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ABSTRACT

Background: Denosumab (Prolia®) is administered every 6 months for osteoporosis treatment. Co-administration of calcium and
vitamin D is required to minimize hypocalcemia risk. We evaluated clinical outcomes based on the administration interval of
denosumab and co-prescription with calcium-vitamin D combination products. Methods: A retrospective study was conducted using
electronic medical records from 668 patients who started denosumab therapy between January 1 and December 31, 2018, at Seoul
National University Bundang Hospital. Clinical outcomes, as measured by changes in T-score, were evaluated by the intervals and
concurrent prescriptions with calcium—vitamin D combination products. Results: Of the 668 patients, 333 patients met the eligibility
criteria. These patients were divided into two groups based on appropriateness of the administration interval: “Appropriate” (304
patients, 91.3%) and “Inappropriate” (29 patients, 8.3%). T-score changes were significantly higher in the “Appropriate” than in the
“Inappropriate” group (0.30+0.44 vs. 0.13+0.37, p=0.048). At the beginning of the treatment, 221 patients (66.4%) were prescribed
calcium-vitamin D combination products, but the changes in T-scores were not significantly different by the prescription status of the
product (0.29+0.46 vs. 0.28+0.38, p=0.919). Conclusion: T-scores were significantly improved in patients with appropriate
administration intervals. No significant changes in T-scores were observed by the prescription status with calcium-vitamin D
combination products. For optimal treatment outcomes, prescribers should encourage adherence to the approved prescription
information on dosage and administration, and pharmacists should provide medication counseling for patients.
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Fig. 1. Flowchart of Study population
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Table 1. Baseline characteristics of study subjects (n=668)

N (%) or (Mean+SD)
Sex, n (%)
Female 594 (88.9)
Male 74 (11.1)
Age, mean+SD 75.9+10.3

Medical departments of the prescribers, n (%)

Orthopedic Surgery 255 (38.2)
Endocrinology 232 (34.7)
Rheumatology 48 (7.2)
Health Promotion Center 42 (6.3)
Obstetrics & Gynecology 41 (6.1)
Family Medicine 31 (4.6)
Rehabilitation Medicine 17 (2.5)
Neurosurgery 2(0.3)
Baseline T-score, mean+SD -3.3+£0.8

SD, standard deiviation
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Table 2. Changes in T-scores by the treatment interval (n=333%*)
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Appropriate” Inappropriate p-value
AT-score, mean+SD 0.30+0.44 0.13+0.37 0.048
Sex, n (%) 304 (91.3) 29(8.7)
Female 280 (92.1) 29 (100)
0.247
Male 24 (7.9) 0(0)
Age, mean+SD 74.9+9.6 72.9+12.4 0.406
Baseline t-score, mean+SD -3.19+0.68 -3.31+£0.75 0.390

*Patients with less than three denosumab administrations and patients with inappropriate administration intervals with clear reasons were

excluded from the analysis.
Appropriate interval was defined as 180428 days
SD, standard deviation
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Table 3. Changes in T-scores by the concurrent prescriptions with calcium-vitamin D combination products (n=333*)

Denosumab with

Denosumab only calcium-vitamin D combination products p-value
AT-score, mean+SD 0.279+0.38 0.285+0.46 0.919
Sex, n (%) 112(33.6) 221(66.4)
Female 106 (94.6) 203 (91.9)
0.354
Male 6(54) 18 (8.1)
Age, mean+SD 76.949.5 73.6+£10.0 0.005
Baseline t-score, mean=SD -3.31+0.82 -3.29+0.70 0.828

*Patients with less than 3 denosumab administrations and patients with inappropriate administration intervals with clear reasons were excluded

from the analysis.
SD, standard deviation
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