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[Abstract] Objective: To investigate the effects of Jianpi Qinghua granules on blood glucose fluctuations in patients with

newly diagnosed overweight/obese type 2 diabetes mellitus (T2DM) and Qi-Yin deficiency syndrome from the perspective of
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skeletal muscle mass and function, while providing new insights for the treatment of diabetes. Methods: This study employed a
randomized, double-blind, placebo-controlled design. A total of 110 newly diagnosed overweight/obese T2DM patients meeting the
inclusion criteria were randomly assigned to either the traditional Chinese medicine (TCM) group (54 cases) or the control group
(56 cases). Patients in the TCM group received Jianpi Qinghua Granules, while those in the control group received a placebo. Both
groups underwent dietary and exercise guidance. After 12 weeks of intervention, blood glucose fluctuations were assessed using the
following parameters: time in the target blood glucose range (TIR) , mean daily blood glucose (MBG) , standard deviation of
mean daily blood glucose (SDBG) , mean amplitude of glycemic excursions (MAGE) , coefficient of variation of blood glucose
(CV), glycated hemoglobin (HbA1c) achievement rate, fasting plasma glucose (FPG), and 2 hour postprandial glucose (2 hPG).
Skeletal muscle mass was measured by dual-energy X-ray absorptiometry (DXA) , while skeletal muscle function was evaluated
using a handheld dynamometer for distal muscle strength and a 5-time sit-to-stand test for lower limb function. Additionally,
pancreatic islet function and TCM syndrome scores were analyzed. Results: No significant differences were observed in baseline
data between the two groups before intervention, ensuring comparability. After treatment, compared to the control group, the TCM
group showed a significant increase in TIR (P<0.01). While the SDBG and CV decreased, and MBG and MAGE increased in the
TCM group, these differences were not statistically significant. Notably, the TCM group exhibited significant reductions in 2 hPG
(P<0.01) and HbAlc (P<0.05), though the decrease in FPG was not statistically significant. The HbAlc achievement rate in the
TCM group was significantly higher than that in the control group ()(2:45.498, P<0.01). In terms of skeletal muscle mass and
function, the TCM group demonstrated a significant increase in handgrip strength (P<0.01) and a significant reduction in the 5-time
sit-to-stand duration ( P<0.05). However, although body fat percentage increased, leading to a decrease in skeletal muscle mass and
the ratio of skeletal muscle to fat, these changes were not statistically significant. For pancreatic islet function, the TCM group
showed significant reductions in fasting insulin (FINS) and homeostasis model assessment of insulin resistance (HOMA-IR)
(P<0.01). Additionally, the TCM syndrome score in the TCM group was significantly reduced (P<0.01). Conclusion: Jianpi
Qinghua granules may reduce blood glucose fluctuations in newly diagnosed overweight/obese T2DM patients with Qi-Yin
deficiency syndrome by enhancing skeletal muscle function, improving pancreatic islet function, and ameliorating related TCM
syndromes.
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Table 1 Comparison of baseline data between two groups of patients
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Table 6 Comparison of skeletal muscle mass and functional indicators between two groups before and after treatment
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