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Comparative Analysis of Legal and Social Security System of the Rare Diseases
between Foreign Countries and China

Mo Xin, Cheng Feng' (Tsinghua University Research Center for Public Health, Beijing 100084, China)

Abstract Objective: To provide references for the establishment of social security system for rare diseases
in China. Methods: Based on the study of drug research, development policy and social security system of
rare diseases in foreign countries, the gap of the rare disease diagnosis and treatment as well as social security
system was identified. It was suggested that China's social security for rare diseases be established in accordance
with national and healthcare conditions. Results: After the systematic data collection and analysis, it was found
that developed countries and regions have a clear definition for rare diseases. Besides, they have set up specific
departments responsible for making and executing the laws of rare diseases, and they have issued policies to
encourage and develop the orphan drug research and provide financial support. The research and development of
the orphan drugs have made great progress with high speed. At the same time, the orphan drug payment system
in these countries and regions is relatively sound with the establishment of multiple-channel reimbursement
mechanism including proportionally national fund, medical, social, and commercial insurance. Comparatively
speaking, the current survival situation of the rare disease patients in China is not so good. The situation of

diagnosis and treatment is not promising. The use of orphan drugs is not standardized with low treatment
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compliance. The causes for this phenomenon include the high treatment cost and low reimbursement, lack of

imported orphan drugs, insufficient and untimely orphan drug supply, and high misdiagnosis rates. Conclusion:

It is a hard task to establish China's rare disease social security system. The following three steps should be taken

as the starting points, firstly, clearly defining rare diseases and improving legislation; secondly, putting the orphan

drugs into the reimbursement list of healthcare insurance, especially the curative orphan drugs and children's

drugs; thirdly, standardizing the procedure of rare disease diagnosis and treatment to improve the capacity.

Keywords: rare diseases; the rare disease social security system; orphan drugs; accessibility of drugs; procedure

of diagnosis and treatment
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