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Panel to postmenopausal women: Don't take vitamin D, calcium

A

government advisory panel's recommendation Tuesday that healthy postmenopausal women should not
take daily low doses of vitamin D and calcium to prevent bone fractures is a wakeup call to millions of Baby
Boomer women that more is not always better. The panel said there is insufficient evidence to evaluate larger
doses, easy to overdo with chewy chocolate supplements that can seem like candy. In its draft
recommendations, the U.S. Preventive Services Task Force also said existing research is insufficient to assess
the risks or benefits of taking vitamin D — with or without calcium — to prevent cancer in adults.
Some studies link higher levels of vitamin D with lower rates of colorectal cancer and reduced risks for other
cancers, including breast, prostate and pancreatic cancer. These reports are mixed and therefore inconclusive,
the advisory panel said. This is the same panel that grabbed headlines recently by recommending against PSA
(prostate-specific antigen) tests to screen for prostate cancer in healthy men and told women ages 50 to 74 to
have a mammogram every other year, instead of annually. This latest report adds to many conflicting
messages about the benefits and risks of vitamin D and calcium supplements.
For years, experts have been touting the health benefits of these nutrients. Both calcium and vitamin D are key
nutrients for bone health. The Institute of Medicine, which provides independent advice on health,
recommends that people daily get 600-800 IUs (international units) of vitamin D and 700-1,300 milligrams of
calcium, depending on their age. Many foods, such as milk and yogurt products, are rich in calcium and fortified
with vitamin D. Sunlight triggers the production of vitamin D in skin and is a major source of the vitamin for many
people.
The task force's draft recommendation looked at doses up to 400 IUs (international units) of vitamin D and
1,000 milligrams of calcium for fracture prevention, and recommended against taking them, saying the nutrients
slightly increase the risk for kidney stones. The authors add that there is insufficient evidence to draw
conclusions about taking larger doses to prevent fractures. Fractures are a significant health problem, the task
force says; every year approximately 1.5 million fractures occur in the U.S. Nearly half of all women older than
50 will have an osteoporosis-related fracture during their lifetime.
"The science is still out for pre-menopausal women and men," with regard to low-dose supplements and
fractures, says Timothy Wilt, the lead author on the panel report. "Many people take the supplements, but the
science was insufficient to make recommendations for everyone." Some health experts don't agree with the
task force recommendation and say women should weigh options with their physicians based on their own
ethnicity, diet and sun exposure, a major source of vitamin D. The studies analyzed by the government panel
have important limitations, says Jen Sacheck, an assistant professor and researcher in the antioxidants
research laboratory at Tufts University in Boston. The research largely involved white people and no
accommodation was made for how nutritional needs may vary by where a person lives, she says. "It's a more
complex picture than they're painting," she says. "If you live in New England there are many months of the year
when you're not getting adequate amounts of vitamin D from the sun. I check blood levels of young and older
people and find them to be low in New England."
If you're Hispanic, Asian or black, says Sacheck, or are lactose intolerant, you might not get enough calcium
from dairy products. She says being overweight or obese also can also compromise the levels of the nutrients.
Taylor Wallace, senior director of scientific and regulatory affairs for the Council for Responsible Nutrition, a
trade group that represents supplement makers, says research shows that supplementation with calcium and
vitamin D is beneficial for bone health, particularly in post-menopausal women and the elderly. "You want to try
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your best to get your calcium and vitamin D from food, but most Americans do not, so when there is a gap, they
can fill that gap with supplements." He points out that last month this same government task force said
supplementation with vitamin D was beneficial in preventing incidences of falls among adults ages 65 and older.
"Since falls commonly result in fractures, it's common sense for the elderly to consider supplementing with
vitamin D and calcium."
About 22% of U.S. adults report taking calcium supplements and 22% reporting using vitamin D supplements,
the industry group says. Most calcium supplements also contain vitamin D because the two nutrients work
together, Wallace says. "Vitamin D helps pull calcium into the bones." "We recommend consumers read the
labels," on supplements, he adds. "More is not always better, including for the tasty stuff like the soft chews
where people might be tempted to eat a bit more." Suzanne Steinbaum, director of women and heart disease
at Lenox Hill Hospital in New York and an American Heart Association spokeswoman, says the recommendation
"changes everything. There seems to be no place for calcium for preventing cancer and fractures.
"To tell people, 'Take calcium and vitamin D to prevent fractures as you get older,' that's not panning out
anymore," she says. "Even if you are at risk for a fracture, maybe you have to try other lifestyle changes, like diet
and weight-bearing exercise."
Clifford Rosen, a spokesman for the Society of Bone and Mineral Research, notes that the task force discounts
a finding from the Women's Health Initiative, a study of 36,282 healthy postmenopausal women, that
supplements offer a 10%-11% reduced risk of fractures. "I think the government panel's report is a little
confusing," Rosen says. JoAnn Manson, one of the Women's Health Initiative investigators, says in addition to
reporting the lower fracture rate, the initiative found "bone density improved among postmenopausal women
taking supplements."
Recent research has linked calcium supplements to increased risk of heart attacks, Manson says; she adds that
it is best to get calcium from the diet, but some may want to add a low-dose supplement to reach recommended
levels. "The key point about calcium is that more is not better," says Manson, chief of the division of preventive
medicine at Brigham and Women's Hospital in Boston. The National Cancer Institute is funding a 20,000-person
study to find whether taking a daily dietary supplement of 2,000 IU of vitamin D or one gram of omega 3 fatty
acids reduces the risk of cancer, heart disease and stroke. Manson is directing the study and recruiting men and
women for it through this year. "The science is still out on cancer prevention," says Wilt.
Steinbaum acknowledges that consumers may feel confused and frustrated by changing recommendations. She
hopes that people won't give up and feel there's nothing they can do to improve their health. The two old
standbys — "eating better and exercising" — still have the greatest impact, she says.
Source: Janice Lloyd, Liz Szabo and Nanci Hellmich, USA TODAY

Dementia Drug Comes Under Fire

T

he Food and Drug Administration “breached its own regulatory standard” when it permitted a new dosage for
a best-selling Alzheimer's drug, according to two professors at Dartmouth's Institute for Health Policy and Clinical
Practice. Lisa Schwartz and Steven Woloshin claim approval of 23-mg donepezil (Aricept) also conflicted with
the opinions of its own reviewers, the authors write in a BMJ article. As a result, misleading consumer and
physician ad campaigns have put nursing home residents and others at risk. The authors assert that the 23-mg
dose of the Eisai drug, which was approved four months before the 5- and 10-mg formulations went generic in
November 2010, failed to show that it provided a significant improvement on two fronts: cognitive and global
function, measures laid out by the FDA itself as the regulatory standard for approval of an Alzheimer's med. The
authors say the drug had a lopsided impact, affecting only cognitive function, and did so insignificantly. They also
add that the higher dose caused significant side effects.
The authors contacted the FDA about the erroneous claims made in the label, and the agency soon requested
the label be changed. A new one was approved March 1, more than a year-and-a-half after the original label was
posted. According to Schwartz and Woloshin, however, Aricept 23's ability to clear the FDA was just the
beginning of a disaster. Because the FDA approved a label stating that the new dose improved cognition and
function, professional media ads went on to perpetuate that same language, and the drug's sales took off. DTC
ads took a soft approach to side effects. The higher dose's untoward effects are said to include a higher level of
nausea and vomiting compared to the lower doses. Consumer ads brush these aside, according to the authors.
Despite these drawbacks, government and private insurance now cover the drug, and it continues to sell.
Source: Deborah Weinstein; McKnights
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he US Food and Drug Administration (FDA) announced today that it has completed
investigation into the death of a patient with multiple sclerosis (MS) shortly after taking the first dose
of fingolimod (Gilenya, Novartis). The investigation included extensive review of clinical trial and
postmarket data on other cardiovascular or unexplained deaths. "FDA could not definitively
UPDATE
conclude that Gilenya was related to any of the deaths," the agency notes in its statement.
However, based on its re-evaluation of the data, FDA remains concerned about the cardiovascular effects of
Gilenya after the first dose. Data show that, although the maximum heart rate lowering effect of Gilenya usually
occurs within 6 hours of the first dose, the maximum effect may occur as late as 20 hours after the first dose in
some patients."
For this reason, the agency notes, the drug is now contraindicated for certain patients, specifically:
·
• Patients who in the last 6 months experienced myocardial infarction, unstable angina, stroke, transient
ischemic attack, decompensated heart failure requiring hospitalization, or class III/IV heart failure
·
• History or presence of Mobitz type II second-degree or third-degree atrioventricular (AV) block or sick
sinus syndrome, unless patient has a functioning pacemaker
·
• Baseline QTc interval •500 ms
·
• Treatment with class Ia or class III antiarrhythmic drugs
It is recommended that all patients starting fingolimod treatment be monitored for signs of bradycardia for at least
6 hours after the first dose. The FDA is now recommending hourly pulse and blood pressure monitoring for all
patients starting treatment, with electrocardiogram monitoring prior to dosing and at the end of the observation
period; monitoring should continue until any symptoms resolve. The period should extend past 6 hours in patients
at higher risk, in some cases overnight.
High-risk patients include the following:
·
• Those who develop severe bradycardia after administration of the first dose
·
• Those with certain preexisting conditions in whom bradycardia may be poorly tolerated
·
• Those receiving therapy with other drugs that slow the heart rate or atrioventricular conduction
·
• Those with QT interval prolongation prior to starting fingolimod or at any time during the cardiovascular
monitoring period
·
• Those receiving therapy with other drugs that prolong the QT interval and that can cause torsades de
pointes
The agency also released more detail on the patient who died in November 2011 within 24 hours after the first dose
of fingolimod; the death prompted release of a Drug Safety Communication (DSC) at that time. "Based on the
reported information, a cause of death could not be identified," they note. "The patient also had extensive brainstem
MS lesions; such lesions have been associated with sudden death," the statement said. "The patient was also
taking 2 blood pressure medications (metoprolol and amlodipine), which can also affect heart rate; whether they
could have played a role in the patient's death is unknown. "On the basis of the available data, a link between the
first dose of Gilenya and the patient's death could not be ruled out, however, there is not clear evidence that the
drug played any role in the death," they conclude.
After receiving this case, FDA also reevaluated completed and ongoing clinical trial data relating to effects of
fingolimod on heart rate and blood pressure at the time of its approval. "Analyses of changes in heart rate by 24
hour Holter monitoring confirmed that the heart rate-lowering effect of Gilenya is biphasic, with an initial decrease
within 6 hours, and a second decrease, in part related to a circadian rhythm, around 12 to 20 hours post-dose," the
statement notes. "In order to allow an adequate response to possible severe symptomatic bradycardia in the 6- to
24-hour period after the first dose, FDA concluded that it would be prudent to extend the monitoring period beyond
6 hours in patients who experience a heart rate of less than 45 beats per minute in the first 6 hours, or in those who
had their lowest heart rate at 6 hours post-dose, as further bradycardia is still possible after 6 hours."
To reduce risks related to bradycardia or atrioventricular block, extended monitoring is now recommended in
patients with certain preexisting conditions, such as QT prolongation, and in patients receiving concurrent drugs
that slow the heart rate or atrioventricular conduction. Finally, the agency reviewed postmarket data on other
deaths of apparently cardiovascular or unknown origin, concluding that for each of the deaths, any contribution of
fingolimod treatment was unclear, and the rate of death among MS patients treated with fingolimod was not higher
than the rate of death for MS patients not receiving the drug.
"FDA will communicate any important new information about the cardiovascular safety of Gilenya when it becomes
available," the agency concludes.
Source: Susan Jeffrey; Medscape.com
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Statins May Slow Prostate Growth

C

holesterol-lowering statin drugs may slow prostate growth in men who have elevated PSA levels, according to
a new analysis. The research, led by Duke University Medical Center, suggests statins may have beneficial effects
on prostate health and provide a new way to treat men with enlarged prostates. Previous studies have linked
statins to lower levels of PSA – prostate specific antigen, a protein often elevated by prostate cancer or other
prostatic diseases. The new study, presented at the annual meeting of the American Urological Association, found
the rate of prostate growth diminished among men with elevated PSA levels who took statins. Enlarged prostate,
also known as benign prostate hyperplasia, causes urinary problems and can lead to bladder and kidney damage.
Up to 90 percent of men over the age of 70 experience the condition, according to the National Institutes of Health.
"Given that prostate enlargement is an important health problem in the United States and elsewhere, and will be a
larger problem as the population ages, it's important to understand and treat its causes," said lead researcher Dr.
Roberto Muller. Muller and colleagues tracked the health records of more than 6,000 men, including 1,032 who
took statins. They found the prostate sizes were similar between statin users and non-users at the start of the
study, but within two years those who took cholesterol-lowering drugs had less prostate growth. "We don't yet
understand the mechanisms that might be causing this," Muller said. "Some have suggested that statins may have
anti-inflammatory properties, and inflammation has been linked to prostate growth, but this needs further study."
Muller said the findings also suggest that lifestyle choices such diet and exercise may not only affect cholesterol,
but also prostate health.

Source: Nick Tate; Newsmax.com

Study: Coffee Combats Alzheimer’s

I

ntriguing new research suggests your morning cup of coffee may do more than merely
boost your energy and alertness: High blood caffeine levels in older adults appear to lower
the risk of developing Alzheimer's disease.
The study – conducted by researchers from the University of South Florida and the University of Miami – provides
the first direct evidence that caffeine and coffee intake may reduce the risk of dementia or delay the onset of
Alzheimer’s.
For the study, published in the Journal of Alzheimer's Disease, researchers monitored the memory and thinking
processes of 124 people -- aged 65 to 88 -- in Tampa and Miami. They also measured caffeine levels in the
seniors’ blood. Their findings: Those with higher caffeine levels avoided the onset of Alzheimer's disease during
the study period. Coffee appeared to be the major or only source of caffeine for these individuals.
"These intriguing results suggest that older adults with mild memory impairment who drink moderate levels of
coffee -- about three cups a day -- will not [develop] Alzheimer's disease -- or at least will experience a substantial
delay before [doing so]," said lead researcher Dr. Chuanhai Cao, a neuroscientist at the USF College of Pharmacy
and USF Health Byrd Alzheimer's Institute. "The results from this study, along with our earlier studies in
Alzheimer's mice, are very consistent in indicating that moderate daily caffeine/coffee intake throughout adulthood
should appreciably protect against Alzheimer's disease later in life."
The findings add to a growing list of health benefits tied to moderate coffee consumption. Recent studies have
found caffeine appears to reduce the risk of Parkinson's disease, stroke, breast cancer, heart disease, lung
disease, pneumonia, diabetes, infections, and even some injuries and accidents.
Cao noted the new USF study has not concluded that coffee is a foolproof way to prevent Alzheimer’s. "We are
not saying that moderate coffee consumption will completely protect people from Alzheimer's disease," Cao
cautioned.
"However, we firmly believe that moderate coffee consumption
can appreciably reduce your risk of Alzheimer's or delay its
onset."
About 10 million Americans have Alzheimer's disease and that
number is expected to climb as the baby boom generation
continues to enter older age.
Source: Newsmax.com
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