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1.1 Treatment of Postmenopausal Women with Osteoporosis at High Risk for Fracture

FORTEO is indicated for the treatment of postmenopausal women with osteoporosis at high risk for
fracture, defined as a history of osteoporotic fracture, multiple risk factors for fracture, or patients who
have failed or are intolerant to other available osteoporosis therapy. In postmenopausal women with
osteoporosis, FORTEO increases BMD reduces the risk of vertebral and nonvertebral fractures [see
Clinical Studies (14.1)].

1.2 Increase of Bone Mass in Men with Primary or Hypogonadal Osteoporosis at High Risk for
Fracture

FORTEO is indicated to increase bone mass in men with primary or hypogonadal osteoporosis at high
risk for fracture, defined as a history of osteoporotic fracture, multiple risk factors for fracture, or
patients who have failed or are intolerant to other available osteoporosis therapy [see Clinical Studies

(14.2)].

13 Treatment of Men and Women with Glucocorticoid-Induced Osteoporosis at High Risk for

Fracture
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FORTEO is indicated for the treatment of men and women with osteoporosis associated

with sustained systemic glucocorticoid therapy (daily dosage equivalent to 5 mg or

greater of prednisone) at high risk for fracture, defined as a history of osteoporotic fracture, multiple
risk factors for fracture, or patients who have failed or are intolerant to other available osteoporosis
therapy [see Clinical Studies (14.3)].
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6 ADVERSE REACTIONS

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorization of the medicinal product is important. It allows continued
monitoring of the benefit/risk balance of the medicinal product.

Any suspected adverse events should be reported to the Ministry of Health according to the National Regulation by

using an online form https://sideeffects.health.gov.il

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary Pregnancy-Categery-C FORTEO is contraindicated for use during pregnancy.
There are no available data on adequate-and-well-controHed-studies-of FORTEO use in pregnant women to evaluate

for drug-associated risk of major birth defects, miscarriage, or adverse maternal or fetal outcomes. If pregnancy
occurs, Forteo should be discontinued.

In animal reproduction studies, teriparatide increased skeletal deviations and variations in mouse offspring at
subcutaneous doses equivalent to more than 60 times the recommended 20 mcg eguivatent human daily dose (based
on body surface area, mcg/m2), and produced mild growth retardation and reduced motor activity in rat offspring at
subcutaneous doses equivalent to more than 120 times the eguivalent human dose. The background risk of major
birth defects and miscarriage for the indicated population is unknown. The background risk in the US general
population of major birth defects is 2% to 4% and of miscarriage is 15% to 20% of clinically recognized

pregnancies.

Data
Animal Data

In animal reproduction studies, pregnant mice received teriparatide during organogenesis at subcutaneous doses
equivalent to 8 to 267 times the human dose (based on body surface area, mcg/m2). At subcutaneous doses

> 60 times the human dose, the fetuses showed an increased incidence of skeletal deviations or variations
(interrupted rib, extra vertebra or rib). When pregnant rats received subcutaneous teriparatide during
organogenesis at subcutaneous doses 16 to 540 times the human dose, the fetuses showed no abnormal findings.

In a perinatal/postnatal study in pregnant rats dosed subcutaneously received-subeutaneous-teriparatide from

organogenesis through lactation, mild growth retardation was observed in female offspring at doses >120 times the
human dose. {(based-en-surface-area-meghm2)-Mild growth retardation in male offspring and reduced motor
activity in both male and female offspring eceurred were observed at maternal doses of 540 times the human dose.
There were no developmental or reproductive effects in mice or rats at doses 8 or 16 times the human dose,
respectively.

8.2 Lactation

Risk Summary

82— NMursing-Methers
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FORTEO is contraindicated for use during breast-feeding--It is not known whether teriparatide is

excreted in human milk , affects human milk production, or has effects on the breastfed infant.-

Because of the potential for osteosarcoma tumerigenieity shown for with teriparatide in animal studies, Forteo is
contraindicated for use during breast-feeding. [see Warnings and Precautions (5.1)].
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