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Special technical considerations for clinical development and
evaluation of locally applied locally acting drugs

ZHAO Cong, QIAN Si-yuan, GE Yu-mei, YANG Jing-yi, ZHAI Yun, YUN Wen-ping, XIE Song-mei
( Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China)

[ Abstract] Objective: Focusing on the specialty of locally applied locally acting drugs, we discuss and
explain the special considerations in its design and evaluation of clinical trials. Methods: The technical guidelines
on the research and development of locally applied locally acting drugs issued by domestic and foreign regulatory
agencies and related literature were extensively investigated. The relevant drug research and development situation
and review practice were combed. Combined with case analysis and expert discussion opinions, the technical standards
for clinical research and development of local drugs under different registration types were discussed. Results &
Conclusion: The sponsor should formulate the corresponding research and development strategy based on the clinical
medication needs and developmental background. For the innovative drugs, in addition to following the general
consideration of clinical trials of innovative drugs, specific studies should also be carried out at the same time
considering the characteristics of drug dosage forms, the routes of administration, and application sites, etc. Meanwhile,
due to the technical and ethical difficulties of sampling in local pharmacokinetics and pharmacodynamics research,
pharmaceutical quality research and comprehensive non-clinical research are particularly important. Some necessary
exploratory and confirmatory clinical trials should be carried out combining the clinical data of the original active
ingredient to prove the clinical advantages in safety and effectiveness etc. of the improved drug. For generic drugs
that is locally administered and locally acting, beside pharmacy and non-clinical comparative studies with the original
reference preparations, the sponsors may also need to carry out necessary human pharmacokinetics, pharmacodynamics,

and even clinical equivalence trials to prove the consistency of quality and efficacy of generic drugs and reference
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