
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 tablets 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).

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

Special Senses: rarely uveitis, rarely scleritis.

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

© 2004 Merck & Co., Inc., Whitehouse Station, NJ 08889, USA  All rights reserved.
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Electronic Health Records Don’t Slow Clinics Down
B Y  S H E R RY  B O S C H E R T

San Francisco Bureau

S A N F R A N C I S C O —  Adopting an elec-
tronic health records system reduced the
mean length of visits at five outpatient
clinics by 4 minutes per patient, a differ-
ence that was not statistically significant
but that should allay physicians’ fears that
the technology might be a burden, Lisa
Pizziferri said.

The results come from a time-motion

study in which observers shadowed pri-
mary care physicians before and after im-
plementation of the electronic health
records (EHR) system and timed their ac-
tivities, she said in a poster presentation at
the triennial congress of the Internation-
al Medical Informatics Association.

They studied 20 physicians before EHR
implementation, 16 of those after adop-
tion of the system, and 4 newly recruited
physicians after EHR implementation, for
a total of 20 physicians before and after the

system change. The urban and suburban
outpatient clinics included neighborhood
health centers, hospital-based practices,
and community practices.

Talking to or examining a patient (direct
patient care) took about 14 minutes in the
pre-EHR era of paper-
based records and 13 min-
utes using EHR, said Ms.
Pizziferri of Partners
HealthCare System Inc.,
Wellesley, Mass.

Indirect patient care,
which involved reading,
writing, or other tasks in
support of direct patient
care, took 9 minutes before
EHR and 10 minutes after
EHR. Physicians spent
about half a minute re-
viewing schedules before
EHR and 1 minute with
EHR. Time spent eating, walking, or per-
forming other miscellaneous tasks de-
creased from 4 minutes to 3 minutes per
patient after EHR implementation.

The mean overall time spent with each
patient decreased by 4 minutes, and was
calculated independently, not by adding up
the times of individual tasks, she said.
During an average 4-hour observation pe-
riod per physician, physicians saw 9 pa-

tients while using paper records and 10 pa-
tients while using EHR.

Asked to rate their experiences with
the EHR system on a five-point scale (with
five being the best), physicians rated its im-
pact on quality, access, and communica-

tion a four. 
“Physicians recognized

the quality improvement
achieved by electronic health
records,” Ms. Pizziferri said.

They rated the EHR im-
pact on workload at 3 and
overall satisfaction at 4.

Partners HealthCare de-
signed the Web-based EHR
system, called the Longitu-
dinal Medical Record. It in-
cludes patient clinical data,
computerized decision sup-
port, reminders for health
maintenance, and tools for

charting, order entry, and management of
results or referrals.

E-mail surveys of the participating
physicians suggested that the time they
spent on documentation outside of clinic
hours increased from 9 to 10 minutes per
established patient after the implementa-
tion of EHR. 

Future research should study the impact
of EHR on nonclinic time, she said. ■

Health Disparities Among
Women Vary by Ethnic Group

B Y  J OY C E  F R I E D E N

Associate  Editor,  Practice  Trends

WA S H I N G T O N —  More programs need
to be developed to address the specific
health needs of minority women, Elena
Cohen said at the annual meeting of the
American Public Health Association.

“Racial minorities are projected to make
up almost half the population by 2050,”
said Ms. Cohen, senior counsel at the non-
profit National Women’s Law Center.
“But there’s not much analysis of [health
data on] racial and ethnic groups by gen-
der.”

To further examine the issue, the cen-
ter analyzed data on women’s health from
all 50 states and the District of Columbia.
The center’s report, “Making the Grade
on Women’s Health,” outlines disparities
in women’s health care in different states.

For example, black women have the
highest rate of Pap smears and the lowest
rate of osteoporosis, compared with oth-
er groups, but they also have the shortest
life expectancy and the highest poverty
rate, and they are least likely to get pre-
natal care. 

They also have the highest mortality
rates for coronary heart disease, stroke,
and diabetes, and the highest incidence of
AIDS and lung cancer, Ms. Cohen com-
mented.

Latinas have the lowest mortality rate
from stroke but are the second-least like-
ly group to be screened for cervical can-
cer, and they fare worse than other groups

in cervical cancer incidence and mortali-
ty, she said. This group has the highest per-
centage of uninsured women and the
highest percentage of women who do no
physical activity in their leisure time,
“which is very important for obesity is-
sues.”

American Indian and Alaskan Native
women had the second-lowest morality
rate from stroke, but they fared worst of
all groups for smoking, binge drinking,
mortality from cirrhosis, and violence
against them, Ms. Cohen said. 

“The Asian-American/Pacific Islander
group fared best in preventive health be-
haviors and in avoiding obesity and smok-
ing, but these women do have other is-
sues,” she added.

According to the report, those issues are
cervical and ovarian cancer, which dis-
proportionately affect these women, who
are also the second-least likely group to
have had a mammogram within the last 2
years.

Because each group’s problems are dif-
ferent, identifying useful interventions for
minority women can be tricky, but it needs
to be done, she said. “One way is to en-
courage research that is analyzed and re-
ported by race and ethnicity, and then
further by gender. Another idea is to de-
velop targeted programs to address ethnic
and racial issues.” ■

“Making the Grade on Women’s Health” is
available at www.nwlc.org/details.cfm?id
=1861&section=health.

Indirect patient
care took
9 minutes before
implementation of
electronic health
records and
10 minutes
after their
implementation.


