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(An Australian categorisation of risk of drug use in B3
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FDA : Pregnancy Category

C : Animal reproduction studies have shown an adverse effect on the fetus and

there are no adequate and wellcontrolled studies in humans, but potential
benefits may warrant use of the drug in pregnant women despite potential
risks.

< https://www.accessdata.fda.gov/drugsatfda_docs/label/
2015/020560s069,021575s0251bl.pdf > (2018/10/30 77 £ A)

ADEC : (An Australian categorisation of risk of drug use in pregnancy)

B3 : Drugs which have been taken by only a limited number of pregnant women
and women of childbearing age, without an increase in the frequency of
malformation or other direct or indirect harmful effects on the human fetus
having been observed.



Studies in animals have shown evidence of an increased occurrence of
fetal damage, the significance of which is considered uncertain in humans.
< http://www.tga.gov.au/prescribing-medicines-pregnancy-database >
(2018/10/30 77t R)
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KEDORMNE 8.4 Pediatric Use
(201511 A) FOSAMAX is not indicated for use in pediatric
patients.

The safety and efficacy of FOSAMAX were
examined in a randomized, double-blind, placebo-
controlled two-year study of 139 pediatric patients,
aged 4-18 vyears, with severe osteogenesis
imperfecta (OI). One-hundred-and-nine patients
were randomized to 5 mg FOSAMAX daily (weight
less than 40 kg) or 10 mg FOSAMAX daily (weight
greater than or equal to 40 kg) and 30 patients to
placebo. The mean baseline lumbar spine BMD Z-
score of the patients was -4.5. The mean change in
lumbar spine BMD Z-score from baseline to Month
24 was 1.3 in the FOSAMAX-treated patients and
0.1 in the placebo-treated patients. Treatment with
FOSAMAX did not reduce the risk of fracture.
Sixteen percent of the FOSAMAX patients who
sustained a radiologically-confirmed fracture by
Month 12 of the study had delayed fracture healing
(callus remodeling) or fracture non-union when
assessed radiographically at Month 24 compared
with 9% of the placebo -treated patients. In
FOSAMAX - (treated patients, bone
histomorphometry data obtained at Month 24
demonstrated decreased bone turnover and
delayed mineralization time; however, there were
no mineralization defects. There were no
statistically significant differences between the
FOSAMAX and placebo groups in reduction of bone
pain. The oral bioavailability in children was similar
to that observed in adults.
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KEDRMNE The overall safety profile of FOSAMAX in

(201511 A) ™ osteogenesis imperfecta patients treated for up to
24 months was generally similar to that of adults
with osteoporosis treated with FOSAMAX.
However, there was an increased occurrence of
vomiting in osteogenesis imperfecta patients
treated with FOSAMAX compared to placebo.
During the 24-month treatment period, vomiting
was observed in 32 of 109 (29.4%) patients treated
with FOSAMAX and 3 of 30 (10%) patients treated
with placebo.
In a pharmacokinetic study, 6 of 24 pediatric
osteogenesis imperfecta patients who received a
single oral dose of FOSAMAX 35 or 70 mg
developed fever, flu-like symptoms, and/or mild
lymphocytopenia within 24 to 48 hours after
administration. These events, lasting no more than
2 to 3 days and responding to acetaminophen, are
consistent with an acute-phase response that has
been reported in patients receiving
bisphosphonates, including FOSAMAX. [See
Adverse Reactions (6.2).]

%1 : <https://www.accessdata.fda.gov/drugsatfda_docs/label/2015
/020560s069,021575s0251bl.pdf > (2018/10/30 72 £ X)

HH Bl SLENE
EED SmPc 4.2 Posology and method of administration
(2018 6 A) *2 Paediatric population

The safety and efficacy of FOSAMAX in children
less than 18 years of age has not been established.
This medicinal product should not be used in
children less than 18 years of age. Currently
available data for alendronic acid in the paediatric
population is described in section 5.1.

% 2 < https://www.medicines.org.uk/emc/product/1281 > (2018/11/6 7 7 &
)
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