
Median time to first on-study bone complication1

 

XGEVA® significantly reduced the risk of first on-study bone complication 
across multiple tumour types vs zoledronic acid

XGEVA® gives patients an additional 8.2 months free from bone 
complications compared with zoledronic acid1
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HR: 0.83 (95% CI, 0.76–0.90); p<0.001*

XGEVA® 120mg Q4W (n=2,862)
Zoledronic acid 4mg Q4W (n=2,861) 8.2
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19.5 27.7

Relative risk
reduction

17%

XGEVA® reduced the risk of first and subsequent bone 
complications by 18% compared with zoledronic acid1

Relative risk
reduction

18%
RR: 0.82 (95% CI, 0.75 0.89)
p=<0.001*

XGEVA® 120mg Q4W (n=2,862)
Zoledronic acid 4mg Q4W (n=2,861)
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XGEVA® is the first and only RANK ligand inhibitor 
to help prevent bone complications2,3

By targeting the RANK ligand, XGEVA® inhibits osteoclast formation and survival 
before they reach the bone, thus breaking the vicious cycle of bone destruction2,3
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XGEVA®

Osteoclast

Tumour
Osteoblasts

XGEVA® precisely binds to RANK 
ligand, preventing activation of the 
RANK receptor on osteoclasts

By binding to RANK ligand, XGEVA® 
inhibits osteoclast formation, function 
and survival

XGEVA® prevents the maturation 
of osteoclasts, decreasing bone 
resorption and breaking the vicious 
cycle of bone destruction

ใบอนุญาตโฆษณาเลขที่ ฆศ. 

Thailand - XGEVA Abbreviated Prescribing Information

XGEVA® (Denosumab) Presentation: Each vial contains 120mg denosumab in 1.7mL solution (70mg/mL). Indications: Prevention of skeletal related events in patients with 
multiple myeloma and in patients with bone metastases from solid tumors. Treatment of giant cell tumor of bone in adults or skeletally mature adolescents. Treatment of 
hypercalcemia of malignancy that is refractory to intravenous bisphosphonate. Posology and Method of Administration: Patients should receive calcium and vitamin D 
supplements whilst undergoing treatment. Skeletal-related Events – 120 mg subcutaneous injection once every 4 weeks. Giant Cell Tumor of the Bone – 120 mg subcuta-
neous every 4 weeks with additional 120 mg doses on days 8 and 15 of the first month of therapy. Hypercalcemia of Malignancy – 120 mg subcutaneous every 4 weeks with 
additional 120 mg doses on days 8 and 15 of the first month of therapy. Contraindication: Clinically significant hypersensitivity to denosumab or any components of XGEVA. 
Special Warnings and Precautions for Use: Hypocalcemia – Pre-existing hypocalcemia must be corrected prior to initiating therapy with XGEVA. Supplementation of 
calcium and vitamin D is required in all patients, unless hypercalcemia is present. Hypocalcemia can occur during therapy with XGEVA. Monitoring of calcium levels is 
recommended during treatment, especially in the first few weeks of initiating therapy. Severe symptomatic hypocalcemia has been reported. If hypocalcemia occurs, 
additional short-term calcium supplementation may be necessary. Osteonecrosis of the Jaw (ONJ) - In clinical trials, the incidence of ONJ was higher with longer duration 
of exposure. Poor oral hygiene, invasive dental procedures (e.g., tooth extraction), treatment with anti-angiogenic medication, local gum or oral infection were risk factors 
for ONJ in patients receiving XGEVA in clinical trials. A dental examination with appropriate preventive dentistry is recommended prior to treatment with XGEVA, especially 
in patients with risk factors for ONJ. Good oral hygiene practices should be maintained during treatment with XGEVA. Avoid invasive dental procedures during treatment 
with XGEVA. Patients who are suspected of having or who develop ONJ while on XGEVA should receive care by a dentist or an oral surgeon. Atypical Femoral Fractures – 
Atypical femoral fractures may occur with little or no trauma in the subtrochanteric and diaphyseal regions of the femur and may be bilateral. Specific radiographic findings 
characterize these events. Atypical femoral fractures have also been reported in patients with certain comorbid conditions (e.g. vitamin D deficiency, rheumatoid arthritis, 
hypophosphatasia) and with use of certain pharmaceutical agents (e.g. bisphosphonates, glucocorticoids, proton pump inhibitors). These events have also occurred without 
antiresorptive therapy. During XGEVA treatment, patients should be advised to report new or unusual thigh, hip, or groin pain. Patients presenting with such symptoms 
should be evaluated for an incomplete femoral fracture, and the contralateral femur should also be examined. Hypercalcemia Following Treatment Discontinuation in 
Patients with Giant Cell Tumor of Bone and in Patients with Growing Skeletons – Clinically significant hypercalcemia requiring hospitalization and complicated by acute 
renal injury has been reported in XGEVA-treated patients with giant cell tumor of bone and patients with growing skeletons weeks to months following treatment 
discontinuation. After treatment is discontinued, monitor patients for signs and symptoms of hypercalcemia, consider periodic assessment of serum calcium as clinically 
indicated, and reevaluate the patients’ calcium and vitamin D supplementation requirements. Manage hypercalcemia as clinically appropriate. Multiple Vertebral 
Fractures (MVF) Following Treatment Discontinuation – MVF, not due to bone metastases, may occur following discontinuation of treatment with XGEVA, particularly in 
patients with risk factors such as osteoporosis or prior fractures. Advise patients not to interrupt XGEVA therapy without their physician’s advice. When XGEVA treatment 
is discontinued, evaluate the individual patient’s risk for vertebral fractures. Drugs with Same Active Ingredient – XGEVA contains the same active ingredient as found in 
PROLIA. Patients being treated with XGEVA should not receive PROLIA. Drug Interaction: No formal drug-drug interaction studies have been conducted with XGEVA. Special 
Populations: Pregnancy – The safety and efficacy in pregnant women has not been established. XGEVA is not recommended for use in pregnant women. Women should be 
advised not to become pregnant during and for at least 5 months after treatment with XGEVA. Lactation – It is not known if denosumab is excreted in human milk. Because 
denosumab has the potential to cause adverse reactions in nursing infants, a decision should be made whether to discontinue nursing or discontinue the drug. Pediatrics 
– Not recommended for use in pediatric patients other than skeletally mature pediatric patients with giant cell tumor of bone. Clinically significant hypercalcemia after 
treatment discontinuation has been reported in the post-marketing setting in pediatric patients with growing skeletons who received denosumab for giant cell tumor of 
bone or for unapproved indications. Elderly – No overall differences in safety or efficacy were observed between older patients and younger patients. Renal Impairment – 
No dosage adjustment is necessary in patients with renal impairment. There is no need for renal monitoring with XGEVA dosing. Hepatic Impairment – No clinical studies 
were conducted in subjects with hepatic impairment. Adverse Reactions: Very common: hypocalcemia, musculoskeletal pain, dyspnea; Common: hypophosphatemia, 
osteonecrosis of the jaw, alopecia; Uncommon:  hypercalcemia following treatment discontinuation in patients with giant cell tumor of bone, atypical femoral fracture, 
lichenoid drug eruptions; Rare: drug hypersensitivity, hypercalcemia following treatment discontinuation in patients with growing skeletons, multiple vertebral fractures 
following treatment discontinuation Post-Marketing Data: hypersensitivity, including anaphylactic reactions, severe symptomatic hypocalcemia, including fatal cases, 
Musculoskeletal pain, including severe cases. Overdose: There is no experience with overdosage in human clinical trials.

Please read the full prescribing information prior to administration and full prescribing information is available on request.

Abbreviated Prescribing Information based on PI version THXGEAPI06
Date of preparation: November 2020 

PI Version No.: THXGEPI07, July 2020

XGEVA® is a registered trademark owned or licensed by Amgen Inc., its subsidiaries, or affiliates.

โปรดอานรายละเอียดเพิ่มเติมในเอกสารอางอิงฉบับสมบูรณและเอกสารกำกับยา
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