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FDA Warns of Fracture Risk with PPIs

P

roton pump inhibitors (PPIs) may increase the risk of fractures of the hip, wrist, and
spine with high-dose or chronic use, the FDA warned today.

Labeling on drugs in this class -- both prescription and over-the-counter -- will change
to reflect this risk, the agency said. Prescription PPIs include esomeprazole (Nexium),
· Alzheimer’s
dexlansoprazole (Dexilant), omeprazole (Prilosec, Zegerid), lansoprazole (Prevacid),
· NutritionUpdate
pantoprazole (Protonix), and rabeprazole (Aciphex). The FDA suggested considering
whether a lower dose or shorter duration of therapy would be adequate when prescribing
proton pump inhibitors. The warning and decision to revise labeling came after an FDA review of epidemiologic
studies reporting elevated fracture risk at the hip, wrist, and spine.
These studies included primarily adults 50 and older and suggested the greatest risk is in this age group and
among individuals who used the drugs for at least a year or who had been taking high doses of prescription
formulations. Although over-the-counter PPIs -- Prilosec OTC, Zegerid OTC, and Prevacid 24HR -- are
indicated for only 14 days of continuous use, the FDA said these labels were also being revised as a precaution.
"Because these products are used by a great number of people, it's important for the public to be aware of this
possible increased risk," said Joyce Korvick, MD, deputy director for safety in the FDA's Division of
Gastroenterology Products, in an FDA press release. However, the agency cautioned patients that they need
to consider the risk-benefit ratio with their physician before deciding to discontinue treatment. For patients with
preexisting osteoporosis, the FDA suggested no action other than management of bone status according to
current standards for clinical practice along with adequate vitamin D and calcium supplementation.
Source: Crystal Phend, MedPage Today

Bisphosphonate for Osteoporosis

T

here's controversy about how long women should take a bisphosphonate for osteoporosis. Many
postmenopausal women get them indefinitely but this may not be necessary or safe. Bisphosphonates can stay
in the bones for years...and effects can last even when therapy is stopped. For example, taking alendronate
(Fosamax) longer than 5 years doesn't prevent many more fractures in women. And stopping risedronate
(Actonel) after 3 years isn't associated with more fractures. Plus using bisphosphonates long-term might be
harmful and INCREASE the risk of femur fractures that occur without trauma. It's thought that long-term use
might lead to prolonged inhibition of bone turnover and delay healing of "micro-cracks" that occur with normal
daily activity. Bisphosphonates should be stopped after 5 years in women at LOW risk for fractures. This is also
a reasonable approach for men. Long-term therapy for patients at HIGH risk due to very low bone density,
previous fracture, or corticosteroids is recommended as well as checking bone density at least every 2 years in
patients who stop bisphosphonates. Restart the drug if bone density falls more than 4% in the spine or 5% in
the hip. Don't count on a protective effect after stopping other osteoporosis meds (Evista, estrogen, etc)...these
aren't retained in the bones.
Source: PharmacistLetter.com
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Hospital Stays Raise Dementia Risk

S

eniors who have been hospitalized may be more likely to develop dementia and mental decline than seniors
who have not been hospitalized, a new study shows.
William J. Ehlenbach, MD, MSc, of the University of Washington in Seattle, and colleagues analyzed data from
a study on mental function of older adults. They looked to see whether a history of hospitalization was
associated with mental decline and dementia.
The researchers found that older patients who had been hospitalized for a non-critical illness had a 40% higher
risk of dementia. Follow-up mental test scores were also lower in participants who had been hospitalized
compared to those who had not. "The mechanism of this association is uncertain," the researchers write.
"Hospitalization may be a marker for cognitive decline or dementia that has not been diagnosed. [But] these
results also could suggest that factors associated with acute illness, and to a greater degree with critical illness,
may be causally related to cognitive decline."
The researchers examined data on 2,929 people 65 and older who were part of a Seattle-area study on aging
and dementia from 1994 to 2007. None of the study participants had dementia at the start of the study or were
living in a nursing home. Mental abilities were tested every two years.
After an average follow-up of six years, 1,601 patients had not been hospitalized, 1,287 had been hospitalized
for non-critical illness, and 41 had been hospitalized for critical illness. Researchers found 146 cases of
dementia among those not hospitalized. Among those hospitalized for non-critical illness, 228 dementia cases
were found. Five cases of dementia were found among people hospitalized for critical illness.
Seniors hospitalized for a critical illness, such as shock or needing a mechanical ventilator to breathe, were also
found to be at higher risk of dementia, but this may have been a chance finding due to the small number of
participants hospitalized for critical illness.
The researchers write that "an acute or critical illness may cause an abrupt loss of cognitive function rather than
steepening the slope of decline or simply being a marker of cognitive decline." They add that more studies are
needed to look into the relationship between hospitalization and mental decline in seniors.
Source: WedMD.com

Over Half of Bipolar Patients Misdiagnosed

A

study published last year suggested that bipolar disorder may be over diagnosed in people seeking mental
health care. Now new findings shed light on which disorders many of these patients actually have. Bipolar
disorder, also known as manic depression, involves dramatic swings in mood -- ranging from debilitating
depression to euphoric recklessness.
In the original 2008 study, researchers at Brown University School of Medicine found that of 145 adults who said
they had been diagnosed with bipolar disorder, 82 (57 percent) turned out not to have the condition when given
a comprehensive diagnostic interview. In this latest study, published in the Journal of Clinical Psychiatry, the
researchers used similar standardized interviews to find out which disorders those 82 patients might have.
Overall, they found, nearly half had major depression, while borderline personality disorder, post-traumatic
stress disorder (PTSD), generalized anxiety and social phobia were each diagnosed in roughly one-quarter to
one-third.
When the researchers then compared the patients with 528 other psychiatric patients who had never been
diagnosed with bipolar disorder, they found that those in the former group were nearly four times more likely to
have borderline personality disorder. They were also 70 percent more likely to have major depression and twice
as likely to have PTSD. Some of other diagnoses were less common but still seen at elevated rates among the
patients previously diagnosed with bipolar disorder. These included antisocial personality disorder and impulsecontrol disorder. Over diagnosis of bipolar disorder is concerning, in part, because it is typically treated with
mood-stabilizing drugs that can have side effects -- including effects on the kidneys, liver, and metabolic and
immune systems, explained lead researcher Dr. Mark Zimmerman, an associate professor at Brown and director
of outpatient psychiatry at Rhode Island Hospital. In addition, over diagnosis means some patients are likely not
getting the appropriate care for the problems they do have.
Continued on Page 4
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MedicationUpdate

P

ennsaid is a new Rx topical diclofenac solution. The name gives you a hint of how the company
will position it. Think "pen-nsaid" for "penetrating NSAID." Pennsaid will compete with Voltaren Gel
for osteoarthritis. Pennsaid seems to work about as well as oral diclofenac for knee osteoarthritis
and seems safer. Less than 7% of a Pennsaid dose is absorbed systemically. Topical diclofenac
products have the same warnings as oral diclofenac. But the topicals have a lower risk of GI and
cardiovascular problems and liver enzyme elevations. Pennsaid is suggested for knee osteoarthritis
when an oral NSAID would be risky...the elderly, a history of ulcers, etc. Patients using Pennsaid should apply
40 drops to the affected knee 4 times daily...10 drops at a time to avoid dripping. Pennsaid might cause dry skin,
rash, and dyspepsia. For dry skin, apply an emollient after Pennsaid dries. There may be a garlicky odor or
taste due to the DMSO that's used to help diclofenac penetrate the skin. Check liver enzymes 4 to 8 weeks after
starting ANY diclofenac product and then periodically. Stop it and need to contact their prescriber if they get
symptoms of hepatotoxicity...abdominal pain, dark urine, jaundice, etc.

O

ngoing concerns about Avandia (rosiglitazone) will prompt more safety review by FDA. Its end is in sight.
You'll hear more in July when FDA advisors will consider whether to recommend withdrawing Avandia from the
market. A recent Senate report claims many people needlessly suffer heart attacks by using Avandia instead
of Actos (pioglitazone). There's really NO benefit to using Avandia over Actos. Actos has comparable A1C
lowering and it's not likely to increase heart attack risk. Actos also has a more favorable effect on lipids. Avandia
INCREASES LDL and triglycerides. Actos tends to LOWER triglycerides, raise HDL more, and not raise LDL as
much. Actos 15 mg/day is recommended for patients on Avandia 4 mg/day... and Actos 30 mg/day for Avandia
8 mg/day. Keep in mind that BOTH Actos and Avandia increase edema and heart failure and both are linked to
an increase in fractures. Plan on seeing Avandia go off the market or used less. If the FDA doesn't take it off
the market now, it will become essentially obsolete when Actos goes generic as early as next year.
Source: PharmacistLetter.com

A

commonly prescribed class of diabetes medications might raise the risk of bone fractures in women 65 and
older. Older women who take a thiazolidinedione (TZD) for one year are 70% more likely to have a bone
fracture than those not taking the drugs, according to a study that appeared in The Journal of Clinical Endocrinology & Metabolism. Older women appear to be more affected by the drugs because they are already at a high
risk of osteoporosis and osteoporosis-related fractures.
Source: Brett Bakshis, mcknights.com

A first: Medicare kills Part D pharmacy provider contract

F

or the first time, the Centers for Medicare and Medicaid Services ended a contract with a Medicare Part D
pharmacy provider. Fox Insurance Company was terminated after an on-site review revealed numerous policy
violations.
The firm serviced 123,000 Medicare beneficiaries, whom regulators had to transfer to other pharmacies. In late
February, CMS sanctioned Fox for not following Medicare’s rules for providing prescription drug coverage to
beneficiaries. Then, a March 204 review found that Fox had enacted policies that limited access to high-cost
drugs. The company also made obtaining other drugs more difficult. In some instances, Fox required
beneficiaries to undergo unnecessary invasive procedures before allowing access to prescription drugs,
according to CMS.
“They were denying access to drugs,” said Peter Ashkenaz, deputy director of media relations at the Centers for
Medicare & Medicaid Services. Beneficiaries previously under a Fox plan will continue to have access to
prescription drugs through LI-NET, a Medicare program administered through Humana, CMS said. Fox says its
attorneys were working with CMS to quickly resolve the situation.
Source: Brett Bakshis, mcknights.com
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Bipolar continued from Page 2

Zimmerman and his colleagues suspect that some doctors are over diagnosing bipolar disorder because -unlike certain other causes of mood disturbance -- it does have effective drug therapies. There are no
medications approved specifically for treating borderline personality disorder, for instance, but research
suggests that some forms of "talk therapy" are effective. "We believe that clinicians are inclined to diagnose
disorders that they feel more comfortable treating," Zimmerman explained.
"The increased availability of medications that have been approved for the treatment of bipolar disorder might
be influencing clinicians who are unsure whether or not a patient has bipolar disorder or borderline personality
disorder to err on the side of diagnosing the disorder that is medication-responsive," he added. This "bias,"
Zimmerman said, is reinforced by drug company marketing, which highlights certain studies that have suggested
that bipolar disorder goes unrecognized in many people.
Source: Journal of Clinical Psychiatry

Life Purpose Could Stave Off Alzheimer's

P

eople who view life with a sense of purpose and who set goals are less likely to develop Alzheimer's disease
or dementia, new research indicates. To determine sense of purpose, researchers at Rush University Medical
Center in Chicago questioned 951 elderly participants on their views of their past and future lives, and whether
they felt they had a direction in life. Answers were tabulated and scores were rated on a five-point scale.
During the average four-year follow up period, 155 participants developed Alzheimer's. Those who scored in
the 90th percentile were 2.4 times less likely to develop Alzheimer's those those scoring in the bottom 10th
percentile, according to the report.
Researchers say the findings could provide new treatment interventions for seniors. "Purpose in life is a
potentially modifiable factor that may be increased via specific behavioral strategies," report authors noted.
"Even small behavioral modifications ultimately may translate into an increased sense of intentionality,
usefulness and relevance."
Source: Brett Bakshis, mcknights.com

NutritionUpdate

Z

inc and vitamin C have been shown to help wounds heal in animals. Not surprisingly, many
nursing home residents receive these as supplements. But do they really help residents receiving
adequate nutrition? The answer is no, according to a recent literature review.
A simple daily vitamin or two daily supplemental drinks may "be adequate for elderly persons
recovering from acute illnesses," according to Namirah Jamshed, MD, the study's lead
investigator. Full findings appear in the March issue of the Annals of Long-Term Care.
Jamshed said facilities should conduct thorough nutritional assessments of residents at risk for pressure ulcers,
and residents who already have them. Caloric, protein, vitamin and/or mineral supplementation should be
considered if there is any evidence apparent for deficiencies of these nutrients.
Several types of skin ulcers typically affect older patients: venous or stasis ulcers, arterial insufficiency ulcers,
diabetic neuropathic ulcers and pressure ulcers. Investigators focused on whether zinc and vitamin
supplementation assist in wound healing, with the focus on pressure ulcers.
Deteriorating bodies and other aging-related challenges make
nursing home residents particularly susceptible to pressure ulcers.
the highest incidence of pressure ulcers has been reported in
hospitalized vulnerable elderly persons undergoing orthopaedic
procedures and quadriplegics.
Source: John O'Connor, mcknights.com
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