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Prolia (denosumab) by/Amgen: Drug/Safety/Communication - FDA Investigating
Risk of'Severe Hypocalcemia in Patients on Dialysis (1)

AUDIENCE: Patient, Health Professional,
Pharmacy

ISSUE: The FDA is investigating the risk
of severe hypocalcemia with serious outcomes,
including hospitalization and death, in patients
with advanced kidney disease on dialysis
treated with the osteoporosis medicine Prolia
(denosumab). FDA's review of interim results
from an ongoing safety study of Prolia suggests
an increased risk of hypocalcemia, or low
calcium levels in the blood, in patients with
advanced kidney disease. Preliminary results
from a separate internal FDA study further
investigating hypocalcemia in dialysis patients
treated with Prolia show a substantial risk with
serious outcomes, including hospitalization and
death.

Because of the frequency and seriousness
of these risks, the FDA is alerting health care
professionals and patients about them and is
continuing to evaluate this potential safety issue
with Prolia use in patients with advanced kidney
disease, particularly those on dialysis. The FDA
will communicate the final conclusions and
recommendations when the review is completed

and there is more information to share.

For more information about this alert, click
on the red button "Read Alert" below.

BACKGROUND: Prolia is a prescription
medicine approved in June 2010 to treat
postmenopausal women with osteoporosis at
high risk for bone fracture. Prolia was later
approved to treat men with osteoporosis,
glucocorticoid induced osteoporosis, bone loss
in men receiving androgen deprivation therapy
for prostate cancer and in women receiving
aromatase inhibitor therapy for breast cancer.
Prolia works by blocking a protein called
RANK (receptor activator of nuclear factor
kappa beta) and helps prevent bone cells called
osteoclasts from breaking down bone in the
body. A health care professional administers
Prolia by injection once every six months.
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Amiodarone ;X 59 & ¥R
RERZEFESIRA™

O3 BRI

£ fl:MNEH F#E 72 BE :152.0cm
HEEE : 46.1 kg

= If] B8 : BUN=17 mg/dL; SCr=0.92 mg/dL; CCr=40.2 mL/
min

FF If & : ALT=17 U/L; AST=25 U/L

2 B LEED
FFI 340 3% - m

By /E8 ik SRR P

Cordarone® inj 150 mg

(Amiodarone) 6 amp ONCE Vo

Normal saline 500 ml 1 bag ONCE VD

BEFHE D - TRERRGE A SERR
55 /7 + Normal saline 1 bag ONCE IVD
1EMERE 7 * Dextrose 5% 1 bag ONCE IVD
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2. Amiodarone 7\ (&)

(3) Amiodarone B[ S FERARIEIE R B & (MR BERE
{b (ltorsades de pointes) * {KIMEE ~ /LR 5
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(1) B 9w A B0 fB B B 7 4 0 Bk 3R B T
amiodarone y£ 3 7l - {H & Hifi iz 77 B v 78 B8 H
normal saline °

(2) Amiodarone Bt %% H] 5% Dextrose (D5W) i
B FCREE N R 1-6 mg/mLEF - BEKR0.6
mg/mL FEHELIRBE - BEHKERH
& DEHP4EE - 4115 DEHP HYPVC i »
polyolefins (polyethylene, polypropylene) » J%FEE

REBRIRE2EE

BUN (blood urea nitrogen): 7-20 mg/dL; SCr (serum
creatinine): male: 0.7-1.5 mg/dL; female: 0.5-1.2 mg/
dL; CCr (Creatinine clearance rate): >60 mL/min; ALT
(alanine aminotransferase): 0-40 U/L; AST (aspartate
aminotransferase): 5-45 U/L

(&358)
2ELR
1. Product Information: Amiodarone HCI injection. Teva
Canda Limited, Toronto, ON, Canada, 2017.
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