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[ Abstract] We have analyzed the current status of recognization and qualification of orphan drugs in Chi-
na and abroad, looking at the aspects of the authority institutions, identification and qualification process,
and the number of orphan drugs identified and available in the market. By comparing and analyzing horizontally
the differences in orphan drugs identification between representative developed countries vs. some developing
countries, we discuss the inadequacy of orphan drugs supervision in China. We introduce the advanced experi-
ence from the developed countries and some developing countries to provide suggestions for the identification
and management of orphan drugs, hoping to speed up the process of development and market availability of or-
phan drugs and to maximize patient’s accessibility to treatment in China.
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Fig. 1 Identification process of rare diseases drugs in the United States
00PD: WL b B A I A
Sor Ovse M LW
480 -
4201 |
360 M
& 300 Tl
i L
= 240
180
120
60 |-
0 JI.JlJlJlJLJL__.
o w o~ ()] — [ae] w o~ D — [20] w o~ D — o w o~ [=>] —
o] oK oK x [p] [=p3 [p] [p] [=p] ol ol ol j=) j=) — — — — — N
f>] f>] f>] f>] N N N N N < < < < < < < < < < <
— — — — — — — — — N N N N N N N N N N N
&4

B2 el M E S LR

Fig. 2 Identification and marketing quantity of rare disease drugs in the United States
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Fig. 4 Identification and marketing quantity of rare disease drugs in EU
1993 4% (FFEILJG 25 AT FLHE) A4, H AR
PR AAERIE S PR (318, T304 2 BYXERPERFERFAAFLIR
LG 25 a9 A E 5 b RO R B s B
AT 10 4R A E b T HORE B 4 A TR A X AL, LA AG . VPRI FEWR 2 AT

@6[18]

'ﬁﬁiﬁﬁm,M%E mﬁﬁﬂjnui/ﬁiﬁ ES
L ORREE . HASH N E B B T P s, ERR K
WREBE R RES, mtaT W, Sk
BT ERIRL SN E X B R e, NFEN
WA EREKRE, KERZ, MRKZ,
HZ’—‘F//I\, éﬁ/n\ ﬂ—'ﬁ?nnﬂﬁj_?ﬁlftkfi&ﬂ. H
AWK T9% , WRBALY 10% 724, X R EARH
A I 5 DL 24 it A S bR TR SR IR L IR B O
HHAA SR e B3

342 July, 2022

ﬁmﬁ%,u&ﬁﬁT%%ﬁ%ﬁ%,ﬁiﬁmm
BE . OAEPEREE. VY, AME LRI | RRE FIRTAR A A A
RER, FI5E KR ERET WHRIZIT 525 5 & 40
HEBR S, Wk 2,

A R A AR A SR P R ) A L e X
PO 5 LI 2 SCA BB R AT 0. 65% B, #F
& H Y 5 Wﬁmiﬁ$ﬁ$ﬁ?oz%%ﬁﬁm
EPRE . R JOHI DG E X, 2019 4F, B REHE 55 L
25 e N IR AN I 50 7 05 i 2
R FHRR B 2 IR 25 A e bl , HARE R ER



VLR Z it AR A E 19 [ PR B 5 08 7R

1l

2 ; 1 5 i EHPAFSC | B MHLW
] =4 oot ] P =4
{ T AIE 1 ’I:>[ ZHENTIE 2 }:# IE A FIE i :> s
HAE N/ il FERES, Wi 25,
AIMHLW ZHUTIER HE A/l PMDA,
12T WTE [AMILW HATHE A
B HEA R i

Bl 5 HASIRZMIE R
Fig. 5 Identification process of rare disease drugs in Japan

MHLW . HZARJEA:353)45; PMDA . BEZG5 EI7EMEr S BN ; PAFSC: ZFMEM TEZRRS

Or O W b _
351 M
30F M
25
20

HE

151
10+

< [$))
T
2011 '_
[

D D D D j=) j=) j=) j=) j=) — — — — N
[=>] [=>] [=>] [=>] < < < < < < < < < <
— — — — N N N N N N N N N N
Ftr
Ble6 HAFImRLMIAES g
Fig. 6 Identification and marketing quantity of rare disease drugs in Japan
F 1 MRk G B DX 5 DL 24 T A AR A
Tab. 1 Summary of drug identification for rare diseases in typical developed countries and regions
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Tab. 2 Summary of development for rare diseases in some developing countries
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