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record review that 51 percent of Medicare claims for atypical antipsychotic drugs
were erroneous, amounting to $116 million. A member of Congress requested that
OIG evaluate the extent to which elderly nursing home residents receive atypical
antipsychotic drugs and the associated cost to Medicare. Specifically, this member expressed concern with
atypical antipsychotic drugs prescribed to elderly nursing home residents for off-label conditions (i.e.,
conditions other than schizophrenia and/or bipolar disorder) and/or in the presence of the condition specified
in the Food and Drug Administration's (FDA) boxed warning (i.e., dementia).
Medicare requires that drugs be prescribed for "medically accepted indications" for reimbursement. Further,
CMS sets standards to ensure that nursing home residents' drug therapy regimens are free from unnecessary
drugs.
We also found that 14 percent of the 2.1 million elderly (i.e., age 65 and older) nursing home residents had at
least 1 claim for these drugs. We determined using medical record review that 83 percent of Medicare claims
for atypical antipsychotic drugs for elderly nursing home residents were associated with off-label conditions
and that 88 percent were associated with the condition specified in the FDA boxed warning. We further
determined through medical record review that 22 percent of the atypical antipsychotic drugs associated with
the claims were not administered in compliance with CMS standards regarding unnecessary drugs in nursing
homes, amounting to $63 million. Nursing homes' failure to comply with these standards may affect their
participation in Medicare. However, nursing homes' noncompliance with these standards does not cause
Medicare payments for these drugs to be erroneous.
To ensure that Medicare correctly pays for atypical antipsychotic drugs and that elderly nursing home
residents are free from unnecessary drugs, we recommend that CMS (1) facilitate access to information
necessary to ensure accurate coverage and reimbursement determinations, (2) assess whether survey and
certification processes offer adequate safeguards against unnecessary antipsychotic drug use in nursing
homes, (3) explore alternative methods beyond survey and certification processes to promote compliance
with Federal standards regarding unnecessary drug use in nursing homes, and (4) take appropriate action
regarding the claims associated with erroneous payments identified in our sample.
In its written comments on the report, CMS shared our concern and that of Congress over whether atypical
antipsychotics and other drugs are being appropriately prescribed for elderly nursing home residents. CMS
concurred with the second, third, and fourth recommendations; however, CMS did not concur with the first
recommendation and expressed several general concerns with the report.
CMS did not concur with the first recommendation, stating that diagnosis information is not a required data
element of pharmacy billing transactions nor is it generally included on prescriptions. OIG recognizes that the
industry has not developed a standardized way of collecting diagnosis information for prescription drugs.
However, without access to diagnosis information, CMS cannot determine the indications for which drugs
were used. For this reason, CMS is unable, absent a medical review, to determine whether claims meet
payment requirements.
Continued on Page 4
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New Guidelines Define Pre-Alzheimer's Disease

T

he first new guidelines for diagnosing Alzheimer's disease in nearly 30 years establish earlier stages of
the mind-robbing disease, paving the way for spotting and possibly treating these conditions much sooner
than they are now. The change reflects a modern view that Alzheimer's is a spectrum of mental decline, with
damage that can start many years before symptoms appear. The new guidance describes three phases: early
brain changes, mild cognitive impairment and full-blown Alzheimer's.
Yet the guidelines do not advise doctors to change how they evaluate and treat patients now. Despite the
hoopla about new brain scans and blood and spinal fluid tests that claim to show early signs of Alzheimer's,
they are not ready for prime time and should remain just tools for research, the guidelines say.
"It's too soon right now" to say these experimental biomarker tests will prove valid enough to be used in
ordinary patient care, said Creighton Phelps, Alzheimer's program chief at the National Institute on Aging. His
institute and the Alzheimer's Association convened several expert panels to write the guidelines, the first since
1984. They are being published Tuesday in Alzheimer's & Dementia: The Journal of the Alzheimer's
Association. About 5.4 million Americans and more than 26 million people worldwide have Alzheimer's, the
most common form of dementia.
"It's likely there are at least as many people with mild cognitive impairment as with Alzheimer's disease and
maybe more," said William Thies, the Alzheimer's Association scientific director. Even before this mild
cognitive impairment shows up, brain changes such as a buildup of sticky plaque or protein tangles inside
nerves can suggest trouble ahead.
Marilyn Albert, a Johns Hopkins University researcher who led the mild cognitive impairment panel, described
this category as "people who have mild, progressive symptoms, changes in mental abilities, usually memory
but not always memory" that stop short of full-blown dementia.
In doctors' offices around the country, "people are coming in with much milder symptoms," and many but not
all will go on to develop Alzheimer's, she said.
How can doctors tell what's going on?
First, they try to determine how fast symptoms are progressing, and do tests to rule out an obvious cause such
as a stroke or a new medication. If symptoms are gradual and progressive, doctors would likely diagnose mild
cognitive impairment due to Alzheimer's. But they wouldn't know for sure without additional tests like the
experimental biomarker and imaging scans rapidly being developed and researched, Albert said. One
company has asked for government approval of a new type of brain scan it claims shows early signs of
Alzheimer's. Other companies are working on tests for substances in blood and spinal fluid. The guidelines
say these are helpful for sorting people into clinical trials or monitoring the effects of experimental drugs, but
not for routine use in clinics and doctor's offices.
Dr. Clifford Jack, a Mayo Clinic brain imaging specialist involved in the guidelines, explained why.
Unlike blood pressure tests that give fairly consistent readings regardless of what type of machine is used,
the new biomarker tests are not yet standardized from one lab or location to the next, he said. There are no
agreed-upon cutoffs or levels for how much of a substance indicates impairment or Alzheimer's. There's not
even enough research to validate that a particular substance or biomarker truly predicts progression of
disease, he said.
A bigger problem is what to do after impairment or dementia has been diagnosed. Current treatments do not
alter the course of Alzheimer's, they just ease symptoms. Many doctors believe drugs are being given too late,
after symptoms are severe, so researchers more recently have started testing some in people with mild
cognitive impairment. "If you're only going to try them in people with advanced dementia, the chance of them
working is not going to be that great," said Dr. Guy McKhann of Johns Hopkins University, who headed one
of the guideline panels.
Early diagnosis is a first step, and something the Alzheimer's Association has long advocated, Thies said.
"It allows people to anticipate what's going to happen in the future and plan their lives in ways to minimize the
impact," he said. "People with the disease and their families cope better with their disease" if they know what
to expect.
Source: Marilynn Marchione, AP
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Update

T

he U.S. Food and Drug Administration (FDA) is alerting the public to important
storage and handling requirements for Pradaxa (dabigatran etexilate mesylate)
capsules. Due to the potential for product breakdown from moisture and loss of potency
Pradaxa capsules should only be dispensed and stored in the original bottle or blister package and patients
should be aware of the specific handling requirements. The Pradaxa label and Medication Guide contain
information about these special storage and handling requirements, but FDA is concerned that these
requirements are not commonly known and are not being followed by Pradaxa users and by pharmacies. We
are aware that many consumers use pill boxes or pill organizers to aid them in remembering to take their
medications. However, because of the potential for product breakdown and loss of potency, consumers should
not store Pradaxa in any container other than the original manufacturer packaging. Additionally, pharmacists
should only dispense Pradaxa capsules in the original manufacturer packaging. Using the manufacturer
packaging will minimize product breakdown from moisture. Pradaxa is packaged in a bottle containing a 30-day
supply with a desiccant (drying agent) in the cap to help keep moisture away from the capsules. Pradaxa
capsules are also available in a blister package which protects from moisture. Although the current Pradaxa
label states that the product should be discarded 30 days after the original bottle is opened, data currently under
review by the FDA indicate that the product maintains its potency up to 60 days after bottle opening as long as
it is stored in the original bottle and the handling requirements are met--including that the cap is closed tightly
after each use, and the bottle is kept away from excessive moisture, heat, and cold. The manufacturer is
gathering more information on whether the product can be used after 60 days and this information will be added
to the Pradaxa label when FDA's review is complete.
Source: FDA.com

T

he Food and Drug Administration approved Tradjenta (linagliptin), an oral dipeptidyl peptidase-IV inhibitor,
for use in combination with diet and exercise to improve blood glucose control in adults with type 2 diabetes.
The approval was based on data from eight double-blind trials that involved approximately 3,800 patients with
type 2 diabetes. The studies showed that Tradjenta controlled blood glucose better than placebo did. Tradjenta
will be dispensed with an FDA-approved patient package insert, which describes the drug's uses and risks, the
regulatory agency said. The FDA noted that Tradjenta has been studied as a stand-alone therapy and in
combination with other type 2 diabetes therapies, including metformin, glimepiride and Takeda Pharmaceuticals
North America Inc.'s Actos (pioglitazone hydrochloride). However, Tradjenta has not been studied in
combination with insulin and should not be used to treat individuals with type 1 diabetes or those who have
diabetic ketoacidosis.
Source: FDA.com
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UMOR:

Patients should wash their hands before checking their blood sugar with
a monitor

RUTH: This is true. But sometimes patients are in a rush and don’t want to bother...or soap and water aren’t
available. Hand washing before monitoring can help prevent infection and improves accuracy of the results. For
example, not washing hands after handling fruit increases glucose levels. Whenever possible, encourage
patients to stick with soap and water for washing; it’s still the best bet. If they aren't able to hand wash, these
options are suggested: alcohol-based hand sanitizers are a good backup. But one downside is that alcohol
evaporation can constrict blood vessels making it harder to get a sample. That’s why alcohol pads aren’t
routinely recommended anymore. Another option is wiping away the first drop of blood with a tissue and using
the second drop...it’s more accurate than using the first drop if hand washing isn't available. But not after fruit
has been handled, even the second drop won’t provide accurate results. To increase blood flow enough to get
two drops, the patient should warm their finger and let their arm hang down their side. With many newer meters
it’s okay to gently massage or “milk” the finger...but check with the meter manufacturer first. Recheck abnormal
results as some studies show that too much pressure can alter results by 5% to 13%. Consider alternate site
testing when hands are dirty and can’t be cleaned. It’s an option for some meters. But do not use an alternate
site after a meal or exercise or when blood sugar is low or falling. Alternate site results can be inaccurate when
blood sugar isn’t stable.
Source: PharmacistsLetter.com
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Although CMS concurred with the second recommendation, we further recommend that CMS use its authority
through the survey and certification processes to hold nursing homes accountable when unnecessary drug use
is detected.
Although CMS concurred with the third recommendation, it did not believe some of the examples of alternative
methods to promote compliance provided in the report to be practicable. We suggest that CMS either use its
existing authority or seek new statutory authority to prevent payment and hold nursing homes responsible for
submitting claims for drugs that are not administered according to CMS's standards regarding unnecessary
drug use in nursing homes.
Source: HHS.gov

Update

T

here is no strong evidence that any dietary or lifestyle changes can reduce a person's
risk of developing Alzheimer's disease, a U.S. government panel said on Monday.
Experts called together by the National Institutes of Health examined scores of studies
about whether diet, exercise, nutritional supplements, and chronic diseases like diabetes or hypertension affect
a person's risk of getting the fatal, brain-wasting disease.
They found some signs that diabetes, high cholesterol, and smoking could raise the risk of Alzheimer's.
And they found that eating a Mediterranean-type diet — high in healthy fats, fruits, and vegetables — and taking
folic acid, cutting back on alcohol, and keeping the brain and body fit appear to lower the risk. But in every case,
the evidence was not strong enough to say for sure, the panel found.
"Although numerous studies have investigated risk factors and potential therapies for Alzheimer's disease,
significant gaps in scientific knowledge exist," Dr. Martha Daviglus of Northwestern University Feinberg School
of Medicine, Chicago, and colleagues wrote in the Archives of Neurology.
"Currently, firm conclusions simply cannot be drawn about the association of any modifiable risk factor with
Alzheimer's disease, and there is insufficient evidence to support the use of any lifestyle interventions or dietary
supplements to prevent Alzheimer's," the panel wrote.
Old age remains the most reliable known risk factor for the disease, which afflicts 26 million people worldwide.
People with a specific variant of the apolipoprotein E or APOE gene are also at greater risk.
The U.S. panel called for large-scale, long-term, population-based studies and clinical trials to evaluate what, if
anything, can be done to slow or stop its progression. In the meantime, the experts said older people and those
with Alzheimer's in their family should keep active and do all they can to maintain good health.
"Until more conclusive results are available, individuals should continue to aim for a physically and mentally
active and healthy lifestyle and prevention of the well-known major risk factors for chronic diseases," they wrote.
The Alzheimer's Association said significant increases in federal funding for disease research were needed to
conduct the studies called for in the NIH panel's report.
"It is clear that there is a relationship between heart health and brain health, and this relationship needs further
research so that we can make definitive recommendations," the group said in a statement.
"Nonetheless, even now with the preliminary evidence that we have, this connection is another good reason to
live a healthy lifestyle that is beneficial for your heart health such as controlling your cardiovascular risk factors
— your blood pressure, blood sugar, and body weight."
Policy-makers and drug companies are working furiously to find ways to prevent Alzheimer's as the baby boom
generation heads into old age.
Of the 5.4 million Americans with the disease, an estimated
4 percent are under 65, 6 percent are 65 to 74, 45 percent
are 75 to 84, and 45 percent are 85 or older.
Source: Newsmax.com

