e [ 57 DL 24 it 2 1 BAR B Bk g 9T 7 B
B RNE L BT ARE S F T PESRAYERERWER, §X 211982 EH
HARERHHHASERF LERFRAC, HE 211198)

FESES RIS XHEkFRERS A
DOI  10.6039/j.issn.1001-0408.2025.17.03

XEHS  1001-0408(2025)17-2097-05

H E HM 2 AB ST ELBS B 06 ILIREFT @GP, AHALTE L% St 0 AR 254 R BRI A E
Fik T F I S 2 IR R BOUFIR T B B R A | BT AU e B E L AR K R T IR R RS A i IR & R R L
R th St DRV A IR BB B R BRIR , A R E R BB A, R @25 RENRARNE B H LA i
ABF B AR, LI L v B R G RIRAL,58.33% i A R T % uit AR K F IR AL E R it A2 O & sk E R
AW (54.17%) | 5 FRF #LAZ 5 8 (45.83%) \ IR F 3 A it K (41.67% )5 25\ 4, #oa T ok ik o ag Rk, Blat, st 13415
B BRI VB ST AL R 2 A e e B B LR 00 B LRATR F R ITIERAT, KL B AT AR B A F LR 26 itk v e BUR T W
PR IR AL BEFHABREF T AEERL, ENHARGS SRR OB LA FTE, 18 ABE LR RER
R E@IEABRFERTE BENHARLE ABREHZFRE, EDUNTEF LRIANEAH A 2 BB A T &
BEBXF 7 @b A, R — TR T IR 2 it v A R AR R UK

KR FEINR; S o BURENG T

Investigation and analysis of the current status and challenges in importing rare disease drugs in China
WU Jingjing"*, SU Qinning', TAO Xueyi', YANG Yufei'"*, MAO Ningying" *(1. School of International Medicine
Business, China Pharmaceutical University, Nanjing 211198, China;2. Research Center of National Drug Policy

& Pharmaceutical Industry Economics, China Pharmaceutical University, Nanjing 211198, China)

ABSTRACT OBJECTIVE To analyze the current status and challenges in importing rare disease drugs in China, providing
references for optimizing the import process and improving relevant policies. METHODS Questionnaires and interviews were
conducted with stakeholders involved in rare disease drug importation, including government departments, multinational
pharmaceutical enterprises, healthcare institutions, and patient organizations. This explored the current situation and challenges
encountered by each party. Expert opinions were synthesized to propose improvement suggestions. RESULTS A questionnaire
survey of representatives from 25 multinational pharmaceutical companies in the rare disease field revealed that these companies had
a strong willingness to import rare disease drugs, with 58.33% of them practicing diverse import models. However, significant
challenges hindered this process, including unclear regulations (54.17%), complex approval procedures (45.83%), and excessively
long approval cycles (41.67%) , negatively impacting their motivation. Meanwhile, interviews with 13 experts from government
departments, healthcare institutions, pharmaceutical enterprises, and patient organizations identified deficiencies in policy design,
approval processes, sampling inspection costs, and communication efficiency with regulators. Additionally, the drug import model
in special medical zones also required improvement. CONCLUSIONS The importation of rare disease drugs in China faces
challenges such as incomplete policies, inflexible regulatory mechanisms, and insufficient communication channels. It is
recommended to enhance the rare disease definition criteria, optimize import incentive policies, and refine regulatory models, so as
to further optimize the import process of rare disease drugs and improve relevant policies.

KEYWORDS rare disease; drug importation; policy recommendations; China
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