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T

he US Food and Drug Administration (FDA) approved the pneumococcal 13-valent conjugate vaccine for
adults aged 50 years and older for the prevention of pneumonia and invasive disease caused by the 13
Streptococcus pneumoniae serotypes contained in the vaccine. The move comes on the heels of a meeting
of the FDA's Vaccines and Related Biologics Advisory Committee, in which the committee voted 14 to 1 in
favor of expanding the indication for Prevnar 13 to adults. Prevnar 13 was first approved by the FDA in
February 2010 for the prevention of invasive pneumococcal disease in infants and young children from age
6 weeks through 5 years.
Pneumococcal infections remain an important cause of morbidity and mortality among older adults, a
population that is rapidly expanding. "According to recent information for the United States, it is estimated
that approximately 300,000 adults 50 years of age and older are hospitalized yearly because of pneumococcal pneumonia," Karen Midthun, MD, director of the FDA's Center for Biologics Evaluation and Research.
"Pneumococcal disease is a substantial cause of illness and death. This approval provides an additional
vaccine for preventing pneumococcal pneumonia and invasive disease in this age group," Dr. Midthun said.
Until now, Pneumovax 23 was the only pneumococcal vaccine licensed in the United States for use in adults
aged 50 years and older. In studies conducted among adults 50 and older in the United States and Europe,
Prevnar 13 induced antibody levels that were similar to or higher than the levels induced by Pneumovax 23,
the FDA notes.
Common adverse reactions reported with Prevnar 13 include pain, redness, and swelling at the injection site;
limitation of movement of the injected arm; fatigue; headache; chills; decreased appetite; generalized muscle
pain; and joint pain. Similar reactions have been observed with Pneumovax 23. An additional trial in 85,000
people aged 65 years and older with no history of receiving Pneumovax 23 is underway to confirm the clinical
benefit of Prevnar 13 in the prevention of pneumococcal pneumonia.
Source: Megan Brooks; Medscape.com

Nurses Key in Opioid Pain Management

N

urses are uniquely qualified to help control the pain of institutionalized patients undergoing pain management with opioid analgesics, according to new recommendations from a nursing panel.
While pain management is increasingly effective and successful with opioid analgesics, in hospitals and
nursing homes, the medications carry the risk of unintentional sedation and respiratory depression, according
to panel appointed by the American Society for Pain Management Nursing.
The panel performed an analysis of research and guidelines currently in place for opioid analgesics, and
conducted a nationwide survey to evaluate monitoring practices carried out by nurses. The study’s authors
note that there have not yet been any randomized clinical trials that measure the value of technologic
monitoring to prevent respiratory complications from the use of opioids.
But empowering nurses to formulate individualized patient care plans, using safe administration techniques
and applying appropriate monitoring practices can minimize adverse events, according to the panel’s report
published in the journal Pain Management Nursing.
Source: Mary Gustafson; mcknights.com
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FDA Approves New Combination for Hypertension

T

he US Food and Drug Administration approved azilsartan medoxomil with chlorthalidone (Edarbyclor,
Takeda) for the treatment of hypertension. The new combination is the first fixed-dose therapy in the United
States to combine an angiotensin II receptor blocker with the diuretic chlorthalidone. Azilsartan medoxomil,
marketed as Edarbi, is already available for the treatment of hypertension in adults. Combining the drug with
a diuretic increases its antihypertensive efficacy.
"The approval of Edarbyclor provides an effective treatment option to lower blood pressure for appropriate
patients with hypertension who may require a combination of drugs to help achieve blood pressure goals,"
said Domenic Sica, MD, from Virginia Commonwealth University Medical Center in Richmond. The overall
clinical program for this new combination with chlorthalidone consisted of 5 clinical trials involving more than
5000 patients with hypertension. The phase 3 studies evaluating the safety and efficacy of the drug ranged
from 8 weeks to 52 weeks.
The studies showed the new agent lowered systolic blood pressure significantly more than either azilsartan
medoxomil or chlorthalidone alone. The levels as measured by ambulatory blood pressure monitoring were
similar across races.
Previous studies have shown that azilsartan medoxomil with chlorthalidone lowered systolic blood pressure
significantly more than the fixed-dose combination of olmesartan medoxomil-hydrochlorothiazide (Benicar
HCT, Daiichi Sankyo) at its highest approved dose of 40/25 mg. The olmesartan combination is marketed
under the brand name Olmetec in Europe and Canada.
The new azilsartan medoxomil combination will have a recommended starting dose of 40/12.5 mg with the
same maximum dose as the olmesartan medoxomil combination of 40/25 mg. It will be prescribed in a
once-daily, single tablet.
The most common adverse reactions are reportedly dizziness and fatigue.
The combination therapy is contraindicated in patients with anuria. Patients with renal impairment should be
monitored for worsening renal function. Hypokalemia is a dose-dependent adverse reaction that may
develop with chlorthalidone. Edarbyclor attenuates chlorthalidone-associated hypokalemia. Hyperuricemia
may occur or frank gout may be precipitated in certain patients receiving chlorthalidone or other thiazide
diuretics. Azilsartan medoxomil with or without chlorthalidone is not recommended during pregnancy. Drugs
that act directly on the renin-angiotensin system can cause injury and death to the developing fetus.
The investigators point out that reducing high blood pressure should be part of any comprehensive
cardiovascular risk management strategy, which should also include lipid control, diabetes management,
antithrombotic therapy, smoking cessation, exercise, and limiting sodium intake.
Some patients will require more than 1 drug to achieve blood pressure goals. This new combination may be
used with other antihypertensives.
Source: Medscape. com

Hospitalizations Lead to More SNF Stays

M

edicare beneficiaries who are hospitalized for acute-care treatment, including a stroke or hip fracture,
are at an "extremely high risk" for needing long-term care in a nursing home, a new study finds.
In analyzing a 5% sample of Medicare enrollees between 1996 and 2008, University of Texas Medical Branch
researchers found that 75% of the group was admitted to a long-term care facility within six months of a
hospital stay. The percent of hospitalized Medicare patients transferred on discharge jumped from 10.8% in
1996 to 16.5% in 2008. Investigators noted that risk factors such as cognitive problems added to the risk of
needing hospital care.
"Hospitalization is a tipping point for older patients, often reducing their ability to live as independently as
before," said lead author James S. Goodwin, M.D. "Add the enormous systemic pressure to reduce hospital
stays and a dearth of viable programs to help patients fully recover their health and independence after
hospitalization, and there simply isn't a clear path to get the patient back home."
Source: Mary Gustafson, mcknights.com
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UPDATE

T

he US Food and Drug Administration approved rivaroxaban (Xarelto, Bayer/Johnson &
Johnson) for the prevention of stroke and systemic embolism in nonvalvular atrial fibrillation.
"Xarelto has a boxed warning to make clear that people using the drug should not discontinue it before talking
with their healthcare professional. Discontinuing the drug can increase the risk of stroke," the FDA said in its
statement. The approval is based largely on the results of Rivaroxaban Once Daily Oral Direct Factor Xa
Inhibitor Compared with Vitamin K Antagonism for Prevention of Stroke and Embolism Trial in Atrial Fibrillation
(ROCKET-AF). ROCKET-AF showed that the new anticoagulant, a factor Xa inhibitor, met its primary end point,
with rivaroxaban noninferior to warfarin in terms of reducing the risk of stroke and non-central-nervous-system
(CNS) embolism. The Cardiovascular and Renal Drugs Advisory Committee voted 9 to 2, with one abstention,
in favor of recommending approval. One of the biggest hurdles rivaroxaban faced with the FDA advisory
committee was in its comparison to warfarin, and more specifically, the amount of time the warfarin-treated
patients spent at the optimal international normalized ratio (INR). In ROCKET-AF, the warfarin-treated patients
spent just 57.8% of the time in therapeutic range (TTR), which was lower than in other trials with warfarin,
including the Randomized Evaluation of Long-Term Anticoagulant Therapy (RE-LY) trial with dabigatran
etexilate. For some panelists, the TTR issue introduced some uncertainty about the efficacy of rivaroxaban,
while others raised concerns about the dose tested and the risk of adverse clinical events when patients are
transitioned off rivaroxaban. In the 28-day period after rivaroxaban was stopped in ROCKET-AF and patients
were transitioned to another anticoagulant, there was a significantly increased risk of stroke in the rivaroxaban
arm, a finding that investigators attributed to the drug's short half-life (and the lack of dual anticoagulation during
the overlap period). Overwhelmingly, however, many panelists felt it was at least an effective alternative to
warfarin. One panel member felt the drug should be used as a third-line agent only, an option for patients who
failed other anticoagulant therapies.Advisors for the European Medicines Agency (EMA), the Committee for
Medicinal Products for Human Use (CHMP), also issued a positive opinion for rivaroxaban in the prevention of
stroke and systemic embolism in nonvalvular AF. They recommended the new indication for rivaroxaban based
on data from the ROCKET-AF trial. Just last month, the US consumer group Public Citizen urged the FDA not
to approve rivaroxaban, citing some of the concerns raised during the FDA advisory panel meeting. The group
noted that while several committee members voted for approval, they also expressed "serious reservations,
stating were still unanswered questions that will require postmarketing studies to resolve.
Source: Michael O'Riordan, Medscape.com

VS. TRUTH

T

R

UMOR: SSRIs are more dangerous than tricyclic antidepressants in elderly patients.

RUTH : Not true. A single observational study brought up more questions than answers. More research is
necessary to answer the question of comparative safety. When an antidepressant is recommended for an older
patient, side effects, drug-disease interactions, drug-drug interactions, patient preferences, financial and
formulary considerations, and other medical problems should be considered. Start LOW and go SLOW when
initiating antidepressants. A good rule of thumb is to start with one-half the usual adult starting dose or even less.
SSRIs (sertraline, citalopram, etc) are still the go-to class as they’re safe and generally well tolerated. But in
elderly patients watch for tremors, Parkinsonism, restlessness, akathisia, anorexia, weight gain, and falls. No
more than 20 mg/day of citalopram in patients over 60 is recommended as it increases the risk of QT
prolongation and torsades.
SNRIs (venlafaxine, etc) are usually less well tolerated than SSRIs for patients with neuropathic pain. BP
should be monitored, especially when increasing the dose. SNRIs can cause dose-dependent diastolic
hypertension. Lipid profiles should be watched. SNRIs can also negatively impact lipids.
Mirtazapine (Remeron, etc) is another second-line option and should be considered for elderly patients who
need help with insomnia, agitation, or restlessness; also for patients who are losing too much weight. It’s best
taken in the evening to avoid daytime sedation.
Trazodone is often tried for insomnia in low doses. But other options should be considered first for depression.
At the higher depression doses, orthostatic hypotension and excessive sedation can be a problem.
Tricyclics such as desipramine and nortriptyline are usually best saved for older patients with neuropathic pain
who don’t get relief from other options. Their anticholinergic burden should be watched closely to avoid cognitive
decline and other side effects.
Source: PharmacistLetter.com
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The Importance of Vitamin D and Living a Longer Life

O

ne of the world’s leading researchers on vitamin D, Dr. William Grant, published an article in an issue of the
European Journal of Clinical Nutrition entitled, “An estimate of the global reduction in mortality rates through
doubling vitamin D levels.”
For his article, Dr. Grant examined numerous studies following different methodologies, including case-control,
ecological, cohort, and cross-sectional studies. Furthermore, he looked at randomized, controlled trials to
estimate the change in mortality rates that could be achieved by increasing vitamin D levels.
Dr. Grant found that increasing vitamin D levels from 22 ng/ml to 44 ng/ml would significantly decrease all-cause
mortality by 7.6 percent in black females and 17.3 percent in white females. The male all-cause mortality rates
were 0.6 percent lower than females. Dr. Grant estimated that the higher vitamin D levels would be associated
with an increased life expectancy of two years.
He summarized his research by writing, “Increasing serum [vitamin D levels] is the most cost-effective way to
reduce global mortality rates, as the cost of vitamin D is low and there are few adverse effects from oral intake
and/or frequent moderate UVB irradiance (i.e., sun exposure) with sufficient body surface exposed.” I have been
checking vitamin D levels for nearly 20 years and recommending vitamin D supplementation for the same
amount of time. I have not seen any adverse effects from supplementing vitamin D in the usual dose.
The usual dose is 5,000 IU per day of cholecalciferol — which is vitamin D3. Patients who see the most
improvement with vitamin D3 are those with the lowest levels. However, higher vitamin D levels seem to improve
thyroid and parathyroid function for everyone.
Source: Medscape.com

UPDATES

A

sweet tooth isn't necessarily bad for your health — at least not when it comes to
chocolate, hints a new study. Researchers studying more than 33,000 Swedish women
found that the more chocolate women said they ate, the lower their risk of stroke.
The results add to a growing body of evidence linking cocoa consumption to heart health, but they aren't a free
pass to gorge on chocolate.
"Given the observational design of the study, findings from this study cannot prove that it's chocolate that lowers
the risk of stroke," according to Susanna Larsson from Karolinska Institutet in Stockholm. While she believes
chocolate has health benefits, she also warned that eating too much of it could be counterproductive.
"Chocolate should be consumed in moderation as it is high in calories, fat, and sugar," she said. "As dark
chocolate contains more cocoa and less sugar than milk chocolate, consumption of dark chocolate would be
more beneficial."
Larsson and her colleagues, whose findings appear in the Journal of the American College of Cardiology, tapped
into data from a mammography study that included self-reports of how much chocolate women ate in 1997. The
women ranged in age from 49 to 83 years. Over the next decade, there were 1,549 strokes, and the more
chocolate women ate, the lower their risk.
Among those with the highest weekly chocolate intake — more than 45 grams — there were 2.5 strokes per
1,000 women per year. That figure was 7.8 per 1,000 among women who ate the least (less than 8.9 grams per
week). Scientists speculate that substances known as flavonoids, in particular so-called flavanols, may be
responsible for chocolate's apparent effects on health. According to Larsson, flavonoids have been shown to cut
high blood pressure, a risk factor for stroke, and improve other blood factors linked to heart health. Whether that
theoretical benefit translates into real-life benefits remains to be proven by rigorous studies, however.
Nearly 800,000 Americans suffer a stroke every year, with
about one-sixth of them dying of it and many more left disabled.
For those at high risk, doctors recommend blood pressure
medicine, quitting smoking, exercising more, and eating a
healthier diet — but so far chocolate isn't part of it.
Source: Newsmax.com

