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Trials for Alzheimer’s Drug Halted After Poor Results

J

ohnson & Johnson and Pfizer announced that they were halting development of a closely watched
Alzheimer’s drug after two clinical trials failed to show that it was effective in patients with mild to moderate
forms of the disease. Late last month, results of a large clinical trial of the drug, called bapineuzumab, failed
to show that patients — all of whom carried a particular gene that raises the risk of getting Alzheimer’s —
improved either cognition or daily functioning compared with a placebo. The companies announced Monday
that the results of a second trial, which tested the drug on patients who did not carry the gene, also did not
meet its goals.
Because the results of the earlier trial were already known, the decision to discontinue the drug was not
altogether unexpected. Bapineuzumab, like other Alzheimer’s drugs being developed, targets beta amyloid,
a protein that has toxic effects on the brain and is believed to be a cause of the disease. Given the failure of
the drug, some have called that theory into question. But Dr. Husseini K. Manji, the global therapeutic area
head for neuroscience at Janssen Research and Development, a unit of Johnson & Johnson, said the failed
trials did not mean researchers should abandon the beta amyloid theory.
“While we are disappointed in the results of the two bapineuzumab IV studies, particularly in light of the urgent
need for new advancements in Alzheimer’s disease, we believe that targeting and clearing beta amyloid
remains a promising path to potential clinical benefits for people suffering from this disease,” he said in a news
release.
Source: Katie Thomas; NY Times

CMS ANNOUNCES PARTNERSHIP TO IMPROVE DEMENTIA
CARE IN NURSING HOMES

T

he Centers for Medicare & Medicaid Services (CMS) Acting Administrator Marilyn Tavenner announced
the Partnership to Improve Dementia Care, an initiative to ensure appropriate care and use of antipsychotic
medications for nursing home patients. This partnership – among federal and state partners, nursing homes
and other providers, advocacy groups and caregivers – has set a national goal of reducing use of
antipsychotic drugs in nursing home residents by 15 percent by the end of 2012. Unnecessary antipsychotic
drug use is a significant challenge in ensuring appropriate dementia care. CMS data show that in 2010 more
than 17 percent of nursing home patients had daily doses exceeding recommended levels. “We want our
loved ones with dementia to receive the best care and the highest quality of life possible,” said Acting
Administrator Marilyn Tavenner. “We are partnering with nursing homes, advocates, and others to improve
the quality of care these individuals receive in nursing homes. As part of this effort, our partnership has set
an ambitious goal of reducing use of antipsychotics in nursing homes by 15 percent by the end of this year.”
CMS and industry and advocacy partners are taking several steps to achieve this goal of improved care:
Enhanced training: CMS has developed Hand in Hand, a training series for nursing homes that emphasizes
person-centered care, prevention of abuse, and high-quality care for residents. CMS is also providing training
focused on behavioral health to state and federal surveyors;
Increased transparency: CMS is making data on each nursing home’s antipsychotic drug use available on
Nursing Home Compare starting in July of this year, and will update this data;
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Alternatives to antipsychotic medication: CMS is emphasizing non-pharmacological alternatives for
nursing home residents, including potential approaches such as consistent staff assignments, increased
exercise or time outdoors, monitoring and managing acute and chronic pain, and planning individualized
activities.
“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,” said CMS Chief Medical Officer and Director of Clinical Standards and Quality Patrick Conway,
M.D. “Managing dementia without relying on medication can help improve the quality of life for these residents.
The Partnership to Improve Dementia Care will equip residents, caregivers, and providers with the best tools
to make the right decision.”
These efforts will help achieve the 15 percent reduction goal by the end of this year. In addition, to address
this challenge in the long-term CMS is conducting research to better understand the decision to use or not to
use antipsychotic drugs in residents with dementia. A study is underway in 20 to 25 nursing homes, evaluating
this decision-making process. Findings will be used to target and implement approaches to improve the overall
management of residents with dementia, including reducing the use of antipsychotic drugs in this population.
For further information, please go to: http://www.youtube.com/watch?v=U1_rpO0bwbM

Source: CMS.gov___

The Artificial Pancreas Works!

I

n January, Elle, a type 1 normal teenager, walked into Massachusetts General Hospital to start the trial.
Doctors fitted her for an artificial pancreas hooked up to a laptop, but in the future, the device will be the size
of a cell phone. Dr. Steven Russell, an instructor at Harvard Medical School stated that, "For three days, the
device did the work Elle's pancreas can no longer do." "It went very smoothly -- her blood sugar control was
really very, very good, and we were really very pleased by what we saw with Elle."
Russell's research partner, Edward Diamano, an associate professor of biomedical engineering at Boston
University, says the device learned Elle's blood sugar patterns and made changes accordingly. "It's making
adjustments every five minutes," he says. For that one weekend, Elle didn't have to draw blood, and she could
eat foods she hadn't eaten in large quantities for four years. "She ate Spaghetti-O's and grilled cheese and
French fries and hamburgers," her mother, Stefany Shaheen, said. "She ate between 67 and 100 grams of
carbs [every meal], and usually she can only eat between 40 and 50."
Then, after the experiment, Elle had to leave the artificial pancreas behind, and it was back to counting carbs
and poking herself every couple of hours. Her mother reset the nighttime alarm clock.
"We're extraordinarily impatient for access to the device," Shaheen says. "I think it will revolutionize the way
she lives."
Russell and Damiano visited the Food and Drug Administration offices, to show regulators a prototype for the
artificial pancreas. The device itself can be worn in a pocket or clipped to a belt. Two tiny pieces go under the
skin, one to detect glucose levels in the blood and another to deliver insulin and glucagon, a drug used to raise
very low blood sugar. Algorithms determine how much insulin and glucagon the patient needs, and if
necessary the patient can manually override the device.
So far, the FDA has required doctors to keep patients inside the hospital while they're using the device.
Dr. Charles Zimliki, who chairs the FDA's Artificial Pancreas Critical Path Initiative, testified before a Senate
committee last year. The potential benefits are enormous but, he said, "if not properly designed, use of an
artificial pancreas device in an outpatient setting can place patients at significant risk." Russell said he hopes
that by the fall, the FDA will give him permission to allow adult diabetic patients to leave the building and walk
the grounds of the Massachusetts General Hospital campus accompanied by a nurse, eating as they like and
using the hospital's gym.
Then by the summer of 2013, he hopes to give the artificial pancreas to children attending a summer camp.
"These are all baby steps towards what we ultimately want to do, which is give them the device and say, 'Go
home and check back with us in a week,' " Russell says.
Source: www.diabetesincontrol.com
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UPDATE

he US Food and Drug Administration has approved prednisone delayed-release tablets
(Rayos, Horizon Pharma) at the 1-, 2-, and 5-mg doses for rheumatoid arthritis (RA). The
agency also approved Rayos for polymyalgia rheumatica, psoriatic arthritis, ankylosing
spondylitis, asthma, and chronic obstructive pulmonary disease.

The approval was based on new data indicating that the pharmacokinetics of delayed-released prednisone
tablets are comparable to those of immediate-release prednisone. According to a company written release, the
Circadian Administration of Prednisone in RA (CAPRA-1 and 2) trials helped demonstrate the efficacy of this
agent. "The CAPRA-2 trial demonstrated that people with moderate to severe RA treated with Rayos
experienced a statistically significant improvement in ACR20 response criteria compared to placebo," the
company states, while the overall safety of this agent was established in the CAPRA-1 trial. "Our initial focus will
be on the launch of Rayos in rheumatologic diseases such as RA and polymyalgia rheumatica in the fourth
quarter of this year," said Timothy P. Walbert, chairman, president, and chief executive officer of Horizon
Pharma. "Based on the extent of the approved indications, we will be developing a broader commercial strategy
to expand the opportunity for [prednisone delayed-release tablets] in key IL-6 mediated diseases, including
asthma and COPD," he added.
Source: Emma Hitt, PhD, Medscape.com

T

he FDA approved a patented synthetic ethyl eicosapentaenoic acid (EPA), icosapent ethyl (Vascepa, formerly
AMR101, Amarin), for the treatment of hypertriglyceridemia. It should now become the market's second omega-3
polyunsaturated fatty acid (PUFA) preparation available only by prescription. Vascepa is a purified marine-oil
preparation of consisting of "not less than 96%" EPA, Amarin notes in its literature. It doesn't contain significant
amounts of the other active omega-3 PUFA, docosahexaenoic acid (DHA), that is a major component of nonprescription fish-oil capsules and Lovaza (GlaxoSmithKline), which the FDA approved years ago. There is evidence
that EPA-only Vascepa may not elevate low-density-lipoprotein cholesterol (LDL-C), an undesirable effect long
observed with the more familiar EPA/DHA omega-3 capsules, including Lovaza, as heartwire has reported. Clues
to the possible mechanism behind that likely advantage came from a study last year suggesting that EPA-only
omega-3 PUFA supplements had a less oxidizing effect on LDL than an EPA/DHA preparation. The approval is
based primarily on efficacy and safety data from the 12-week, phase 3 MARINE trial, in which triglyceride levels
dropped while there were improvements in other relevant markers, including total cholesterol, apolipoprotein B
(apo-B), lipoprotein-associated phospholipase A2 (Lp-PLA2), and high-sensitivity C-reactive protein (hs-CRP), all
without significant increases in LDL-C. Amarin says it is seeking separate FDA approval for using Vascepa in
patients with high triglycerides who are on statins, the population explored in the ANCHOR trial. Of note in
ANCHOR, the addition of Vascepa at 4 g/day to statins significantly lowered LDL-C (p=0.0067).
Source: Steve Stiles; Medscape.com

Vs Truth

R

UMOR: Patients shouldn’t use antidiarrheals when they’re taking an antibiotic.

T

RUTH: It depends on the likelihood that the diarrhea is due to Clostridium difficile. Prevention of
antibiotic-related diarrhea is usually a better option. Use probiotics to help prevent diarrhea caused by
antibiotics. The probiotics should be taken two hours AFTER each antibiotic dose and continue for up to a week
afterwards. If antibiotic-related diarrhea does develop, in most cases it doesn't need to be treated with meds.
It’s better to use fluids and electrolyte replacement as needed and stop the antibiotic if that’s not enough. AVOID
antidiarrheals when there’s a risk of Clostridium difficile infection, such as in patients with fever, bloody diarrhea,
and abdominal pain. Antimotility agents like loperamide (Imodium, etc) or Lomotil can worsen C. difficile
infections and lead to life-threatening toxic megacolon. Only about 15% to 25% of antibiotic-related diarrhea
test positive for C. difficile toxin but keep in mind that clindamycin, ampicillin, and cephalosporins are common
offenders. Severely ill, institutionalized, and elderly patients are also at higher risk for C. difficile infections.
The good news is that even C. difficile diarrhea often resolves on its own after stopping or switching antibiotics.
If necessary, it's recommended to take oral metronidazole for mild to moderate infections or oral vancomycin for
severe infections. Reinforce contact precautions for patients with C. difficile. Patients and health care workers
should be reminded to wash their hands with soap and water...alcohol gels don’t kill C. difficile.
Source: Pharmacist’s Letter
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Vitamin K and Warfarin

itamin K will be used less often to reverse warfarin's anticoagulant effects. Previous guidelines suggested
lowering INRs between 5 and 9 by holding warfarin or holding warfarin AND giving vitamin K. But there's a
change. It's suggested NOT giving vitamin K for high INRs up to 10 in most patients if there's no bleeding. In
these cases, vitamin K doesn't seem to prevent bleeding better than holding warfarin and it might lower INR too
much and for too long. For an INR of 4.5 to 10, holding warfarin for a dose or two is recommended then adjusting
the dose to get the INR in the appropriate range. Vitamin K should be saved for patients at high bleeding risk
or those who need quick reversal such as before surgery. For an INR over 10, it's suggested to hold warfarin
AND giving oral vitamin K even if there's no bleeding. Just 2.5 mg of oral vit K may be enough and do not use
SUBCUTANEOUS vit K, its absorption is less predictable. For serious bleeding, IV vitamin K 5 to 10 mg is
recommended.
Source: PharmacistsLetter.com

Prevent Prostate Cancer

T

here are strong links between the diet and prostate cancer, and one of the strongest is milk. After examining
the diets of people in 28 countries, one study found that the most common link to prostate cancer was the
consumption of milk, especially non-fat milk. In fact, over two-thirds of prostate cancer cases were attributed to
milk consumption. The reason appears to be high amounts of calcium, because taking calcium supplements also
dramatically increased risk.
Other studies have shown that diets containing more than 2,000 mg of calcium a day (from all sources)
dramatically increase the number of advanced prostate cancers compared to diets containing fewer than 500
mg. There are two reasons for this: Calcium promotes the growth and spread of cancer directly; and it can lower
vitamin D3 levels. Supplements of vitamin D3 (2,000 IU a day) have been shown to reduce the risk caused by
increased calcium. Vitamin D3 deficiencies are much more common in men with prostate cancer. This deficiency
correlates with lack of sun exposure later in life, when most men develop prostate cancer. Recent studies have
shown that the only effective supplement form of vitamin D is vitamin D3. To learn more about vitamin D3, read
my special report "Vitamin D's Hidden Role in Your Health."
There is also a strong correlation between calories consumed in the form of sugars and carbohydrates and the
early development of prostate cancer. In one study, high caloric intake increased risk by 267 percent. Because
Americans consume tremendous amounts of sugar, this is a significant risk factor for us. On the other hand,
Chinese and Japanese men have some of the world’s lowest incidences of prostate cancer because they eat
large amounts of flavonoids. In fact, the Japanese have the highest flavonoid intake of any population in the
world. Unfortunately, when Asian men move to the United States, they often begin eating Americanized diets.
When they do so, their prostate cancer rates increase 10- to 30-fold.
One study showed that men who consumed the most legumes (peas, beans, and nuts) reduced their risk of
prostate cancer by 38 percent, and those who ate the most yellow-orange and cruciferous vegetables reduced
their prostate cancer risk by 41 percent. Yet surprisingly, those who ate the most fruits increased their risk 51
percent — once again because of the high sugar content. In other studies, fruits either had no effect or actually
lowered risk, especially with advanced prostate cancers. (For more information on fighting cancer, read my
special report "Prevent Cancer Before It's Too Late.'') One double-blind study found that selenium supplementation reduced prostate cancer by 63 percent. Even better results were seen when selenium was combined with
natural vitamin E.
In another recent study, researchers found that the gamma form of vitamin E (tocopherol), which has the greatest
anti-inflammatory properties, also had the greatest effect in suppressing prostate cancer. In this study, men with
the highest gamma-form vitamin E had a five-fold reduction in prostate cancer risk. Combining the gamma E with
selenium gave even better anticancer results. Our diets naturally contain more gamma E than the alpha form
(the most common form in vitamins). Gamma-form vitamin E
can also be purchased as a supplement. If you combined all of
the factors that we know can reduce prostate cancer (eating
healthy fats, high intake of vegetables, low intake of sugar and
bad fats) you can see that your risk of developing prostate
cancer would be extremely low. All it takes is discipline.
Source: Newsmax.com
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