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Osteoporosis: Preventing A Fractured Future
A Summary Policy Statement by the Osteoporosis Society of Canada

Executive Summary

Osteoporosis is a widespread disease where bones become thin and brittle, leading to disabling
bone fracture. It currently affects more than 1.4 million Canadians and causes 70 to 90 percent
of the almost 30,000 hip fractures in Canada each year.*  Morbidity and mortality from
osteoporosis fractures is strikingly high.>® Yet the disease remains severely under-diagnosed in
even the most high-risk patients — those who have already fractured. Canadian data indicates
that for hip fracture patients, the risk of death within one year is five times greater in patients
who are not treated with an osteoporosis therapy after that fracture.'

Scientists worldwide cite osteoporosis as a costly global epidemic which, left unchecked, will
reach crisis proportions as the population ages. In many countries, it currently consumes more
bed days than stroke, heart attack or diabetes.'' The majority of all osteoporotic fractures — more
than 50 percent - could be prevented with appropriate nutrition, lifestyle and/or pharmacological
management.

The Osteoporosis Society of Canada is renowned worldwide for its evidence-based Clinical
Practice Guidelines.'” Based on these guidelines and the current gap of care for osteoporosis in
Canada, the Society supports the following as immediate priorities for Government action:

Recommendation 1:

All citizens must have access (both geographically and in a timely manner) to appropriate
use of bone mineral density testing for the identification of those with osteoporosis, as well
as those at risk of fracture. The identification of who should be tested is clearly defined in
the Osteoporosis Society of Canada’s Clinical Practice Guidelines. Evidence does not
support the use of bone mineral density testing for mass screening of the population prior
to the age of sixty-five years. The best available form of BMD measurement is Dual-
Energy X-ray Absorptiometry (DXA).

Recommendation I1

Coverage of osteoporosis therapies on provincial drug formularies should be in accordance
with the strength of evidence for fracture prevention and in recognition of the striking
impact of untreated osteoporosis on global health care and social costs. New therapies
designed to reduce fracture risk should receive due and expeditious review.

Recommendation 111

Provinces must act swiftly to undertake the development of a coordinated approach for the
prevention, early identification, management and follow up of osteoporosis and
osteoporosis-related fracture. This requires the commitment of appropriate human and
financial resources to develop the appropriate infrastructure and identify appropriate
strategies to address current gaps in care. The identification of these strategies must
involve recognized experts in osteoporosis care.



A POLICY FRAMEWORK
FOR MANAGING OSTEOPOROSIS

Canada’s Clinical Practice Guidelines: An Evidence-Based Approach

In November 2002, the Osteoporosis Society of Canada published the first and only evidence-
based clinical practice guidelines for osteoporosis in the world.'”> The guidelines are intended to
provide Canadian physicians and policy makers with the information they need to effectively
manage this debilitating disease. The approach in formulating the guidelines involved the
retrieval of almost 90,000 abstracts and the review, evaluation and grading of 6,941 full citations
according to strength of evidence. The review was conducted by the Society’s Scientific
Advisory Council, comprised of many of the leading osteoporosis experts in Canada and in the
world. These guidelines put the Osteoporosis Society of Canada on the international forefront of
the battle to end the pain, deformity, disability and death associated with the disease.

What is Osteoporosis?

Osteoporosis is a disease where bones become thin and brittle and bone strength declines. This
leads to an increased risk of fracture, particularly of the hip, spine and wrist. Forty percent of
women over the age of 50 will suffer an osteoporotic fracture of the wrist, spine or hip.'
Osteoporosis is often known as "the silent thief" because, until fracture occurs, bone loss
happens without symptom. '* ' Osteoporosis affects 1 in 4 Canadian women and more than 1 in
8 men over the age of fifty with 1 in 4 men and women having evidence of vertebral fracture." '*

e More than 1.4 million Canadians currently have osteoporosis.1 That number is
staggering when you consider it is equal to or greater than: the combined
population of Nova Scotia, Prince Edward Island and Newfoundland; the entire
population of Manitoba; or the population of Greater Vancouver

e 1In Canada, almost 30,000 hip fractures occur each year." Seventy-to-ninety
percent of these are caused by osteoporosis.4 That means a Canadian suffers an
osteoporosis-related hip fracture every 18 minutes. By the year 2030, the number
of hip fractures is expected to quadruple.3’ 15

e Complications from osteoporotic fractures kill more women each year than
cancer of the breast, uterus and ovaries combined. 3 8> 8¢

e More men will suffer an osteoporotic hip fracture than will have prostate
8b
cancer.

e 80 percent of women over 75 who were surveyed said they would rather be dead
than suffer the loss of independence and quality of life that results from hip
fracture and transfer to a nursing home.'® Nearly all of them would trade their
entire life expectancy to avoid being admitted to a nursing home.

e Osteoporosis is one of the leading causes of loss of independence in the elderly.17




Osteoporosis is not a normal part of aging any more so than heart disease, cancer or stroke. It is
critical to remember that the majority of osteoporotic fractures can be prevented through
appropriate pharmacological, diet and lifestyle management.

The Burden of the Disease

Left untreated, osteoporosis has a devastating impact on patient, morbidity, mortality and quality
of life.”” Those afflicted can suffer loss of mobility and function, and unrelenting pain. In a
health system already struggling to manage the impact of chronic diseases in Canada’s aging
population, osteoporosis has grave consequences.

At more than $1.9 billion'®, the direct costs of osteoporosis are similar to the direct costs of
treating diabetes, stroke, or obesity-related illnesses and more than the combined direct and
indirect costs of treating asthma.'" '*** Without effective action on osteoporosis prevention and
treatment strategies, it is estimated that by 2018 Canada will spend at least $32.5 billion treating
osteoporotic fractures.”

e Osteoporotic fractures consume more hospital bed days than stroke, diabetes, or heart
attack.''

e The average hip fracture patient costs four times more than the average acute care
hospital patient.”*

e Of those who fracture a hip, 20-25 percent will die within six months.** The mortality
rate is even higher for men.” Of those who survive a hip fracture, 50 percent never regain
their previous functioning; another 25 percent require institutional care.”®

e A hip fracture patient costs the health care system $21,385 in the first year after
hospitalization; $44,156 if the patient is institutionalized.”’

e Mortality from vertebral fractures is the same as for hip — though over a longer period...
of five years.®* Death occurs primarily from respiratory complications.

e Almost 20 percent of patients with a vertebral fracture will go on to have another fracture
within one year, and so begins the deadly fracture cascade.”>® The risk of fracture rises
dramatically with each additional fracture.

The lesson is clear: it is imperative to prevent, or at the very least, treat the first fracture.

Moving Toward Improved Diagnosis, Treatment and Prevention

The Overarching Issue: A Gap in Care

Given the evidence of the serious social, personal and economic costs associated with
osteoporosis, it is disquieting that it remains severely under-diagnosed and under-treated
in the Canadian population, even in patients who experience a hip or other fragility
fracture and are treated for that fracture in an acute care hospital.

The World Health Organization warns that policy makers must act quickly to stem the
“impending epidemic” of fracture that will occur if appropriate diagnostic, prevention and
treatment practices are not implemented.'®




The Issue: Inadequate Diagnosis

Canadian studies suggest that up to 50 percent of post-menopausal women who presently save
osteoporosis have not been diagnosed with the disease.>* The figure is even higher for men.
This means that a significant number of patients with osteoporosis are not treated before the
deadly fracture cascade begins. Even in patients who present with low trauma fracture - an
almost certain indicator of osteoporosis in patients over 50 - appropriate diagnostic intervention
does not occur:

e Currently, even when a patient over 50 is seen in the emergency room or in an acute care
hospital for fracture, only 10-20% are referred for assessment of osteoporosis. Almost
2/3 do not receive therapy for osteoporosis within one year after fracture; only 4.5
percent of men receive any follow up (yet, the mortality rate for men after fracture is
nearly twice that of women).*>®

e (Canadian data indicates that for hip fracture patients, the risk of death within one year is
five times greater in patients who are not treated with an osteoporosis therapy after that
fracture.

e Despite the fact that 20 percent of patients with a first vertebral fracture will go on to
suffer an additional fracture within one year, 2/3 of vertebral fractures are still
undiagnosed. ***

e New research clearly shows the efficacy of deliberate interventions with physicians in
improving diagnosis and treatment in patients who present with fracture at treatment
facilities.”® **

e Although all provinces fund diagnostic assessment of osteoporosis, access to appropriate
diagnostic technology is not uniformly available.

The Strategy: Improved Access to Bone Densitometry

The Osteoporosis Society of Canada believes that all citizens, regardless of age, race,
gender, culture, language or socio-economic status must have access to appropriate use of
diagnostic technology, as supported by the current best available evidence, to confirm who
has osteoporosis, as well as who is at risk of fracture. The definition of who is at risk for
osteoporosis and osteoporotic fracture and who should receive diagnostic assessment are
clearly defined in current clinical practice guidelines'’ (also Appendix A - Clinical Quick
Reference Card). The OSC does not recommend the use of BMD for mass screening of the
population.

Bone mineral density (BMD) testing is considered to be the “gold standard” for diagnosing
osteoporosis. Currently, the best available form of BMD measurement is Dual-Energy X-ray
Absorptiometry (DXA), which is used most commonly to measure bone mineral density in the
spine and hip.  High-risk individuals presenting with one major or two minor risk factors
(Appendix A), along with all individuals over 65, even if they do not have other risk factors (i.e.,
age over 65 is a major risk factor), should be tested. Appropriate use of standards established in
the Clinical Practice Guidelines for both diagnosis and follow up will help to ensure appropriate
use of technology, while eliminating unnecessary testing in individuals without significant risk.




The Issue: Inequitable Access to Effective Treatment Therapies

In Canada, when a new drug is brought to the market, Health Canada ascertains its efficacy and
safety before it is made available to patients. Once Health Canada issues an approval, each
province reviews the therapy to decide whether or not it will be covered by the provincial drug
benefit plan. This is the plan that seniors and many low-income individuals rely on for coverage.
The drugs covered by the provincial plan are listed on what is called the provincial drug
formulary. If seniors, low-income, or other individuals want access to drugs not available to
them through the provincial formulary, they must pay for these drugs out-of-pocket.

At present, very few osteoporosis medications are covered without restrictions on provincial
drug plans, and the time for reviewing and listing these medications is increasing. This means
that the newest, and most effective, medications may be restricted on an ability-to-pay basis,
effectively creating a two-tier system.

Presently, under most provincial drug plans, patient access to osteoporosis medications is not
aligned with the evidence-based treatment recommendations contained within the Clinical
Practice Guidelines, which clearly rate and distinguish amongst therapies according to the level
of evidence that exists to support their use for fracture prevention:

e The guidelines assign the designation “first line”, or Grade “A” evidence to therapies
where the highest level of evidence exists for fragility fracture prevention.'*

e A designation of second line, or Grade “B”, is reserved for therapies that demonstrate
evidence for the prevention of bone mineral density loss, but insufficient or lower quality
of evidence for fracture prevention'?.

In many provinces, patients must suffer a fracture, continued rapid bone loss, or
intolerance before they are granted coverage for the most effective therapies — and the ones
with the best science behind them. Since the risk of fracture rises sharply once fracture has
already occurred, it seems at definite odds with good science and economical management of the
disease to require that patients reach a severe state before the best treatment is provided.

Osteoporosis patients are not permitted the same degree of choice in therapy afforded to sufferers
of other conditions, such as depression, high blood pressure or asthma. This suggests that
Governments have failed to heed the warning of the World Health Organization that fracture
management will become a worldwide crisis if policymakers fail to grasp the severity of the
disease.

It would not be rational to spend money on BMD tests to diagnose a patient with osteoporosis
and not treat the disease with effective drugs.

See Appendix B for information regarding provincial formulary access.




The Strategy: Improved Access To Effective Treatments

The Osteoporosis Society of Canada believes that coverage of osteoporosis therapies on
provincial drug formularies should be in accordance with the designations of first-line
therapy and grade of evidence contained within the Clinical Practice Guidelines.
Moreover, the range of options covered should meet the diversity in need within the
population. Some drugs will be more appropriate for certain individuals than others. New
therapies designed to reduce fracture risk should receive due and expeditious review by
therapeutic review committees.

The Issue: The Need for a Prevention Strategy Across the Life Cycle

At root, osteoporosis is a paediatric disease with geriatric consequences, since almost ninety
percent of bone growth occurs between the ages of 10 and 20. That means that any strategy to
prevent osteoporosis and osteoporosis-related fracture must surely target children, adolescents
and adults across the entire life cycle. The most important contributors to the development of
healthy bones for children are nutrition, physical activity and pubertal development. In addition,
the preservation of bone, through attention to calcium, vitamin D and exercise, is critical for
women in their peri-menopausal years, when all women lose bone mass at an accelerated rate
because of declining estrogen levels. Fully one-quarter of women lose up to 3 to 5 percent of
bone mass during each of the five to ten years around menopause.

Though far less study of osteoporosis in men has occurred, evidence does confirm that the
disease is not gender-specific to women. Strikingly, almost one-third of osteoporotic hip
fractures occur in men. In addition, men have a higher mortality rate from hip fracture than
women: 34 percent of men will die within a year of fracture. The fact that osteoporosis seems to
occur about ten years later in men than in women may account for the greater complications men
experience. What is clear for both men and women is that the risk of falling and fracture
increases with age and so fall risk assessment must be an essential component of managing the
disease.

The Osteoporosis Society of Canada recommends that provinces act swiftly to undertake the
development of a coordinated approach for the prevention, early identification, management and
follow up of osteoporosis and osteoporosis-related fracture. This requires the commitment of
appropriate human and financial resources to develop the appropriate infrastructure and
strategies and must involve recognized experts in osteoporosis care.

In summary, osteoporosis is a disease with devastating consequences for the individual and for
the health care system. International scientists are calling hip fractures a global epidemic that is
likely to reach crisis proportions as the population ages. Policy makers must act decisively to
stem the tide of impending fracture. The cost of anything else is just too high.




Appendix A — Osteoporosis Quick Reference Guide
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Appendix B — Provincial Formulary Access

Actonel 5 mg, 35 mg
Fosamax 10 mg, 70 mg
Novo-Alendronate 10 mg

Fosamax 5 mg

Evista 60 mg

Miacalcin 200 IU Nasal Spray"”
Apo-Calcitonin®

BC
Special Authority Criteria Not Listed Special Authority Criteria Not Listed
Radiographically documented fractures due to Radiographically dpcumented fractures
. due to osteoporosis
osteoporosis PLUS
PLUS An adequate trial of etidronate that has
an adequate trial of etidronate that has failed failed to prevent clinically significant
to prevent clinically significant fractures (i.e. fractures (i.e., those that are painful,
those that are painful, produce disability, or produce disability, or both).
both) Special Notes
Special Notes e Adequate trial for osteoporosis is
e Adequate trial for osteoporosis is defined d?;lned ?St";t least one year of
as at least one year of etidronate therapy etidronate therapy
AB

Special Authority Criteria

e  For the treatment of osteoporosis in
patients who have documented hip,
vertebral or other fractures. Special
authorization may be granted for 24
months.

e For the treatment of osteoporosis in
patients with documented evidence of
intolerance or lack of response to
etidronate (i.e. demonstrated as a > 2%
loss in bone mineral density in one year).
Special authorization for this criteria may
be granted for 24 months.

Coverage cannot be provided for two or more
osteoporosis medications (Actonel, Didrocal,
Evista, Fosamax, Miacalcin) when these
medications are intended for use as
combination therapy.

Special Authority Criteria

e For the treatment of osteoporosis in
patients who have documented hip,
vertebral or other fractures. Special
authorization may be granted for 24
months.

e For the treatment of osteoporosis in
patients with documented evidence of
intolerance or lack of response to
etidronate (i.e. demonstrated as a >
2% loss in bone mineral density in
one year). Special authorization for
this criteria may be granted for 24
months.

Coverage cannot be provided for two or
more osteoporosis medications (Actonel,
Didrocal, Evista, Fosamax, Miacalcin)
when these medications are intended for
use as combination therapy.

Special Authority Criteria'”

e For the treatment of osteoporosis in
patients with documented evidence
of intolerance or lack of response
to etidronate (i.e. demonstrated as
a > 2% loss in bone mineral density
in one year). Special authorization
for this criteria may be granted for
24 months.

Coverage cannot be provided for two or
more osteoporosis medications
(Actonel, Didrocal, Evista, Fosamax,
Miacalcin) when these medications are
intended for use as combination
therapy.




Actonel 5 mg, 35 mg
Fosamax 10 mg, 70 mg
Novo-Alendronate 10 mg

Fosamax 5 mg

Evista 60 mg

Miacalcin 200 IU Nasal Spray‘"
Apo-Calcitonin®

SK Exception Drug Status Not Listed Exception Drug Status Exception Drug Status'""

a) For treatment of osteoporosis in patients a) For treatment of osteoporosis in a) For treatment of osteoporosis in
who do not respond to etidronate patients who do not respond to E;’ast;)ehrg:pﬂ:;t:teetso tolerate listed
disodium/calcium (Didrocal) after etidronate disodium/calcium b) For treatment of osteoporosis in
receiving it for one year. (Didrocal) after receiving it for 1 year. patients not responding to listed

b) For treatment of osteoporosis in patients b) For treatment of osteoporosis in bisphosphonates after treatment for
unable to tolerate etidronate patients unable to tolerate etidronate one year.
disodium/calcium (Didrocal). disodium/calcium (Didrocal). ¢) (c) For treatment of crush fracture

c) For treatment of osteoporosis in patients with pone pain. Coyer age will be

- provided for a maximum of 3
who have pre-existing and/or recent months as an alternative to the
fractures. subcutaneous dosage form.

d) For treatment of glucocorticoid-induced
osteoporosis in patients who have
received systemic glucocorticoid
treatment for at least 3 months.

MN Exception Drug Status (Part II) Not Listed Exception Drug Status (Part Ill) Exception Drug Status (Part Ill) ™ ®

For the treatment of patients with:

(a) osteoporotic fractures;

(b) osteoporosis diagnosed with bone
mineral density measurements by any
approved technology, i.e., a T-score of <-
2.5; and

(c) x-ray diagnosis of osteoporosis.

NOTE: Concurrent calcium and vitamin D
supplementation is recommended.

e  For the treatment of documented
osteoporosis in post-menopausal
women.

e Details of criteria may be obtained
from the EDS office at Manitoba
Health

a) Short-term management of pain
associated with acute spinal
fracture (maximum coverage - 12
weeks).

b) For the treatment of osteoporosis in
patients who are intolerant or have
contraindications to
bisphosphonates.
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Actonel 5 mg, 35 mg

Fosamax 5 mg

Evista 60 mg

Miacalcin 200 IU Nasal Spray‘"

Fosamax 10 mg, 70 mg Apo-Calcitonin®
Novo-Alendronate 10 mg
ON Limited Use Criteria Not Listed Limited Use Criteria Not Listed
For the treatment of osteoporosis in patients For the treatment of osteoporosis in
who have: postmenopausal women who have:
369  Two out of the following three criteria: 373 Failed or, experienced intractable
BMD at least 3.0 standard deviations side effects, or have a contraindication to,
below the young adult mean, age of 75 or alendronate OR risedronate.
greater, prior osteoporosis-related fracture; or
Failure is defined as: continued loss of
370  Failed* or, experienced intractable bone mineral density (loss of more than
side effects, or have a contraindication to, 3%) after two years of
cyclical etidronate (Didrocal) therapy. therapy; or a new osteoporosis related
fracture after one year of therapy.
*Failure is defined as: continued loss of bone
mineral density (loss of more than 3%) after
two years of therapy; or a new osteoporosis
related fracture after one year of therapy.
QC Open Open Open Open
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Actonel 5 mg, 35 mg
Fosamax 10 mg, 70 mg
Novo-Alendronate 10 mg

Fosamax 5 mg

Evista 60 mg

Miacalcin 200 IU Nasal Spray‘"
Apo-Calcitonin®

NS

Exception Status Drug

e for the treatment of diagnosed
osteoporosis associated with documented
fragility fracture (with low impact) even in
the absence of bone mineral density
(BMD) measurements

e for the treatment of diagnosed
osteoporosis without documented
fractures when patients have BMD
measurements of -2.5 or lower at the
spine (L2-L4) or at the hip (excluding
Ward'’s area)

o for the treatment of conventional x-ray
documented osteopenia/demineralization
only in patients without access to BMD
measurements. (Ideally, radiologist’s
comment of osteopenia or
demineralization on any x-ray report
warrants further assessment with BMD
measurement. However, since there is
evidence to show that once osteopenia is
visible on conventional x-ray that bone is
usually decidedly osteoporotic (BMD of -
2.5 or lower), conventional x-ray can be
used to recommend treatment if BMD is
not accessible.)

e as prophylaxis of corticosteroid induced
osteoporosis in patients expected to
receive oral corticosteroid therapy for 3
months or more

e other requests reviewed on case by case
basis

Not Listed

Exception Status Drug

e for the treatment of diagnosed post-
menopausal osteoporosis associated
with documented fragility fracture
(with low impact) even in the absence
of bone mineral density (BMD)
measurements

e for the treatment of diagnosed post-
menopausal osteoporosis without
documented fractures when patients
have BMD measurements of -2.5 or
lower at the spine (L2-L4) or at the
hip (excluding Ward’s area)

o for the treatment of conventional x-
ray documented
osteopenia/demineralization only in
women without access to BMD
measurements. (Ideally, radiologist’s
comment of osteopenia or
demineralization on any x-ray report
warrants further assessment with
BMD measurement. However, since
there is evidence to show that once
osteopenia is visible on conventional
x-ray that bone is usually decidedly
osteoporotic (BMD of -2.5 or lower),
conventional x-ray can be used to
recommend treatment if BMD is not
accessible.)

e other requests reviewed on case by
case basis
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Exception Status Drug ™

o for the treatment of diagnosed
osteoporosis associated with
documented fragility fracture (with
low impact) even in the absence of
bone mineral density (BMD)
measurements and alendronate,
risedronate and raloxifene are not
tolerated or contraindicated

e for the treatment of diagnosed
osteoporosis without documented
fractures when patients have BMD
measurements of -2.5 or lower at
the spine (L2-L4) or at the hip
(excluding Ward’s area) and
alendronate, risedronate and
raloxifene are not tolerated or
contraindicated

e for the treatment of conventional x-
ray documented
osteopenia/demineralization only in
patients without access to BMD
measurements™* and alendronate,
risedronate and raloxifene are not
tolerated or contraindicated

e as prophylaxis of corticosteroid
induced osteoporosis in patients
expected to receive oral
corticosteroid therapy for 3 months
or more and alendronate and
risedronate are not tolerated or
contraindicated

e for the treatment of pain associated
with osteoporotic fragility fractures,
bone metastases, pathological
fractures (short term up to 3
months)

e other requests reviewed on case by
case basis

**|deally, radiologist's comment of
osteopenia or demineralization on any
x-ray report warrants further
assessment with BMD measurement.
However, since there is evidence to
show that once osteopenia is visible on
conventional x-ray that bone is usually




Actonel 5 mg, 35 mg
Fosamax 10 mg, 70 mg
Novo-Alendronate 10 mg

Fosamax 5 mg

Evista 60 mg

Miacalcin 200 IU Nasal Spray‘"
Apo-Calcitonin®

NB

Special Authorization Drug

For the treatment of osteoporosis when
hormone replacement therapy (HRT) is
declined, not tolerated or contraindicated.

For the prevention of corticosteroid induced
osteoporosis in patients expected to receive
oral corticosteroid therapy for 3 months or
more.

Osteoporosis is defined as a bone mineral
density (BMD) at least 2.5 standard deviations
below the young adult mean (T score < -2.5)
and/or the presence of osteoporotic fractures.
(World Health Organization definition).

Not Listed

Special Authorization Drug

For the treatment of post-menopausal
osteoporosis when hormone replacement
therapy (HRT) is declined, not tolerated or
contraindicated.

Osteoporosis is defined as a bone mineral
density (BMD) at least 2.5 standard
deviations below the young adult mean (T
score £ -2.5) and/or the presence of
osteoporotic fractures. (World Health
Organization definition).

Special Authorization Drug ™ ®

1) For the treatment of osteoporosis
when hormone replacement
therapy (HRT) is declined, not
tolerated or contraindicated, and
alendronate, risedronate and
raloxifene have failed, are not
tolerated or are contraindicated.

Osteoporosis is defined as a bone
mineral density (BMD) at least 2.5
standard deviations below the young
adult mean (T score £ -2.5) and/or the
presence of osteoporotic fractures.
(World Health Organization definition).

2) For pain associated with
osteoporotic fragility fractures,
bone metastases, pathological
fractures (short-term coverage of
up to 12 weeks).
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Actonel 5 mg, 35 mg
Fosamax 10 mg, 70 mg
Novo-Alendronate 10 mg

Fosamax 5 mg

Evista 60 mg

Miacalcin 200 IU Nasal Spray‘"
Apo-Calcitonin®

NF Special Authorization Drug Not Listed Special Authorization Drug Special Authorization Drug"”
For the treatment of osteoporosis under one For the treatment of osteoporosis in post- | For the treatment of osteoporosis under
of the following circumstances: menopausal females under the following the following circumstances:
circumstances:
a) as a first-line agent for patients whose a) following failure of and/or
BMD is >= 3.5 SD below young adult a) following failure intolerance or contraindication to
level or hip fracture has occurred: of/contraindication/intolerance to etidronate
etidronate b) for short-term treatment (2 to 6
b) following failure of and/or intolerance to F . L weeks) of pain when required
. . ) or the prevention of osteoporosis in post- . .
etidronate (failure defined as a decrease ) following a vertebral compression
. menopausal females who:
in BMD after one year of treatment or a fracture
new fracture following a minimum of 2 a) are osteopenic (BMD = 1 SD below c) forthe short-ter.m (4 to 6 weeks)
cycles) young adult level) OR treatment of pain of bone.
b) have significant risk factors for the ;p:;tausrt::es and pathological
development of osteoporosis ( e.g. family
history of osteoporosis, low body mass
index, early menopause)
AND have failed an adequate trial of
calcium and vitamin D supplementation
and other non-pharmacological
interventions are in place.
PEI Not Listed Not Listed Not Listed Not Listed
NIHB | Limited Use Benefit Limited Use Benefit | Limited Use Benefit Limited Use Benefit ™

For treatment of:

a)

b)

osteoporosis in patients who have
documented hip, vertebral or other
fractures.

osteoporosis in patients who are
intolerant of or do not respond to
etidronate or etidronate/calcium.

For treatment of:

a) osteoporosis in
patients who have
documented hip,
vertebral or other
fractures.

b) osteoporosis in
patients who are
intolerant of or do
not respond to
etidronate or
etidronate/calcium.

For:

a) secondary prevention of osteoporosis
in women who experience failure on
hormone replacement therapy or
bisphosphonates.

b) secondary prevention of osteoporosis
in women who have a personal
history or a first-degree relative with a
history of breast cancer.

For treatment of patients with
postmenopausal osteoporosis who
have failed therapy, are intolerant to, or
who have contraindications to both
bisphosphonates and raloxifene.
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