CRYSVITA (burosumab) Dosing Factsheet
CRYSVITA is indicated for the treatment of X-linked hypophosphataemia with
radiographic evidence of bone disease in children aged ≥1 year and adolescents
with growing skeletons.
Starting CRYSVITA
Oral phosphate and active vitamin D analogues (e.g. calcitriol) should be discontinued
1 week prior to initiation of treatment. Vitamin D replacement or supplementation
with inactive forms may be started or continued as per local guidelines. The
recommended starting dose is 0.8 mg/kg of body weight given every 2 weeks. Doses
should be rounded to the nearest 10 mg. The maximum dose is 90 mg.
Measurement of fasting serum phosphate
After initiation of treatment with CRYSVITA, fasting serum phosphate should be
measured every 2 weeks for the first month of treatment, every 4 weeks for the
following 2 months and thereafter as appropriate. Fasting serum phosphate should
also be measured 4 weeks after any dose adjustment. If fasting serum phosphate is
within the reference range for age, the same dose should be maintained.
To decrease the risk for ectopic mineralisation, it is recommended that fasting serum
phosphate is targeted in the lower end of the normal reference range for age.

Dose increase
If fasting serum phosphate is
below the reference range for
age, the dose may be increased
stepwise by 0.4 mg/kg up to a
maximum dose of 2.0 mg/kg
(maximum dose of 90 mg).
Fasting serum phosphate should
be measured 4 weeks after
dose adjustment.

Dose decrease
If fasting serum phosphate is
above the reference range for age,
the next dose should be withheld
and the fasting serum phosphate
reassessed within 4 weeks. The
patient must have fasting serum
phosphate below the reference
range for age to restart CRYSVITA at
half of the previous dose, rounding
the amount as described
above.

Dose Calculation
Patient weight (kg) x
recommended starting
dose (0.8 mg/kg)
Example
23 kg x 0.8 mg/kg = 18.4 mg
(Rounded to nearest 10 mg)
Starting dose of CRYSVITA
=20 mg
The maximum dose
is 90 mg.

Missed or late dosing
To avoid missed doses, treatments
may be administered 3 days either
side of the scheduled treatment
date. If a patient misses a dose,
CRYSVITA should be resumed as
soon as possible at prescribed dose.

CRYSVITA is available as 10 mg / 20 mg / 30 mg solution for injection. Each vial contains 10 mg / 20 mg / 30 mg of burosumab
in 1 ml solution. The maximum dose is 90 mg.
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This medicinal product is subject to additional monitoring. This will allow quick identification of new safety information. Healthcare professionals are
asked to report any suspected adverse reactions via the national reporting system found under Section 4.8 of the Summary of Product Characteristics.
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Prescribing Information:

CRYSVITA (burosumab) 10, 20 & 30 mg
solution for injection
Please refer to the full Summary of Product
Characteristics before prescribing.
Presentation: Vials containing 10, 20 or 30 mg of
burosumab in 1 ml solution. Indication: CRYSVITA
is indicated for the treatment of X-linked
hypophosphataemia with radiographic evidence of
bone disease in children 1 year of age and older and
adolescents with growing skeletons. Dosage and
administration: Crysvita should be given by
subcutaneous injection in the arm, abdomen, buttock
or thigh. Treatment should be initiated by a physician
experienced in the management of patients with
metabolic bone diseases. Oral phosphate and active
vitamin D analogues (e.g. calcitriol) should be
discontinued 1 week prior to initiation of treatment.
Vitamin D replacement or supplementation (with
inactive forms) may be started or continued as per local
guidelines under monitoring of serum calcium and
phosphate. At initiation, fasting serum phosphate
concentration should be below the reference range for
age. The recommended starting dose is 0.8 mg/kg of
body weight given every two weeks. Doses should be
rounded to the nearest 10 mg. After initiation of
treatment, fasting serum phosphate should be
measured every 2 weeks for the first month, every 4
weeks for the following 2 months and thereafter as
appropriate. Fasting serum phosphate should also be
measured 4 weeks after any dose adjustment. If fasting
serum phosphate is within the reference range for age,
the same dose should be maintained. It is recommended
that fasting serum phosphate is targeted in the lower
end of the normal reference range for age. The dose
may be increased stepwise by 0.4 mg/kg up to a
maximum dose of 2.0 mg/kg, up to a maximum dose of
90 mg. Burosumab should not be adjusted more
frequently than every 4 weeks. If fasting serum
phosphate is above the reference range for age, the
next dose should be withheld, and the fasting serum
phosphate reassessed within 4 weeks. The patient
must have fasting serum phosphate below the
reference range for age to restart burosumab at half of
the previous dose, rounding the amount as described
above. Contraindications: Hypersensitivity to the

active substance or to any of the excipients. Concurrent
administration with oral phosphate, active vitamin D
analogues. Fasting serum phosphate above the normal
range for age. Severe renal impairment or end stage
renal disease. Precautions: Monitoring for signs and
symptoms of nephrocalcinosis is recommended at the
start of treatment, at 6 and 12 months, and annually
thereafter. Monitoring of plasma alkaline phosphatases,
calcium, parathyroid hormone and creatinine is
recommended every 6 months (every 3 months for
children 1- 2 years) or as indicated. Monitoring of urine
calcium and phosphate is suggested every 3 months.
Periodic measurement of serum parathyroid hormone
and postprandial serum phosphate is advised. To
decrease risk of ectopic mineralisation, target fasting
serum phosphate in the lower end of the normal
reference range for age. Administration should be
interrupted in any patient experiencing severe injection
site reactions and appropriate medical therapy
administered. Burosumab must be discontinued if
serious hypersensitivity reactions occur and appropriate
medical treatment initiated. Interactions: Combining
with calcimimetics could potentially exacerbate
hypocalcaemia. Adverse reactions: Injection site
reactions (56%), cough (56%), headache (50%), pyrexia
(43%), pain in extremity (40%), vomiting (39%), tooth
abscess (35%), vitamin D decreased (32%), diarrhoea
(25%), rash (24%), nausea (15%), constipation (11%),
dental caries (11%) and myalgia (11%). Injection site
reactions (e.g. urticaria, erythema, rash, swelling,
bruising, pain, pruritus, and haematoma) were generally
mild in severity, occurred within 1 day of medicinal
product administration, lasted approximately 1 to 3
days, required no treatment, and resolved in almost all
instances. Prescribers should consult the summary of
product characteristics in relation to other adverse
reactions. Marketing Authorisation number and
list price: 1 x CRYSVITA 10mg; EU/1/17/1262/001,
£2,992. 1 x CRYSVITA 20 mg; EU/1/17/1262/002,
£5,984. 1 x CRYSVITA 30 mg; EU/1/17/1262/003,
£8,976. Name and address of the Marketing
Authorization holder: Kyowa Kirin Holdings B.V.,
Bloemlaan 2, 2132NP Hoofddorp, The Netherlands.
Legal classification: POM.
Date of Prescribing Information: December 2019
CRYSVITA has a conditional marketing authorisation

Adverse Events should be reported. Reporting forms and information
can be found at www.mhra.gov.uk/yellowcard.
Adverse events should also be reported to Kyowa Kirin Ltd
on +44 (0)1896 664000, email medinfo@kyowakirin.com
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