b0y MG LT TS, FF
(L ABZLREDR S M) A3 OB Z BHSE TS,

Beat

2HDH L NIEND EOBM OB ETIE, 75D
T, WA, ROZDELEIZONWT, ITOHIEL Z[E
L, S CEER LW e EE L wEE 2 T
1) WEBEOZEE Z /R85 X — 1%, R, T

%<, BERFRAETRTIE. E7-

Box 7O v p 2 &

2ED, BT = S AL DL AR LTS
OPERTIENEF L\,

2) BEMOTIMHO LB R 17 I,

2-a) B AEMICBWT FHIEE S OH RINT O]
H) A% B STV I BIL, F8 %) C

k.

VBRI ENEROERR LOFEE)THLEEZ
LOW, FEZERIRRLZE.

2-¢) WIZEIZBWTHRI R E L BRE T, R e L
VALIRE | N

2-d) 3L LOBEM CONE TIILEILEAHVWLZ L,

2-e) pfElEp<0.05 p<0.017 & & Tl LML
pEEZTRHTH L.

2-f) MEEHHE, MEHEEORREOERIZB W, it
TOFBEBEREORKRITMZ, IR LOFEE,
Ty B (B BB, FEE) R E QMR LC, B% %
mzs2k. fatRsam s Z0FE, BR LD,

[JEREENCERB L W EIEERITLIE. 2
XA G, FIETAZEICXY, 2SN
HELIZALROENFIZ RN R,

Db, HERERHE L CTEEE B LT T

Yz 3y 2% Vol 17, No. 2 (2023) 79



Japanese Journal of Generic Medicines — Rules for Contributions

1. Qualification of Contributors

As a rule, the principal author of a paper shall be a member of
the Japanese Society of Generic and Biosimilar Medicines. However,
this does not apply if someone outside Japan submits a paper or if a
paper is submitted on request.

2. Copyrights

The copyrights of papers, abstracts, articles and the like that
are published in the journal are vested in the Japanese Society of
Generic and Biosimilar Medicines.

3. Details of Papers

Papers to be submitted shall discuss the formulation, quality,
equivalence, added value and other scientific reporting on generic
medicines (including biosimilars; GE); surveillance and research
relating to the provision of information and dependable supply; and
research, surveillance, interpretation and reporting on pharmacolo-
gy and medical economics of GE. The papers shall never have been
published or submitted to any scientific journal or other publisher.

Any research into humans or human tissues shall comply with the
ethical principles of the World Medical Association Declaration of
Helsinki. Such research must have the approval of the ethics com-
mittee of the institution or equivalent body, depending on the sub-
ject area. Any animal testing shall follow the animal test guidelines
prescribed by the institution.

3-1 Examples of Subject Areas

Formulation design/stability testing of GE

Bioequivalence testing of GE

Efficacy/safety of GE

Added value of GE

Industrialization of GE

Manufacture/quality control of GE

Assessment of GE at medical institutions

Reporting on discussions by manufacturers based on assessments

by medical institutions

Requests for GE from medical institutions

Various issues associated with the introduction of GE into hospi-

tals

Current status of the use of GE at hospitals and associated prob-

lems

Supply/distribution of GE and provision of information

The relationship between domestic and international pharmaceu-

tical regulations/guidelines, and the development/manufacture of

GE

GE and medical economics

Etc.

3-2 Type

Japanese Journal of Generic Medicines mainly accepts general
papers, short reports, research results and review articles as a rule.

- General papers: as a rule, they need to include new findings on
GE obtained from original research activities.

— Short reports: they shall include new findings, valuable data,
case reporting and others as a rule, even if it is fragmentary
research.

— Research results: they shall include valuable data, although it is
not necessary to include new findings.

— Review articles:

30 T ) v rigE

December 2023

Comprehensive papers: these should be based on the author’s
research performance and include an overview and comments
on studies associated with the author’s field.

Invited papers: these are written at the request of the editorial
board of the journal.

— Lecture reports: these are written at the request of the editorial
board of the journal by the presenters of lectures (symposiums,
etc.) at the meeting of the Japanese Society of Generic and
Biosimilar Medicines. However, submissions based on short
presentations are handled as general papers.

3-3 Languages
Japanese or English
3-4 Length

The length of manuscripts, according to the type of the manu-
script, should be as follows. Character count does not include the
title, the name(s) of the author(s), the institution(s) of the author(s),
as stated in 3-5, and the summary in English (with its Japanese
translation) and keywords, and include the main text, figures and
tables, references and footnotes.

— General papers: the printed paper shall not exceed 7 pages
(1,900 Japanese characters by 6 = 11,400 Japanese characters).

— Short reports: the printed paper shall not exceed 5 pages (1,900
Japanese characters by 4 = 7,600 Japanese characters).

- Research results: the printed paper shall not exceed 7 pages
(1,900 Japanese characters by 6 = 11,400 Japanese characters).

— Review articles:

Comprehensive papers: the printed paper shall not exceed 10
pages (1,900 Japanese characters by 9 = 17,100 Japanese charac-
ters).

Invited papers: the printed paper shall not exceed 13 pages
(1,900 Japanese characters by 12 = 22,800 Japanese characters).

- Lecture reports:

Lectures of up to 30 minutes: the printed paper shall not exceed
5 pages (1,900 Japanese characters by 4 = 7600 Japanese charac-
ters).

Lectures of up to 60 minutes: the printed paper shall not exceed
10 pages (1,900 Japanese characters by 9 = 17100 Japanese char-
acters).

— Each page should be A4 size, with 40 characters by 40 horizon-
tal lines.

— A figure or a table corresponds to 300-600 Japanese characters
depending on its size.

3-5 Format

— The first page of the manuscript shall state the title, the names
of each author (if the paper is in Japanese, the names in Roman
alphabet are to be given as well), the name and address of
each institution (the address is only required for the principle
author), contact e-mail address, the contact for requesting cop-
ies and the contact address for proofreading.

— The second page shall contain an English summary of up to
250 words (with its Japanese translation) and up to 5 keywords
(with their Japanese translations).

— The main text should start from the third page.

— Figures, tables and photographs shall be labeled as Fig., Table,
and Photo respectively. Serial numbers are to be given if there
is more than one. They should carry their own titles and be
supplied separately from the main text. In principle, the original
figures, tables, and photographs prepared by the author should
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be provided. Citation of figures, tables and photographs shall be
indicated in the text or in the margin.

— Units: International System of Units (SI) should be used based
on the Japanese Pharmacopoeia, 16th edition (2011).

— References: References are numbered in the order in which they
are cited, and the number of each reference is given followed by
a closing parenthesis as a superscript to the relevant part, along
with a closing parenthesis. All references are summarized in the
references section at the end of the paper.

— Description of references
For journals, give the details in the following order: 1) name of
the author (names of a maximum of 3 authors should be given;
other names have to be omitted), 2) title of the paper, 3) name
of the journal, 4) year of publication, 5) volume number and
6) page numbers. The name of the journal with its title in the
Roman alphabet is typed in italics.
For published books, give the details in the following order: 1)
name of the author, 2) title of the book (and the section title),
3) edition and volume number, 4) name of the editor, 5) place
of publication, 6) name of the publisher, 7) year of publication
and 8) page number. The accessed date should also be given for
web pages.

Example
Journal articles:

1) Haskins LS, Tomaszewski KJ, Crawford P. Patient and
physician reactions to generic antiepileptic substitution
in the treatment of epilepsy. Epilepsy Behav., 2005 ; 7 :
98-105.

2) Grant R, O'Leary K, Weilburg ], et al. Impact of concur-
rent medication use on statin adherence and refill persis-
tence. Arch Intern Med., 2004 ; 164 : 2343-8.

Books:

3) Meltzer PS, Kallioniemi A, Trent JM. Chromosome
alterations in human solid tumors. In: Vogelstein B,
Kinzler KW, editors. The genetic basis of human cancer.
New York : McGraw-Hill : 2002. p. 93-113.

— Footnotes
A footnote shall be provided on the same page as the one in
which the footnote symbol or number is placed. The footnote
symbol or number shall be clearly indicated in the text.
— Disclosure of Conflict of Interests (COI)
In accordance with this Society’s Rules on Managing Conflict of
Interests, all papers submitted shall carry a declaration at the end
of the main text, stating whether or not any of the coauthors has
a conflict of interests. If there is a conflict of interests, the name
of the company or organization in question shall be stated. If any
financial assistance, whether direct or indirect, was received from
a specific company in the process of conducting the research or
preparing the manuscript, this fact shall be stated in the paper.
Example: No conflict of interests.
Conflict of interests. This study was funded by OO
Co., Ltd.

4. Contribution Procedure

A contributor shall send the contribution data to the following
address by e-mail or in the form of a CD-R, etc., particularly in cases
where the document’s file size exceeds 10 MB. Microsoft Office
software shall be used for preparing the documents.

— Address: The editorial board of the Japanese Journal of

Generic Medicines
c/o Japanese Society of Generic and Biosimilar

Medicines

Atago Green Hills Mori Tower 37th fl. 2-5-1,

Atago, Minato-ku, Tokyo 105-6237

(inside the office of Zeirishi-Hojin AK] Partners)

Tel: 03-3438-1073  Fax: 03-3438-1013

E-mail: journal@ge-academy.org

Contact: Japanese Journal of Generic Medicines,

Office of Japanese Society of Generic and Biosimilar

Medicines

- The acceptance procedure shall be deemed complete when

the contributor receives an e-mail response from the contact.
If no such e-mail arrives within one or two business days, the
contributor shall make an inquiry to the contact as to whether
to re-send the contribution data as there could be cases where
contribution data fail to be properly received.

5. Evaluation of the Papers and Results

Papers submitted are subject to an assessment for acceptance
by two examiners. If a paper is returned after assessment with a
request to be resubmitted, it shall be sent back within two months
of the day the paper is returned. If the paper is resubmitted after
this time, it shall be handled as a new contribution. The journal
may request partial corrections to a manuscript for publication. The
order in which papers are published shall in principle be the order
in which they are received, although it is subject to change for the
convenience of assessment and editing.

However, review articles (invited papers) and lecture reports
defined in 3-2 are not subject to the assessment mentioned above,
but shall be accepted for publication or rejected based on the judg-
ment of the chair of the editorial board; however, the journal may
request partial corrections of a manuscript for publication.

6. Publication Fees

Contributors (except the author of an invited paper or a lecture
report) shall pay upon request the following publication fees (con-
sumption tax not included) after the paper has been accepted.

— 2,000 yen per printed page

— 3,000 yen per page exceeding the length provided in 3-4

— Figures and tables preparation fee if they are prepared sepa-

rately: 2,000 yen per 50 cm?

7. Separate Off-Prints

The journal provides PDF file of relevant page to the author at the
time of publication.

If the author wishes to obtain printed separate off-prints, the num-
ber of copies to be needed can be ordered at the time of proofread-
ing, which is available for a fee.

8. Others

— The author may proofread a paper only once. As a rule, no
additions or corrections shall be accepted thereafter, except for
typographical errors.

— These rules shall apply from the papers published in the jour-
nal, volume 14, number 1. Contributors should refer to the
current rules for contributions (available on the web site of the
Japanese Society of Generic and Biosimilar Medicines).
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Appended table: Instruction by submission type

Type Length Evaluation Publication fee Notes
General papers The printed paper shall not Subject to assessment 2,000yen x
exceed 7 pages number of pages
Short reports The printed paper shall not Subject to assessment 2,000yen
exceed 5 pages number of pages
Research results The printed paper shall not Subject to assessment 2,000yen x
exceed 7 pages number of pages
Review articles: .
Comprehensive The printed paper shall not Subject to assessment 2,000yen x
exceed 10 pages number of pages
papers
Not subject to
assessment: partial
Review articles: The printed paper shall not corrections may be Free
Invited papers exceed 13 pages requested by the
judgment of the chair
of the editorial board.
Lectures of up to 30 minutes: | Not subject to Submissions
the printed paper shall not assessment: partial
. based on short
Lecture reports exceed 5 pages . corrections may be Free presentations
Lectures of up to 60 minutes: | requested by the are handled as
the printed paper shall not judgment of the chair eneral Dapers
exceed 10 pages of the editorial board. g Papers.

Samples

When study samples are drugs used for medical purposes, give
the name of the manufacturer and the lot numbers if possible. If

symbols such as “A,” “B,” etc. are used, provide the reason.

Statistics

For comparison between 2 or more groups, it is recommended

Recommendations concerning statistical analysis, etc.

The editorial board of the Japanese Journal of Generic Medicines

2-b) Describe the authors’ opinion on how large a difference in
the value of the subject indicator has to be considered as a
meaningful difference (clinically significant differences).

2-¢) Describe the justification for the selection of the number of
subjects and the number of cases in the study.

2-d) Use multiple comparison to compare 3 or more groups.

2-¢) The p value should not be shown as p<0.05 or p<0.01, etc;
the precise p value should be shown.

to prepare the paper taking the following matters concerning data 24) For the discussion of results based on statistical tests and

aggregation, statistical analysis, and discussion into consideration:

1) The parameter that shows the fluctuation of measured values
should basically not be given in standard error, but in standard
deviation. It is desirable to show the data distribution visually
such as by a Box plot.

2) For comparison of the mean between groups,

2-a) Discuss the uniformity of the arrangement of background

statistical estimations, clinically significant differences, the
number of data (number of subjects and number of cases),
etc. should be considered in addition to the results such as
statistical significance tests. Note that the statistical conclu-
sion is not directly connected to clinical “equivalence” or
“nonequivalence.” It may help to include and utilize a confi-
dence interval so that a hasty discussion can be avoided.

factors (items) other than the evaluation item between the
groups to be compared.

82

Please take the recommendations listed above into consideration.
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