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Research on adaptive licensing pathway for new drug registration

YANG Li, CHEN Yu-wen, WU Di, WEI Yan-yi, WANG Zu-guang
( College of Business Administration, Shenyang Pharmaceutical University, Shenyang 110016, China)

[ Abstract] Adaptive licensing ( AL) is a prospectively planned, flexible approach for the regulation of
drugs and biologics. AL is based on the stakeholder model of patients, health-care providers, payers, and regulators,
seeking maximizing the positive impact of new drugs on public health by balancing timely access for patients with
the need to assess and provide adequate evolving information on benefits and harms, so that better-informed patient-care
decisions can be made. This paper reviews the emergence and development of AL, deeply analyzed the principles
and design ideas of AL, and discussed the risk management and safeguard measures in AL. This paper will provide
theoretical and practical reference for the construction of AL pathway in China.
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