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Evidence-based evaluation and hierarchical management of off-label use of 5-aminolevulinic acid in
photodynamic therapy

MA lJing, LIU Tingting, GOU Xiaoshuang, YANG Xue, LI Chen, LIU Fang, LIU Yao (Dept. of Pharmacy, the
Daping Hospital of Army Medical University, Chongqing 400010, China)

ABSTRACT OBJECTIVE To provide reference for medical institutions to establish the record management mode and review
rules of off-label use of 5-aminolevulinic acid (ALA) in photodynamic therapy based on the level of evidence. METHODS All
ALA-containing outpatient prescriptions in the rational drug use system in our hospital from January 1, 2024 to December 31, 2025
were retrospectively collected. Based on the drug instructions, the current status of off-label use of ALA in photodynamic therapy
was identified . The relevant studies in Micromedex, PubMed, CNKI, Wanfang Data and other databases were systematically
searched as the relevant evidence-based evidence of ALA off-label use. According to the Off-label Drug Use Filing Standard of the
hospital, the evidence-based evaluation method was used to evaluate the evidence-based evidence of ALA off-label use and carry out
hierarchical management. RESULTS A total of 1 803 effective prescriptions were included, of which 676 (37.49%) were off-label
use, distributed in the dermatology department (564 prescriptions, 83.43%) and the plastic surgery department (112 prescriptions,
16.57%). All 676 prescriptions were off-indications medication, involving ten types of skin diseases, primarily including moderate
to severe acne (39.94%), skin warts (25.44%), Bowen’s disease (11.98%), and others. According to evidence-based evidence,
off-label uses such as moderate to severe acne, actinic keratosis, and Bowen’s disecase were managed according to the evidence
category I or Il .The uses of extramammary Paget’s disease and rosacea were managed according to the evidence category IIl.The
uses of lichen sclerosus and keloids were managed according to the evidence category IV.The results of evidence-based evaluation

showed that 92.01% of off-label use in our hospital had high-
ABEETRE FRT FAMLIG R 5 L RHE BRI H (No. iy 117 level evidence-based support ( evidence category was grade I -
4202068 %)
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Il ). CONCLUSIONS Off-label uses supported by high-level

evidence, such as moderate to severe acne, skin warts, and

HABISIEE IR0 L BESEITI R 22 2 A Bowen’s disease, can be managed under filing category [ or
25K, E-mail : swhliuyao@163.com II. For the use of lichen sclerosus and keloids, evidence-based
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evidence is insufficient and should be strictly restricted. The vast majority of ALA off-label use in our hospital has sufficient

evidence-based basis.

KEYWORDS 5-aminolevulinic acid; off-label use; evidence-based evaluation; photodynamic therapy; skin diseases
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