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Guidelines for the management of therapeutic drug monitoring
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ABSTRACT OBJECTIVE To further standardize the technical operations and management processes throughout therapeutic drug

monitoring (TDM), clarify the clinical value of TDM implementation, improve the scientific validity and reliability of monitoring

results, and provide a solid reference basis for the formulation

ABEETEB KETAMIGRLES AT H (No. TZH-2025-017)

o ISHEE EAEL60T. WITEJy A FEBR252s SAsr 26t 25 and optimization of clinical individualized precision dosing
B Ed o L IR PL RS AR T 29 V) mi R (2N
GRS AT B-mail : 13820893896@163.com regimens. METHODS The Guidelines for the Management of

Hb BISIEE FAFZ500, 2%, BEFT)7 ) G IRZ 2 MAILZS Therapeutic Drug Monitoring were formulated in accordance
197 . E-mail : miaolysuzhou@163.com with the latest definition of guidelines by the Institute of
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Medicine of the National Academies and the standard guideline development methodology of the World Health Organization, and in
compliance with the requirements of the appraisal of guidelines for research and evaluation. A modified Delphi method was adopted
to establish the research question system; evidence-based medicine research methods were applied to systematically search multiple
databases to screen the latest and most comprehensive evidence. Evidence was graded and evaluated based on the evidence grading
system of the Chinese Evidence-Based Medicine Center, and the grading criteria for recommendation strength from the Oxford
Centre for Evidence-Based Medicine were used to determine the recommendation strength. The recommendation opinions were
formed through multidisciplinary expert consensus. RESULTS The Guidelines for the Management of Therapeutic Drug Monitoring
cover four core modules, including TDM application indications, technical procedures, result interpretation and clinical
application, and quality control, involving 18 primary research questions, 34 secondary research questions, and yield 82
recommendations. CONCLUSIONS The guidelines systematically standardize the key technical links and management requirements
of the whole TDM process, provide scientific and operable standardized tools, help improve the standardization level of TDM

work, promote the translation of monitoring results into clinical decision-making, and provide strong support for precision

personalized medicine and ensuring the safety and rationality of medication use.

KEYWORDS therapeutic drug monitoring; management guidelines; group standard; evidence-based medicine; individualized

medication
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