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FDA Further Restricts Acetaminophen Use

T

he FDA is recommending health care professionals discontinue prescribing combination drug products
that contain more than 325 mg of acetaminophen in each tablet or capsule, according to a new statement.
In addition, the FDA recommends that when a pharmacist receives a prescription for a combination product
with more than 325 mg of acetaminophen per dosage unit, they contact the prescriber to discuss a lower dose
though two-tablet options can still be available, as needed.
Note: There is no available data to suggest that taking more than 325 mg of acetaminophen per dosage unit
provides additional benefits that outweigh the risk of liver injury. In addition, the limitation will help avoid
acetaminophen overdose (>4000 mg within 24 hours).
Acetaminophen is a drug that relieves pain and fever and is found in both prescription and over-the-counter
(OTC) products. Combination prescription products that contain acetaminophen include opioids (eg, Tylenol
with Codeine), oxycodone (Percocet), and hydrocodone (Vicodin). OTC products were not affected.
This recommendation follows a January 2011 request that all manufactures limit the amount of
acetaminophen dosage in existing combination prescription medications and update their labels to warn of
potential risk for severe liver injury.
More than half of manufacturers voluntarily complied with the FDA’s request. However, some prescription
combination drug products containing more than 325 mg of acetaminophen remain on the market and the
FDA intends to begin proceedings to withdraw approval of these drugs.
Source: 360Consultant.com

New Cholesterol Guidelines

N

ew cholesterol guidelines will focus more on statins and less on non-statins and abandon LDL
goals. We've all been taught to aim for LDL targets such as < 100 mg/dL. But this approach is not based
on evidence. This makes sense if you stop and think about it. Statin trials used specific doses, they didn't
titrate doses to a specific LDL GOAL. The new approach means it's more important to give patients an
appropriate statin dose than to titrate to a goal. Use the guidelines along with good judgment taking into
account the needs and preferences of the individual patient. Specific statin doses shown is recommended
to improve CV outcomes. For most patients who already have cardiovascular disease, a high-intensity statin
is recommended, or a moderate-intensity statin for those over age 75 if needed to limit side effects. A
high-intensity statin if LDL • 190 mg/dL is recommended.
Also a statin is recommended for diabetes patients age 40 and up and other higher-risk patients. Expect
moderate-intensity statins to lower LDL by at least 30% and high-intensity statins by 50% or more. The new
focus is on a percent reduction of LDL not a target goal. Checking lipids 4 to 12 weeks after starting a statin
is suggested, then at least annually. Check adherence and lifestyle factors if the LDL drop is not as much as
expected.
Continued on Page 2
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Use this chart to help select an appropriate statin and dose.

High-intensity: lowers LDL by > 50%
Atorvastatin 40 to 80 mg
Rosuvastatin 20 to 40 mg

Moderate-intensity: lowers LDL by 30% to 49%
Atorvastatin 10 to 20 mg
Rosuvastatin 5 to 10 mg
Simvastatin 20 to 40 mg
Pravastatin 40 to 80 mg
Lovastatin 40 mg
Fluvastatin 80 mg
Pitavastatin 2 to 4 mg

It’s suggested to start at the appropriate dose for most patients, there's no proof that titrating up prevents side
effects. But it’s suggested to lower the dose if patients have muscle pain. Non-statins should not routinely be
recommended...fibrates, niacin, fish oil, etc. There's no proof that adding these to a statin improves CV
outcomes. But a non-statin should be suggested if patients can't tolerate statins.
Source: PharmacistsLetter.com

Therapy animals delay onset of some dementia symptoms

N

ursing home residents who interacted with therapy-trained animals showed slower rates of cognitive
impairment and lower depression, researchers say. Researchers at Charité University Medicine in Berlin and
the Psychiatric Clinic in Basel, Switzerland looked at two groups of 65 residents. One group received 10 sessions
of animal-assisted therapy (AAT), while the other group did not.
Previous studies had indicated that this type of therapy benefits those with neuropsychiatric symptoms, but this
one specifically found that those conducting therapy with animals had less-severe symptoms of agitation and
aggression, as well as less frequent episodes. Residents were assessed with the Mini-Mental State
Examination, the Cohen-Mansfield Agitation Inventory and the Dementia Mood Assessment Scale at the
beginning and four weeks after therapy began.
“AAT is a promising option for the treatment of agitation/aggression and depression in patients with dementia,”
the authors wrote. More research is needed into possible long-term effects, they added. An earlier study also
found positive results from real dogs as well as robotic dogs, resulting in a recommendation that both animalassisted therapy and “dog-related stimuli” be employed.
Source: E. Newman; McKnights.com
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UMOR: Benzodiazepines increase the risk of pneumonia and death in elderly patients.

RUTH:
Benzodiazepines are associated with pneumonia and death but there’s no proof that they cause
these outcomes. Up to 10% of elderly patients take a benzodiazepine and that number could increase now that
benzos are covered by Medicare Part D. One theory is that benzos affect the immune system and increase the
risk of infection. Another is that they increase the risk of aspiration and pneumonia. Patients should be
reassured that any added risk is small but it’s recommended to limiting or discontinuing long-term benzo use.
Short-term use can be helpful for anxiety or insomnia but long-term benzos (clonazepam, etc) are linked to
abuse, dependence, cognitive impairment, memory loss, falls, etc. Even simple interventions can help cut benzo
use. The patient should discuss the risks and on how to gradually reduce or discontinue them.
Source: PharmacistsLetter.com
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A

trial fibrillation (AF) patients who start taking warfarin are at
increased risk of ischaemic stroke in the first month of therapy before
the drug’s anticoagulation impact takes effect, noted a recent report.
The population-based study conducted by researchers at McGill University in Montreal involved 70,766 patients
diagnosed with AF for the first time between 1993 and 2008. Of the group, 5,519 patients suffered ischaemic
strokes during the study period. AF patients who took warfarin had a 71% increase in stroke risk during the
initial 30 days of therapy — with the highest risk occurring in the first week and peaking at 3 days — compared
with patients who did not take antithrombotics, noted the study. However, ischaemic stroke risk dropped
significantly in patients who used warfarin for longer than 30 days. Warfarin’s inducing of a short-lasting
hypercoagulable state could heighten the likelihood of stroke occurring, noted the researchers, who explained
the drug blocks the activation of clotting factors II, VII, IX, and X, but deactivates proteins S and C, a pair of
endogenous anticoagulants. They said further evidence of the drug’s short-term biological impact is warfarininduced skin necrosis, a rare indicator of the hypercoagulable state that occurs during the first week of therapy.

UPDATE

“The initial transient hypercoagulable effect of warfarin is a well-known theoretical phenomenon that has been
described extensively,” explained study lead author Dr. Laurent Azoulay, assistant professor of oncology at
McGill University. “Our study lends support to this notion and adds further evidence that certain subgroups of
patients may be at risk.” According to the report, patients who suffered strokes were more likely to have higher
CHADS2 scores, peripheral artery disease, and greater use of antidepressants, antipsychotics, and NSAIDs.
Patients who did not experience strokes were more likely to be obese and to have used ACE inhibitors and
angiotensin receptor blockers. “Interestingly, the highest risk of stroke was observed in the first 3 days of
initiation, which also corresponds to the time necessary to reduce the prothrombin level, which has a half-life of
60 to 72 hours,” said Dr. Azoulay. “Beyond this risk period, the chance of stroke with warfarin was markedly
reduced to levels previously reported in randomized controlled trials.” A bridging strategy with heparin or
low-molecular-weight heparin is one way to decrease the initial risk of stroke with warfarin, continued Dr.
Azoulay. “However,” he added, “this approach needs to be tailored to the individual patient so that the benefits
always outweigh the risks.”
Source: .pharmacylearningnetwork.com

T

he drug Arimidex reduces the risk of developing breast cancer by more than 50 percent among
postmenopausal women at high risk for the disease, according to a new study. The finding, scheduled for
presentation at the San Antonio Breast Cancer Symposium in Texas, adds hope that Arimidex (anastrozole)
might be a valuable new preventive option for some women. The research will also be published in the
journal The Lancet. "Two other antihormone therapies, tamoxifen and raloxifene, are used by some women to
prevent breast cancer, but these drugs are not as effective and can have adverse side effects, which limit their
use," study lead author Jack Cuzick said in a new release from the American Association for Cancer Research.
"Hopefully, our findings will lead to an alternative prevention therapy with fewer side effects for postmenopausal
women at high risk for developing breast cancer," said Cuzick, head of the Cancer Research U.K. Centre for
Cancer Prevention and director of the Wolfson Institute of Preventive Medicine at Queen Mary University of
London. About 80 percent of U.S. breast cancer patients have tumors with high levels of hormone receptors,
and these tumors are fueled by the hormone estrogen. Arimidex prevents the body from making estrogen and
is therefore used to treat postmenopausal women with hormone receptor-positive breast cancer. The study
included more than 3,800 postmenopausal women at increased risk for breast cancer due to having two or more
blood relatives with breast cancer, having a mother or sister who developed breast cancer before age 50, or
having a mother or sister who had breast cancer in both breasts. About half the women took Arimidex for five
years while the others took a placebo, or dummy drug. Those who took the drug were 53 percent less likely to
develop breast cancer than those who took the placebo. Side effects among the women taking the drug included
hot flashes and small increases in muscle aches and pains.
The study received funding from the drug companies AstraZeneca and Sanofi-Aventis, and Cuzick is on the
speaker's bureau for AstraZeneca. Two breast cancer experts in the United States expressed optimism about
the new findings. "This is very exciting information," said Dr. Amy Tiersten, associate professor of medicine at
the Icahn School of Medicine at Mount Sinai, in New York City. She said that although tamoxifen and raloxifene
can also cut a woman's odds for breast cancer, "these medications can slightly increase the risk of blood clots
and uterine cancer."
Continued on Page 4
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"It is great to have a less toxic option to offer patients in the preventative arena," she said of Arimidex.
Dr. Stephanie Bernik, chief of surgical oncology at Lenox Hill Hospital in New York City, agreed. "It is with open
arms that we can add [Arimidex] to the medications that can be offered to postmenopausal women that are at
high risk of developing breast cancer," she said. "Because [Arimidex] has less side effects, more women are
likely to undergo preventive treatment," Bernik said. "This will eventually help decrease the incidence of breast
cancer in women in this category." "We are planning to continue following the study participants for at least 10
years, and hopefully much longer," study author Cuzick said. "We want to determine if [Arimidex] has a continued
impact on cancer incidence even after stopping treatment, if it reduces deaths from breast cancer, and to ensure
that there are no long-term adverse side effects."
Source: Newsmax.com

A

recent meta-analysis of 27 articles looked at the incidence of type 2 diabetes with
increasing consumption of caffeinated coffee, decaffeinated coffee, as well as the
caffeine component alone. Using a dose-response analysis, researchers found a 12%
[0.88 (0.86-0.90)] reduced incidence of type 2 diabetes with every 2 cups per day
increase in coffee consumption, an 11% [0.89 (0.82-0.98)] reduced incidence of type
2 diabetes with every 2 cups per day increase in decaffeinated coffee consumption, and a 14% [0.86 (0.82-0.91)]
reduced incidence of type 2 diabetes with every 200mg per day of caffeine consumption. The protective effects
seemed to be significantly more pronounced in women compared to men. These data indicate that coffee itself
as well as the caffeine component may have a protective effect on preventing the development of type 2 diabetes.
Practice Pearls:
- Increased coffee intake may be related to a decreased incidence of type 2 diabetes.
- A protective effect against type 2 diabetes may be present with even decaffeinated coffee consumption.
The protective effects appear to be more pronounced in women compared to men.
Source: disabetesincontrol.com

Low B12 Levels Linked to Bone Fractures

O

lder men with low levels of vitamin B-12 are at increased risk for bone fractures, a new study suggests.
Researchers measured the levels of vitamin B-12 in 1,000 Swedish men with an average age of 75. They found
that participants with low levels of the vitamin were more likely than those with normal levels to have suffered a
fracture. Men in the group with the lowest B-12 levels were about 70 percent more likely to have suffered a
fracture than others in the study. This increased risk was primarily due to fractures in the lumbar spine, where
there was an up to 120 percent greater chance of fractures.
"The higher risk also remains when we take other risk factors for fractures into consideration, such as age,
smoking, [weight], bone-mineral density, previous fractures, physical activity, the vitamin D content in the blood
and calcium intake," study author Catharina Lewerin, a researcher at the Sahlgrenska Academy at the University
of Gothenburg, in Sweden, said in a university news release.
It is not known, however, if consuming more vitamin B-12 -- which is found in eggs, fish, poultry and other meats
-- can reduce the risk of fractures in older men. "Right now, there is no reason to eat more vitamin B-12, but
rather treatment shall only be applied in confirmed cases of deficiencies and in some cases to prevent
deficiencies," Lewerin said. "For anyone who wants to strengthen their bones and prevent fractures, physical
activity 30 minutes a day and quitting smoking is good self care." Although the study tied lower vitamin B-12
levels to a higher risk of fracture in older men, it did not establish a cause-and-effect relationship.
This study -- published online in the journal Osteoporosis
International -- is a part of an international research project
initiated by the U.S. National Institutes of Health that
Source: Newsmax.com
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