© 1168 - F46% FE6H 2023F6 8 "éﬁ-i‘&'[ﬁti. Drug Evaluation Research  Vol. 46 No. 6 June 2023

[ F3FAE ]
FDA (KD ARMREE T & Al FiEF RN E R )N 44

Bk
KA M EE R &R0, st 100022

2

H

W OE: EEaMAMNEEEER (FDA) T20233 A KA T (K& HRIE 25T & 1 pE Al i F 2 U0 2 520 .

it 5 TR U T K 280 08 JRR I 243 3 245 P 4 10 /S TR S E AN U8 B 0 A B, R R R S U %thTXTﬁ%e@%ﬁﬂiﬁﬁLu
TER AT AR 2 @I, B —MRIGR A S, AR LRSI IR WEIRA B VP IR 22 4 M P ik
B 7R IS T . TR H AT M A SR SR, AN 28 FDA AR TR W B 3 B A, TG R E X R 2
TR TR A PR B

KR, FEGNAMEBEEE (FDA); BHiziHil; KRJREMEEZ: BG9HF Ik Rt B3R

FESES: RI5I XEkFRERE: A XERS: 1674-6376 (2023) 06-1168-07

DOI: 10.7501/j.issn.1674-6376.2023.06.002

Introduction to FDA's Development of Local Anesthetic Drug Products with
Prolonged Duration of Effect Draft Guidance for Industry
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Abstract: The US Food and Drug Administration (FDA) released the Development of Local Anesthetic Drug Products with
Prolonged Duration of Effect Draft Guidance for Industry in March 2023. This guidance provides detailed and specific
recommendations for the development and trial design of new local anesthetic drug products with prolonged duration of effect for
different indications and claims of labelings, especially for postoperative analgesia, including general clinical pharmacology, human
factors engineering evaluation, trial design, clinical efficacy evaluation, clinical safety evaluation, and labeling claims. However,
there is currently no similar guidance in China. This article provides a detailed introduction to the FDA's guidance, hoping to be
helpful for the development, research, and regulation of such drugs in China.
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