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[ Abstract] By combing the relevant policies of national and local orphan drug security policy, this paper
analyzed the current situation of orphan drug security policy in China from the perspective of drug life cycle, and
puted forward corresponding countermeasures and suggestions. In this paper, by consulting the relevant literature,
searching the national and local government websites and the network platforms of rare disease-related organizations,
combed the policies in the stages of drug research and development, registration, pricing and reimbursement, supply,
post-market supervision (drug vigilance) and diagnosis and treatment of rare diseases from 2015 to 2020. In the
past five years, the state and various ministries have issued a series of orphan drug protection policies, as well as
some provinces and cities issued some orphan drug reimbursement policies, but there is no search for China’s
special post-market supervision policy for orphan drugs. It is suggested that under the premise of multi-sector
cooperation, our country can set up full-time departments for rare diseases and orphan drug protection to provide
diversified protection measures for patients with rare diseases.
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