
Men
In two placebo-controlled, double-blind, multicenter studies in men (a two-year study of FOSAMAX 10 mg/day

and a one-year study of once weekly FOSAMAX® [alendronate sodium] 70 mg) the rates of discontinuation of
therapy due to any clinical adverse experience were 2.7% for FOSAMAX 10 mg/day vs. 10.5% for placebo, and
6.4% for once weekly FOSAMAX 70 mg vs. 8.6% for placebo. The adverse experiences considered by the 
investigators as possibly, probably, or definitely drug related in ∗2% of patients treated with either FOSAMAX or
placebo are presented in the following table.

Prevention of osteoporosis in postmenopausal women 
The safety of FOSAMAX 5 mg/day in postmenopausal women 40-60 years of age has been evaluated in three

double-blind, placebo-controlled studies involving over 1,400 patients randomized to receive FOSAMAX for either
two or three years. In these studies the overall safety profiles of FOSAMAX 5 mg/day and placebo were similar.
Discontinuation of therapy due to any clinical adverse experience occurred in 7.5% of 642 patients treated with
FOSAMAX 5 mg/day and 5.7% of 648 patients treated with placebo. 

In a one-year, double-blind, multicenter study, the overall safety and tolerability profiles of once weekly 
FOSAMAX35 mg and FOSAMAX 5 mg daily were similar. 

The adverse experiences from these studies considered by the investigators as possibly, probably, or 
definitely drug related in ∗1% of patients treated with either once weekly FOSAMAX 35 mg, FOSAMAX 5 mg/day
or placebo are presented in the following table.

Concomitant use with estrogen/hormone replacement therapy 
In two studies (of one and two years’ duration) of postmenopausal osteoporotic women (total: n=853), the

safety and tolerability profile of combined treatment with FOSAMAX 10 mg once daily and estrogen + progestin
(n=354) was consistent with those of the individual treatments.
Treatment of glucocorticoid-induced osteoporosis

In two, one-year, placebo-controlled, double-blind, multicenter studies in patients receiving glucocorticoid
treatment, the overall safety and tolerability profiles of FOSAMAX 5 and 10 mg/day were generally similar to that
of placebo. The adverse experiences considered by the investigators as possibly, probably, or definitely drug
related in ∗1% of patients treated with either FOSAMAX 10 mg/day (n=157), FOSAMAX 5 mg/day (n=161), or
placebo (n=159), respectively, were: Gastrointestinal: abdominal pain (3.2%; 1.9%; 0.0%), acid regurgitation
(2.5%; 1.9%; 1.3%), constipation (1.3%; 0.6%; 0.0%), melena (1.3%; 0.0%; 0.0%), nausea (0.6%; 1.2%; 
0.6%), diarrhea (0.0%; 0.0%; 1.3%); Nervous System/Psychiatric: headache (0.6%; 0.0%; 1.3%).

The overall safety and tolerability profile in the glucocorticoid-induced osteoporosis population that
continued therapy for the second year of the studies (FOSAMAX: n=147) was consistent with that observed in 
the first year.
Paget’s disease of bone

In clinical studies (osteoporosis and Paget’s disease), adverse experiences reported in 175 patients taking 
FOSAMAX 40 mg/day for 3-12 months were similar to those in postmenopausal women treated with FOSAMAX 
10 mg/day. However, there was an apparent increased incidence of upper gastrointestinal adverse experiences in
patients taking FOSAMAX 40 mg/day (17.7% FOSAMAX vs. 10.2% placebo). One case of esophagitis and two
cases of gastritis resulted in discontinuation of treatment. 

Additionally, musculoskeletal (bone, muscle or joint) pain, which has been described in patients with 
Paget’s disease treated with other bisphosphonates, was considered by the investigators as possibly, probably, 
or definitely drug related in approximately 6% of patients treated with FOSAMAX 40 mg/day versus 
approximately 1% of patients treated with placebo, but rarely resulted in discontinuation of therapy.
Discontinuation of therapy due to any clinical adverse experience occurred in 6.4% of patients with Paget’s
disease treated with FOSAMAX 40 mg/day and 2.4% of patients treated with placebo.
Laboratory Test Findings

In double-blind, multicenter, controlled studies, asymptomatic, mild, and transient decreases in serum 
calcium and phosphate were observed in approximately 18% and 10%, respectively, of patients taking 
FOSAMAX versus approximately 12% and 3% of those taking placebo. However, the incidences of decreases in
serum calcium to <8.0 mg/dL (2.0 mM) and serum phosphate to )2.0 mg/dL (0.65 mM) were similar in both
treatment groups.
Post-Marketing Experience

The following adverse reactions have been reported in post-marketing use: 
Body as a Whole: hypersensitivity reactions including urticaria and rarely angioedema. Transient symptoms

of myalgia, malaise and rarely, fever have been reported with FOSAMAX, typically in association with initiation 
of treatment. Rarely, symptomatic hypocalcemia has occurred, generally in association with predisposing
conditions.

Gastrointestinal: esophagitis, esophageal erosions, esophageal ulcers, rarely esophageal stricture or
perforation, and oropharyngeal ulceration. Gastric or duodenal ulcers, some severe and with complications have
also been reported (see WARNINGS, PRECAUTIONS, Information for Patients, and DOSAGE AND
ADMINISTRATION).

Musculoskeletal: bone, joint, and/or muscle pain, occasionally severe, and rarely incapacitating (see
PRECAUTIONS, Musculoskeletal Pain).

Skin: rash (occasionally with photosensitivity), pruritus, rarely severe skin reactions, including        
Stevens-Johnson syndrome and toxic epidermal necrolysis. 

Special Senses: rarely uveitis, scleritis or episcleritis.

For more detailed information, please read the Prescribing Information.
FOSAMAX is a registered trademark of Merck & Co., Inc.

© 2005 Merck & Co., Inc., Whitehouse Station, NJ 08889, USA  All rights reserved.

20406286(1)(027)-FOS

M a y  1 ,  2 0 0 5   •   w w w. f a m i l y p r a c t i c e n ew s . c o m Mental Health 45

Higher Prevalence of Autism Is Real, Expert Says
B Y  M I C H E L E  G. S U L L I VA N

Mid-Atlantic  Bureau

The apparent increase in autism dis-
orders reflects an actual increase in
prevalence, rather than a reclassifi-

cation of other developmental disorders as
autism, reported Craig Newschaffer,
Ph.D., of Johns Hopkins University, Balti-
more, and his colleagues.

Some researchers have suggested that
children who would once have been classi-

fied in other categories—such as mental re-
tardation or speech disorders—are now be-
ing diagnosed as autistic and that this “di-
agnostic shifting” accounts for the increase
in autism. This is not the case, the investi-
gators maintained, because although autism
diagnoses have risen, there has been no cor-
responding decrease in other diagnostic cat-
egories (Pediatrics 2005;115:e277-82).

Dr. Newschaffer and his associates ex-
amined data from the U.S. Department of
Education’s office of special education

programs for 1992-2001. These records
reflect state counts of children who re-
ceived free public education services. The
children were classified into 13 primary
disability categories defined under the In-
dividuals with Disabilities Education Act. 

The researchers calculated the prevalence
of autism, traumatic brain injury, mental re-
tardation, speech/language impairment,
and other health impairments in children
aged 6-17 years during each of these years.
They then superimposed those data onto
birth cohorts extending as far back as 1975.

There were clear, significant increases in
the prevalence of autism among younger
birth cohorts, especially among those born
between 1987 and 1992. In those years, the
prevalence of autism rose by about 50%
every 2 years; the prevalence was 5.3/10,000
in 1984, 7.8/10,000 in 1986, 11.8/10,000 in
1988, and 18.3/10,000 in 1990.

There were no changes, however, in
the prevalence of mental retardation,
speech/language impairment, or trau-
matic brain injury, which suggests that the
increase in autism is real and not the result
of either reclassification of diagnoses or
across-the-board increases in special edu-
cation classification.

The yearly increases seemed to begin lev-
eling off after 1992. It’s impossible to know
if that observation represents a true de-
crease in prevalence, however. Since 1997,
federal law has allowed state and local ed-
ucation agencies to classify as “develop-
mentally delayed” children as old as 9 years,
Dr. Newschaffer and his associates noted. 

“It is possible that increasing propor-
tions of children in younger cohorts who
would have been classified previously as

having autism as they transitioned out of
preschool special education retain devel-
opmental delay classifications,” the inves-
tigators said. This may mean that children
are now simply being diagnosed with
autism at later ages.

They also pointed out that these ad-
ministrative data can’t explain why autism
is increasing. Additionally, Thomas Burns,
Psy.D., said in an interview, the numbers
paint the spectrum of autism diagnoses
with the broadest brush possible.

The Department of Education uses only
one autism classification, which includes all
students receiving services who have been
diagnosed with any one of the autism
spectrum disorders. Thus, the study’s
prevalence numbers include an enormous
array of children whose disabilities range
from severe to mild, Dr. Burns said.

“The study makes it a little hard to
compare apples to apples,” said Dr. Burns,
director of neuropsychology at Children’s
Healthcare of Atlanta. “In this category of
autism, you will certainly have kids who
are severely mentally handicapped as well
as kids with IQs of 130 who are delayed
socially.”

Upcoming studies by the Centers for Dis-
ease Control and Prevention may further il-
luminate the issue since they will use uni-
form diagnostic criteria. “Some of these
other disorders are really objective and easy
to identify. You either have traumatic brain
injury or you don’t. You either have a low
IQ and mental retardation or you don’t. In
autism and Asperger’s, you can be dealing
with vague symptoms and diagnostic crite-
ria that vary from physician to physician and
from study to study,” he said. �

Movement Therapy Can Help

Autistic Children’s Socialization 

B Y  H E I D I  S P L E T E

Senior Writer

WA S H I N G T O N —  Parents whose autis-
tic children turn life upside down might
turn to a movement therapist for help.

Understanding children’s nonverbal ex-
pressions can be a springboard for manag-
ing their tantrums and improving their so-
cialization, Suzi Tortora, Ed.D., explained
at a press conference on Parkinson’s dis-
ease sponsored by the Laban/Bartenieff In-
stitute of Movement Studies.

Dr. Tortora, a certified movement ana-
lyst and dance therapist with a private
practice in New York City, works with a
variety of children, including those with
autism and pervasive development disor-
der, attention-deficit hyperactivity disor-
der, and unspecified developmental delays. 

Dr. Tortora’s strategies are based on har-
nessing the child’s unique ways of coping
and responding to the environment and
using the child’s nonverbal actions as com-
munication tools. She observes and inter-
acts with her clients and their parents and
uses principles of movement analysis to in-
terpret a child’s particular movement ex-
pressions and determine how the child is

responding to his or her environment. 
When working with autistic children,

Dr. Tortora tries to help them transition
from the experience of physical dysregu-
lation to regulation.

“The key is that children with autistic
spectrum disorder have a difficult time re-
lating,” she said. “They are idiosyncratic in
their movements. They are sensorially
over- or understimulated, and they can
quickly escalate to a place of total body
dysregulation.” 

Her therapy includes riding out a
tantrum with the child by using movement
and dance as a way to stay connected non-
verbally. She mirrors the type and emo-
tional quality of the child’s movements to
keep the child relating to her instead of dis-
appearing into his or her own world. The
goal is to help the child learn to commu-
nicate and stay connected during a tantrum
to regain control. Although such therapy
is not available everywhere, pediatricians
can introduce it as a drug-free intervention
for children with autism or other develop-
mental delays or behavioral problems. 

For more information about Dr. Torto-
ra and the use of movement therapy in
children, visit www.suzitortora.org. �


