October, 2013

SCCG News
SENIOR CARE CONSULTANT GROUP
www.mySCCG.com

Fluzone High-Dose More Effective Than Standard Dose in Seniors

S

anofi Pasteur's Fluzone High-Dose Vaccine Significantly More Effective Than Standard Dose Fluzone
Vaccine in Preventing Influenza in Adults 65 Years of Age and Older
- Efficacy trial in more than 30,000 older adults meets primary endpoint for superior efficacy Sanofi Pasteur, the vaccines division of Sanofi, announced topline results of a large-scale, multi-center
efficacy trial in people 65 years of age and older showing a superior clinical benefit of Fluzone® High-Dose
(Influenza Virus Vaccine) relative to the standard dose of Fluzone vaccine in preventing influenza. The
announcement reflects the positive findings related to the primary endpoint for the study population. Further
data analyses of secondary endpoints are ongoing, including an evaluation of the relative efficacy based on
the match of the vaccine strains to circulating influenza virus strains. Sanofi Pasteur anticipates submitting the
full clinical study report to the FDA for review by early 2014 and will seek a modification to the label for Fluzone
High-Dose vaccine reflecting the superior efficacy data in adults 65 years of age and older.
"We are pleased that this study demonstrates the superior relative efficacy of Fluzone High-Dose vaccine
compared to Fluzone vaccine in preventing influenza in older adults," said David P. Greenberg, M.D., Vice
President, U.S. Scientific and Medical Affairs, Sanofi Pasteur. "This efficacy trial complements the previous
evidence of superior immune responses for Fluzone High-Dose vaccine compared to Fluzone vaccine and
reaffirms the Phase III safety data in this population that were the basis for FDA licensure of Fluzone
High-Dose vaccine in 2009."
In the study, Fluzone High-Dose vaccine was 24.2 percent more effective in preventing influenza in adults 65
years of age and older than Fluzone vaccine. The results met the pre-specified primary objective of the study,
demonstrating statistically superior efficacy for Fluzone High-Dose vaccine. Additionally, the study results
suggested consistent clinical benefit across the study years, influenza virus types, clinical illness definitions,
and laboratory methods of influenza confirmation. This large, multi-year trial also reaffirmed the safety of
Fluzone High-Dose vaccine as demonstrated in previous studies.
"Influenza vaccines have been shown to offer public health benefits in preventing influenza and its complications in all age groups; however, older adults still have the highest rates of influenza-related hospitalization
and death despite having high immunization rates, " said John Shiver, Senior Vice President, Research and
Development, Sanofi Pasteur. "This led Sanofi Pasteur to develop Fluzone High-Dose vaccine, which this trial
has confirmed provides better protection against influenza compared to Fluzone vaccine in people 65 years
of age and older." Fluzone High-Dose vaccine was licensed in the United States by the Food and Drug
Administration (FDA) in December 2009 based on the vaccine's safety profile and superior immunogenicity
compared to Fluzone vaccine. Immunogenicity (the ability of a vaccine to trigger the body to produce
antibodies against an infectious agent) is commonly used to evaluate vaccines in clinical trials. Fluzone
High-Dose vaccine contains 60 mcg of hemagglutinin antigen per strain of influenza virus in the vaccine as
compared to 15 mcg of influenza virus hemagglutinin antigen per strain of influenza virus in standard dose
Fluzone vaccine. Fluzone High-Dose vaccine was licensed by the FDA under an accelerated approval
process to address the medical need in older adults. As a requirement of the accelerated approval pathway,
Sanofi Pasteur embarked on this large-scale, two-season, confirmatory efficacy trial, involving more than
30,000 participants 65 years of age and older, to evaluate the clinical benefit of Fluzone High-Dose vaccine
compared to Fluzone vaccine in the prevention of influenza disease.
Source: PharmaLive.com
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New data show antipsychotic drug use is down in nursing homes

N

ursing homes are using antipsychotics less and instead pursuing more patient-centered treatment for
dementia and other behavioral health care, according to new data released on Nursing Home Compare in July
by the Centers for Medicare & Medicaid Services (CMS).
Unnecessary antipsychotic drug use is a significant challenge in dementia care. CMS data show that in 2010
more than 17 percent of nursing home patients had daily doses exceeding recommended levels. In response to
these trends, CMS launched the National Partnership to Improve Dementia Care in 2012.
“This important partnership to improve dementia care in nursing homes is yielding results,” said Dr. Patrick
Conway, CMS chief medical officer and director of the Center for Clinical Standards and Quality. “We will
continue to work with clinicians, caregivers, and communities to improve care and eliminate harm for people
living with dementia.”
The Partnership’s goal is to reduce antipsychotic drug usage by 15 percent by the end of 2013. These new data
show that the Partnership’s work is making a difference:
· The national prevalence of antipsychotic use in long stay nursing home residents has been reduced by
9.1 percent by the first quarter of 2013, compared to the last quarter of 2011.
· There are approximately 30,000 fewer nursing home residents on these medications now than if the
prevalence had remained at the pre-National Partnership level.
· At least 11 states have hit or exceeded a 15 percent target and others are quickly approaching that goal.
The states that have met or exceeded the target are: Alabama, Delaware, Georgia, Kentucky, Maine,
North Carolina, Oklahoma, Rhode Island, South Carolina, Tennessee and Vermont.
The Partnership aims to reduce inappropriate use of antipsychotics in several ways – including enhanced
training for nursing home providers and state surveyors; increased transparency by making antipsychotic use
data available online at Nursing Home Compare; and highlighting alternate strategies to improve dementia care.
Since its launch in early 2012, the goal of the Partnership has been to improve quality of care and quality of life
for the country’s 1.5 million nursing home residents. This broad-based coalition includes long-term care
providers, caregivers and advocates, medical and quality improvement experts, government agencies, and
consumers.
Source: CMS.gov

C. diff therapy put in doubt

P

robiotics are not effective in preventing diarrhea associated with Clostridium difficile, according to a large
study that calls into question previous findings. The study included about 17,400 patients at risk for C.
diff-related diarrhea. One group received a probiotic preparation, the other a placebo. Nearly equal numbers of
people in each group developed diarrhea, said the researchers, who are affiliated with various British hospitals
and research institutions. The results, published in The Lancet, contradict studies that showed probiotics
effectively combat diarrhea by helping maintain the balance of intestinal organisms.

Source: T. Mullaney; McKnights.com

Study finds that frequent debridement speeds healing

I

t may be a stretch to say that a clean wound is a happy wound. But a new study finds that debridement appears
to at least speed up the healing process. Researchers examined data from more than 100,000 patients treated
at wound care centers between 2008 and 2012. On average, wounds were cleaned twice through debridement,
which is the removal of necrotic tissue and other foreign substances. Wounds that were debrided more
frequently generally healed faster, the researchers discovered. Diabetic foot ulcers that were cleaned at least
weekly healed in an average 21 days, compared with 76 days for wounds debrided only once every two weeks
or more, the researchers found. On average, traumatic wounds healed in two weeks with frequent debridement
and in seven weeks if cleaned less often. It's possible that study subjects who received more frequent
debridement also were more diligent about caring for their wounds in other ways, the researchers acknowledged.
Source: J. O’Connor; McKnights.com
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UPDATE

I

n hopes of decreasing opioid abuse, addictions, and overdose deaths, FDA announced safety-labeling
changes for all extended-release and long-acting (ER/LA) opioid analgesics used to treat pain. FDA has also
added new postmarket study requirements for opioids such as morphine, oxycodone, and fentanyl. “The FDA
is invoking its authority to require safety-labeling changes and postmarket studies to combat the crisis of misuse,
abuse, addiction, overdose, and death from these potent drugs that have harmed too many patients and
devastated too many families and communities,” said FDA Commissioner Margaret A. Hamburg, MD. “Today’s
action demonstrates the FDA’s resolve to reduce the serious risks of long-acting and extended-release opioids
while still seeking to preserve appropriate access for those patients who rely on these medications to manage
their pain.”
The updated labeling will state “that ER/LA opioids are indicated for the management of pain severe enough to
require daily, around-the-clock, long-term opioid treatment and for which alternative treatment options are
inadequate.”
The labeling with further clarify that “because of the risks of addiction, abuse, and misuse, even at recommended
doses, and because of the greater risks of overdose and death, these drugs should be reserved for use in
patients for whom alternative treatment options (eg, non-opioid analgesics or immediate-release opioids) are
ineffective, not tolerated, or would be otherwise inadequate to provide sufficient management of pain; ER/LA
opioid analgesics are not indicated for as-needed pain relief.” FDA will also require drug companies that make
these products to conduct further studies and clinical trials to further assess the known serious risks of misuse,
abuse, increased sensitivity to pain, addiction, overdose, and death. Additionally, FDA is also requiring a new
boxed warning on ER/LA opioid analgesics to caution that chronic maternal use of these products during
pregnancy can result in neonatal opioid withdrawal syndrome, which may be life-threatening.
“The FDA remains committed to improving the safety of opioids and to continuing to engage in efforts to evaluate
and mitigate the risks associated with opioid use,” said Douglas Throckmorton, MD, deputy director for
regulatory programs in the FDA’s Center for Drug Evaluation and Research. “Today’s safety-labeling changes
reflect the FDA’s current understanding of the risks and benefits of these products. The FDA will evaluate the
results of the postmarket studies, continue to monitor relevant safety data, and take further safety action, as
warranted.” FDA expects the labeling to be finalized by December 2013 and the ER/LA Opioid Analgesics
REMS materials to be updated in early 2014.
Source: Formulary Journal
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UMOR: Multivitamins lower the risk of cancer.

RUTH: The relationship between multivitamins and cancer is complex. In some studies they help...in others
they harm...in yet others they don’t change outcomes. Over 33% of Americans currently take a multivitamin.
Television ads point to evidence from a single study that shows Centrum Silver reduces the overall risk of cancer
by 8%. This translates to 83 patients needing to take a daily multivitamin for 11 years for one patient to avoid
cancer. But patients should keep things in perspective. This was not a study of all comers. It was a study of
health-conscious male doctors over 50. Patients with a different lifestyle may not get the same results. Also
other studies disagree with the results of this study. This is an opportunity to talk about cancer screening and
lifestyle modification. The questionable benefit of taking a multivitamin isn’t going to make up for the welldocumented harms of smoking, too much sun exposure, poor diet, sedentary lifestyle, etc. And there’s no
evidence that a multivitamin extends life. The importance of a well-balanced diet is stressed. If patients want to
take a multivitamin, it’s recommended to take one that doesn’t contain more than 100% of the RDA for most
nutrients. There’s no need to seek out Centrum Silver as the product that’s available now isn’t the same
formulation that was used in the study. Patients should be warned that more isn’t better when it comes to
vitamins. Taking high doses of vitamins A, E, or K can lead to toxicity and other harms. For example, vitamin E
400 units/day might increase mortality or the risk of prostate cancer and 200 units or more per day MIGHT
increase the risk of hemorrhagic stroke.
Source: PharmacistsLetter.com
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Blood sugar, dementia link

S

eniors without diabetes but with higher than average blood sugar levels have an 18% increased risk for
dementia, a new study shows. In people with diabetes, the dementia risk was 40% higher for people with an
average glucose level of 190 mg/dL, when compared to an average of 160 mg/dL, the study found. Researchers
tested more than 2,000 seniors. After seven years, they retested the older adults and found that slightly more
than 500 had developed dementia. Almost all had higher average glucose levels, which correlated with an
increased risk for dementia.
Source: A. Carman; McKnights.com
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ere's some sweet news for anyone at risk of developing diabetes: New research shows a diet rich in whole
fruits — particularly blueberries, grapes, and apples — can help reduce the risk of developing the life-threatening
metabolic disorder. The findings, published in the British Medical Journal by an international team of scientists,
are based on a review of the medical records of 187,382 men and women enrolled in three long-running health
researcher projects involving nurses and health professionals. Researchers from the U.S., U.K., and Singapore
examined the association of individual fruit consumption in relation to Type 2 diabetes risk among the
participants, none of whom had diabetes, cardiovascular disease, or cancer at the start of the studies. The result
showed those who ate more whole fruits were far less likely to developing diabetes than those who did not, but
that men and women who consumed high levels of fruit juice faced increased risks. Ten individual fruits were
used in the study: grapes or raisins; peaches, plums or apricots; prunes; bananas; cantaloupe; apples or pears;
oranges; grapefruit; strawberries; blueberries. Fruit juice included apple; orange; grapefruit and other fruit juices.
The researchers found three servings per week of blueberries; grapes and raisins; apples and pears significantly
reduced the risk of Type 2 diabetes. They also noted replacing three servings per week of fruit juice with
individual whole fruits reduced the risk of type 2 diabetes by an additional 7 percent. The researchers concluded
that greater consumption of specific whole fruits "particularly blueberries, grapes and apples was significantly
associated with lower Type 2 diabetes risk whereas greater fruit juice consumption was associated with a higher
risk." They added that the results support recommendations to increase the consumption of a variety of whole
fruits as a strategy for diabetes prevention.
Source: Newsmax.com
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hile a mountain of research supports light drinking with protecting your heart, a new study finds that a glass
of wine a day could lower your risks of developing depression. Researchers from University of Navarra in Spain
looked at data on 5,505 men and women ages 55 to 80 years old. Subjects had no history of depression or
alcohol-related problems prior to the study, and over the course of seven years, researchers tracked their drinking
habits, lifestyle, and mental health through repeated visits, medical exams, and interviews. Findings showed that
those who drank moderate amounts of alcohol, mostly wine, had similar protective effects on depression to those
who have been observed for coronary heart disease. The lowest rates of depression were seen in subjects who
drank two to seven small glasses of wine per week. These results remained significant even when the researchers
adjusted for other lifestyle and social factors, such as smoking, diet, and marital status. "Lower amounts of alcohol
intake might exert protection in a similar way to what has been observed for coronary heart disease," said senior
author Miguel A. Martínez-González. "In fact, it is believed that
depression and coronary heart disease share some common
disease mechanisms." Previous studies have indicated that
non-alcoholic compounds in the wine, such as resveratrol and
other phenolic compounds, may have protective effects on
certain areas of the brain.
Source: Newsmax.com
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