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Be Prepared for Increased CMS Scrutiny of Antipsychotic Drugs

G

et ready for CMS to be very closely monitoring the use of antipsychotic drugs in your facilities in
upcoming surveys. On May 30, CMS officially unveiled its quality initiative to ensure appropriate care and
use of antipsychotic medications for nursing home residents and short-stay patients.
Called the Partnership to Improve Dementia Care, this new program is spurred by widespread concerns that
providers are inappropriately using antipsychotic drugs in the care of their dementia patients. "A CMS
nursing home resident report found that almost 40 percent of nursing home patients with signs of dementia
were receiving antipsychotic drugs at some point in 2010, even though there was no diagnosis of psychosis,"
notes Patrick Conway, MD, MSc, CMS' chief medical officer and director of clinical standards and quality.
In addition, CMS data indicates that in 2010 more than 17 percent of nursing home residents had daily doses
exceeding recommended levels. "Managing dementia without relying on medication can help improve the
quality of life for these residents," Conway emphasizes, "and the Partnership to Improve Dementia Care will
equip residents, caregivers, and providers with the best tools to make the right decision."
Alarming: One in three residents in skilled nursing centers receive antipsychotic drugs, mainly to manage
behaviors associated with dementia, according to the American Health Care Association (AHCA), "We've
learned over time that many of these medications can actually cause people to fall, be re-hospitalized and
have a worse outcome," notes David Gifford, MD, MPh, AHCA's senior vice president of regulatory affairs.
"And so," adds Dave Kyllo, executive director of the National Center for Assisted Living (NCAL), "it's
important that we look for alternatives, that we come up with better ways to care for the behaviors that
frequently come with residents who suffer from dementia." Safely reducing the off-label use of antipsychotics
by 15 percent by December 2012 is one of the goals of the AHCA/NCAL quality initiative.
"One of our strategies for addressing the goal [for antipsychotics] is to get more stable staff and consistent
assignments," Giffords noted. "When you have consistent assignments and have individuals who aren't
having disruptive behaviors, the families are also going to be more satisfied overall. We see it as a package
deal..."
"Another big strategy," Giffords continued, "is to focus on the manner in which staff interact with individuals
so the interaction doesn't lead to behaviors that lead to antipsychotic medications. If someone is
hallucinating, they may need antipsychotics," he noted, but "what is a person who isn't familiar with where
they are or what's going on - and sees a strange nursing aide approach them to help them get dressed - likely
to do? Scream and hit the person. And those two things probably get you medication."
"Some of it," Gifford added, "is that many individuals get started on an antipsychotic for an acute episode as
I described, but they don't need to be on it forever. Some patients come into the facility on these medications
and we should be able to taper them off fairly quickly.
With consistent assignments, "the CNAs learn how to approach someone - for example, the person gets
anxious if you approach them from the left side, so you approach them from the right side," said Gifford. "A
lot of it is subconscious behavior that we all learn by being around someone," he added. "The individual with
dementia also probably develops some sense of familiarity" with the CNAs.
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"You have to distinguish a harmful delusion from a harmless one," Louis Mudannayake, MD, CMD, medical
director of Cobble Hill Health Center in Brooklyn, NY, advised. He recounts admitting one patient to the facility
from a psychiatric hospital. "She was on 200 mg BID of Seroquel and in a straitjacket, because she had a
delusion. . . that she was still back working," he said "So we took her off the medication and gave her simple
things to do like filing, so she's still back at work as far as she's concerned."
Ease off: "Sometimes the key to reducing hostility and aggression is simply to take a step back and to return
to the care task at a later juncture," he added. The program employed at Mudannayake's facility involves the
interdisciplinary team gathering data useful in defining the risk versus benefit of using antipsychotic
medications. The facility educates staff about the program every six months or so, he noted.
"The education has to go from the psychiatrists down to the CNAs, and you have to have administrative
backing. A 2010 evidence-based study in the International Journal of Geriatric Psychiatry showed that
prescription of antipsychotics in nursing homes is a culture and not a science," Mudannayake said. "You need
staff buy-in . . .," he emphasized. And "you have to do the monitoring, including biochemical monitoring."
"Here we do EKGs to identify prolonged QT intervals, which the federal guidelines don't require, but if you don't
do the EKGs, the patient could have a fatal cardiac arrhythmia before you identify the problem," he cautioned.
Proven result: Mudannayake reported that his nursing facility "went down from nearly 30 percent of patients
being on antipsychotics to about 8 percent now. It fluctuates between 7 percent to the highest peak, which
has been 16 percent, in the five years since we started the program. The national figures are [that] about
one-fourth to one-third of nursing home residents are on antipsychotics," he added. "At my SNF, we haven't
had any increase in psychiatric hospitalizations or costs of staffing due to using less antipsychotics." he noted.
Source: Eli Research Long-Term Care Alert

Antipsychotic add-on falls off FDA measure

T

he Senate failed to approve legislation meant to enhance antipsychotic regulations in nursing homes,
despite passing the bill to which it was attached.
Sens. Herb Kohl (D-WI), Charles Grassley (R-IA) and Richard Blumenthal (D-CT) proposed a regulation that
would have standardized protocols for obtaining informed consent before administering antipsychotics for
off-label use. The legislation was proposed as an amendment to an existing Food and Drug Administration
reauthorization bill (S. 3187), which passed the Senate by a nearly unanimous 96-1 vote.
“We need a new policy that helps to ensure that these drugs are being appropriately used to treat people with
mental illnesses, not used to curb behavioral symptoms of Alzheimer's or other dementias,” Kohl said.
About 1 in 7 residents had at least one Medicare or Medicaid claim for atypical antipsychotics last year,
according to the Office of the Inspector General.
Source: John O’Connor; McKnights.com

UPDATE

R

oche Holding AG's Genentech unit has won the right to try its experimental Alzheimer's
drug crenezumab on people with no signs of dementia - the first such trial to gauge whether
early intervention can help prevent or slow the disease. The drug will be tested among members of an extended
family of about 5,000 people from the Antioquia region of Colombia. They carry a gene that causes them to
develop Alzheimer's early, with some experiencing symptoms of memory loss in their mid-30s, scientists say.
Trial researchers said they picked the Genentech drug from among 25 rivals, largely because it does not cause
vasogenic edema, a brain swelling side effect seen in similar drugs. They include bapineuzumab, being tested
by Pfizer Inc and Johnson & Johnson; and Eli Lilly and Co's solanezumab. Both closely watched drugs are in
late-stage clinical trials, with results expected later this year. The trial in Colombia could offer the most definitive
test yet of the amyloid theory of Alzheimer's, which holds that the disease is caused by a steady buildup of a
protein known as beta amyloid.
Continued on Page 3____
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Scientists and drugmakers have been targeting deposits of beta amyloid in Alzheimer's patients for decades, and
some have succeeded in removing the sticky plaques that are a hallmark of the disease. But so far, none of the
drugs has succeeded in improving patients' thinking and memory capabilities. Researchers say the reason is
likely to be that most of the anti-amyloid drugs in past trials and ongoing studies were tested on people whose
brains were already wrecked by Alzheimer's, the most common form of dementia that affects 35.6 million people
worldwide.
This trial should be different because it will be tested on people before the disease has done much damage to
brain cells. "This will be the first test of an anti-amyloid treatment in a preclinical stage, where it has the best
chance to have the most profound benefit," said Dr. Eric Reiman, executive director of Banner Alzheimer's
Institute and chief executive of Banner Research in Phoenix, which is leading the trial.
BEFORE SYMPTOMS APPEAR
Richard Scheller, executive vice president for Genentech Research and Early Development, said the problem
with other Alzheimer's disease trials, including one run by Genentech, was that beta amyloid takes many years
to build up in the brain. "Once symptoms are apparent, it may be very difficult or too late to reverse the course of
the disease. By treating early, we're hoping to prevent the beta amyloid build-up in the first place." Reiman said
Genentech's drug was developed to minimize the chance of causing vasogenic edema and microhemorrhages
-- tiny leaks of blood in the brain. "The studies in animals were very encouraging and the studies so far have also
been encouraging in patients," he said.
Having fewer side effects means the drug can be used at higher doses, increasing the chances of getting more
of the antibody into the brain, said Dr. Pierre Tariot of the Banner Alzheimer's Institute. Genentech's drug targets
solid bits of beta amyloid that make up plaques in the brain, and free-floating, soluble forms of the protein, which
some researchers think may be the real toxic culprit behind the disease. Scheller said the Colombian family offers
a unique opportunity to test drugs because they are virtually certain to develop Alzheimer's disease. "We know
with almost certainty that by the time people with the mutation are 50 years old, everyone will have severe
symptoms of the disease. Treating them before they show any symptoms, we will be able to see if we can slow
down or prevent the disease from occurring," Scheller said.
The team is working on the study with Dr. Francisco Lopera of the University of Antioquia in Colombia, who first
identified the family's illness nearly three decades ago and helped to discover its cause - a mutation on a gene
called presenillin. Lopera's studies of this family have produced many interim biomarkers that will be used by the
team to help determine if the disease is progressing.
Source: Newsmax.com

Vs Truth

R

UMOR: It’s not safe to use phenazopyridine (Pyridium, etc) for more than 2 days.

T

RUTH:
This is false. OTC phenazopyridine is labeled for ACUTE use, two days or less. That’s because
it’s only indicated for urinary tract infection pain, not because phenazopyridine causes toxicity. Reinforcing
short-term use is designed to make sure the patient is getting an antibiotic that works. Over 1 million people in
the U.S. experience chronic urinary urgency, frequency, and pain. The symptoms are like a urinary tract infection
but there’s no infection. Using phenazopyridine for longer than 2 days during a flare of interstitial cystitis or
painful bladder syndrome is suggested. It's not necessary to be overly concerned about the risk of
methemoglobinemia or hemolytic anemia in most patients. There is more of a concern in overdoses or in
patients with kidney problems. Phenazopyridine 200 mg TID is suggested, but it's recommended that the dose
be dropped to BID when creatinine clearance is under 80 mL/min and it should be avoided completely when
creatinine clearance is less than 50 mL/min.
If phenazopyridine doesn’t help, use another urinary analgesic such as Prosed/DS (methenamine/phenyl
salicylate/methylene blue/benzoic acid/hyoscyamine) or agents that work by different mechanisms, such as
Elmiron (pentosan polysulfate), hydroxyzine, amitriptyline, or cimetidine. A trial-and-error approach is often
necessary to find a regimen that controls pain.
Source: Pharmacist’s Letter

Page 4

Vitamin D reduces major medical risks in the eldery if taken
in high doses

M

ost people know some of the health values of vitamin D3, which go well beyond the accepted bone health
quality. But how much is enough and how little is not enough is a controversial subject. Adding to the confusion
is some concern of how much would lead to excessive vitamin D3 intake to produce the rare event of vitamin D
toxicity. Vitamin D3 toxicity from skin exposure to sunlight or UVB (ultraviolet B) tanning beds is normally
impossible. The process of epidermal cholesterol converting the UVB rays into the vitamin D3 precursor,
cholicalciferol has the built in feature of slowing or stopping that process if too much vitamin D3 starts
accumulating in your blood.
That cholicalciferol is converted in a two stage process by first the liver then the kidneys to create the active
vitamin D3 hormone calcitriol. Even large doses of vitamin D3 supplements have rarely caused a toxic reaction.
But because vitamin D3 supplements are fat soluble, the toxic effects can linger longer than other toxic events.
However, only three cases of vitamin D toxicity have been recorded, and they were supplementing over 40,000
IUs (international units) daily. Most doctors and nutritional experts recommend having 25(OH)D testing done to
determine your vitamin D3 blood levels while supplementing 1000 to 5000 IUs of vitamin D3 supplements daily.
Vitamin D3 supplements contain cholicalciferol, taken from the lanolin of sheep's wool after shearing. The
cholicalciferol that is normally produced by the interaction of UVB sun rays with a form of cholesterol in our skin
is encapsulated in those supplements.
The convenience of supplements bypasses our body's automatic safeguard feature that limits the conversion of
UVB rays forming cholicalciferol, which our livers and kidneys then use to manufacture vitamin D3. Regardless,
toxicity is very rare.
A Washington University study in the Annals of Internal Medicine by Dr. Ian de Boer, resulted in a minimum D3
blood level vitamin that merely duplicates mainstream medicine's recommendation. Dr. de Boer's research team
used 25(OH)D test data on stored blood samples from older adults who had enrolled in a nationwide cardiovascular health study from 1992 to 2006. They did a statistical follow up on major medical events these older adults
had incurred and compared them to the D3 blood counts. Their study on 1,621 senior citizens concluded that
20 ng/ml (nano-grams/milliliter) in blood serum is the cutoff point. In other words, below 20 ng/ml in blood serum
invites seriously worsening health. This is exactly what mainstream medicine considers as the minimum vitamin
D3 level to ward off major disease. As we age, the process of converting sunlight to D3 wanes, and there are
many who disagree with the study's recommendation.
The Vitamin D Panels nutritionally qualified members consider the recommended doses of D3 supplementation
of no more than 800 IUs way too low for eliminating D3 deficiencies. So do many other experts. They've also
determined a higher threshold of blood serum levels for optimum health. Another study of D3 blood serum level
samples among extremely healthy inhabitants of tropical and sub-tropical areas showed blood serum levels of
D3 between 50 ng/ml and 70 ng/ml. Under 50 ng/ml is considered D3 deficient by many experts who strive for
optimum, preventative health instead of determining what levels guarantee hospitalization. Caveat: People
afflicted with tuberculosis, lymphoma, or sarcoidosis should use the 1,25(OH)D test instead of the 25(OH)D test
before supplementing D3.
Source: PF Louis; Naturalnews.com

Berries Boost Memory

S

trawberry and blueberry consumption has been linked to slower rates of memory loss. Results of a new
study found that women who had higher berry intake had delayed memory decline by 2-1/2 years. Researchers
at the Brigham and Women’s Hospital in Boston examined memory data for 16,000 female registered nurses
over six years. Strawberries and blueberries are high in flavonoids, which is believed to be a factor. “We provide the first
epidemiologic evidence that berries appear to slow progression
of memory decline in elderly women,” researcher Elizabeth
Devor, ScD., said.
Source: Mary Gustafson; McKnights.com
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