
~ Health Concerns ~ 
“FDA calls for Pain Reliever Warning”  - December, 2006.  The Food and Drug Administration (FDA) proposed to amend the labeling regulations on over-the-counter pain relieving products to include important safety information regarding the potential for stomach bleeding and liver damage and when to consult a doctor.  
To help ensure safe use of over-the-counter (OTC) products, and to provide consumers with the labeling necessary for them to make more informed decisions, the FDA is proposing the following label changes:

For products containing Acetaminophen:
· To require new warnings which would highlight the potential for liver toxicity, particularly when using acetaminophen in high doses, when taking more than one product with acetaminophen and when taken with moderate amount of alcohol.
· To require that the ingredient acetaminophen be prominently identified on the product’s principal display panel of the immediate container, and the outer carton. 
Products Effected:  A number of over-the-counter products including Aspirin, Advil and Motrin (Ibuprofen) and Aleve (Naproxen).

For Products Containing NSAIDS:
· To require new warnings for products that contain an NSAID which would highlight the potential for stomach bleeding in persons over age 60, in persons who have had prior ulcers or bleeding, in persons who take a blood thinner, when taking more than one product containing an NSAID, when taken with moderate amounts of alcohol, and when taking for longer time than directed: and
· To require that the name of the NSAID ingredient and the term “NSAID” be prominently identified on the products principal display panel of the immediate container and the outer carton (if applicable).
Products Effected:  A number of over-the-counter products with acetaminophen including Tylenol, Tylenol Children’s, Excedrin PM, Alka-Seltzer Plus Cold & Sinus, and Sudafed Sinus & Cold.
The warnings do not stem from new data regarding health risks but from the fact that consumers taking a pain reliever may not know that a cold medication, for example, also contains pain relieving ingredients.  There has also been increasing evidence that pain relievers cause health risks of liver toxicity and stomach bleeding.
Source:  USA Today, December 2006 and http://www.fda.gov/bbs/topics/NEWS/2006/NEW01533.html.

~ Health Concerns ~
“Worsening Depression and Suicidality in Patients Being Treated with Antidepressants” – December, 2006.  The Food and Drug Administration (FDA) requested manufacturers of antidepressant drugs to include in their labeling a warning statement that recommends close observation of adult and pediatric patients treated with these agents for worsening depression or the emergence of suicidal tendencies.

The drugs that are the focus of this new warning are: Prozac (fluoxetine), Zoloft (sertraline), Paxil (paroxetine), Luvox (fluvoxamine), Celexa (citalopram), Lexapro (escitalopram), Welbutrin (bupropion), Effexor (venlafaxine), Seerzone (nefazodone) and Remeron (mirtazapine).

The manufacturers are requested to include the following warnings, among others:

· Health care providers should carefully evaluate patients in whom depression persistently worsens, or emergent suicidality is severe, abrupt in onset, or was not part of the presenting symptoms, to determine what intervention, including discontinuing or modifying the current drug therapy, is indicated.
· Anxiety, agitation, panic attacks, insomnia, irritability, hostility, impulsivity, akathisia (severe restlessness), hypomania, and mania have been reported in adult and pediatric patients being treated with antidepressants for major depressive disorder as well as for other indications.

· If a decision is made to discontinue treatment, certain medications should be tapered rather than stopped abruptly.
· Patients should be adequately screened to determine if they are at risk for bipolar disorder before initiating antidepressant treatment so that they can be appropriately monitored during treatment because antidepressants are believed to have the potential for inducing manic episodes in patients with bipolar disorder.

While taking these warnings into consideration it is important to recognize that many people experience positive benefits from antidepressant treatment.  Antidepressants such as Paxil, Prozac and Zoloft help many people overcome depression and may prevent suicides.  But not everyone experiences the same benefit.  Some people become agitated, irritable, hostile and can not get a good night’s sleep.  For them, such drugs can be a hazard, especially if they begin to think about suicide.

(Note: For more information on the requested FDA health warnings visit www.fda.gov/CDER/Drug/antidepessants
Source:  Article “FDA ponders warnings” December 2006 and www.fda.gov/CDER/Drug/antidepressants/AntidepressanstPHA.htm updated May 2007.

~ Health Concerns ~
“Common Painkillers Raise Heart Risk”- Over the counter painkillers including aspirin, ibuprofen and particularly acetaminophen, can raise blood pressure and thus the risk of heart disease among men, according to an article in the Archives of Internal Medicine.
The new research reinforces an earlier 2002 study that found the same commonly used non-narcotic analgesics raised blood pressure in women.

Men who used analgesics 6 to 7 days per week were compared with nonusers.  The study also observed similar results when the number of pills per week was analyzed rather than frequency of use in days per week.

Non-steroidal anti-inflammatory drugs, or NSAIDs, which include ibuprofen and naproxen, created a 38 percent greater risk of hypertension (raised blood pressure) among the participants than among men who did not take analgesics.

Those taking similar amounts of acetaminophen, which is sold generically, and as TylenolTM, were 34 percent more likely to develop hypertension.  Similar dosages of aspirin caused a 26 percent greater incidence of raised blood pressure.  
Men who took 15 or more NSAID pills a week were 48 percent more likely than non-users to have high blood pressure.  The drugs can affect the ability of blood vessels to expand, and may also cause sodium retention – two factors that can both raise blood pressure.

“This is a potentially preventable cause of high blood pressure,” Dr. John Forman of Brigham and Women’s Hospital in Boston, who led the study, said in a statement.

Men who are advised by a doctor to take an aspirin a day to reduce the risk of heart attack and stroke should not stop taking them without first discussing the risks and benefits with their doctor.
Source:  http://archinte.ama-assn.org/cgi/content/abstract/167/4/394
~ Health Concerns ~
“Heartburn Drugs Linked to Fracture Risk” – December, 2006. Taking such popular heartburn drugs as Nexium, Prevacid or Prilosec for a year or more can raise the risk of a broken hip markedly in people over 50, a large study in Britain found.
The study raises questions about the safety of some of the most widely used and heavily promoted prescription drugs on the market, taken by millions of people.

The researched speculated that when the drugs reduce acid in the stomach, they also make it more difficult for the body to absorb bone-building calcium.

Some people find relief from heartburn with antacids such as Tums, Rolaids and Maalox.  But for others, those medicines do not work well.  People with chronic heartburn can develop ulcers in the esophagus, and in rare cases, some can end up with damage that can lead to esophageal cancer.

Nexium, Prevacid and Prilosec are drugs known as proton pump inhibitors.  The study the Journal of the American Medical Association found a similar but smaller risk of hip fractures for other acid-fighting drugs called H2 blockers.  Those drugs include Tagmet and Pepcid.

The study examined medical records of more than 145,000 patients in England with an average age 77.  The patients who used proton pump inhibitors for more than a year had a 44% higher risk of hip fracture than non-users.  Yang said that means on additional hip fracture a year for every 1,262 elderly patients taking the drugs more than a year.  The more time on the drugs, the higher the risk. 
Source: Excerpt from USA Today, December 27, 2006

~ Health Concerns ~
“Canada Declares BPA a Toxic Substance” – Toronto, Canada.  October, 2008.
Canada declared Saturday that bisphenol A, a chemical widely used in food packaging, is a toxic substance and that the government will move to ban plastic baby bottles containing it.
The toxic classification, issued in the Canada Gazeettte, makes Canada the first country to classify the chemical commonly used in the lining of food cans, eyeglass lenses and hundreds of household items as risky.

Canada’s announcement came six months after its health ministry labeled BPA as dangerous.  Health Minister Tony Clement said a report on bisphenol A has found that the chemical endangers people, particularly newborns and infants, and the environment, citing concerns that the chemical in polycarbonate products and epoxy linings can migrate into food and beverages.

Baby bottles frequently contain BPA, used to harden plastic and make it shatterproof.

Several U.S. States are considering restricting BPA use, some manufacturers have begun promoting BPA-free baby bottles, and some stores are phasing out baby products containing the chemical.  Wal-Mart Canada and other major retailers in Canada in recent months have begun removing BPA based food-related products such as baby bottles and sipping cups from store shelves.

The chemicals industry maintains that polycarbonate bottles contain little BPA and leach traces considered too low to harm humans.

Robert Brackett, chief science officer for the Grocery Manufacturers Association, said Canada’s precautionary association on the use of BPA is disproportionate to the risk determined by public health agencies.
Source:  The Buffalo News, October 2008
~ Health Concerns ~

“Prolonged Use of Fosamax May Increase Risk of Fractures” – September, 2008.  Prolonged use of Fosamax, also referred to by the generic name bisphosphonate alendronate, may increase the risk of fractures of the femur, the large thigh bone that connects the leg to the hip, according to physicians at the Weill Medical College of Cornell University.  Case studies have revealed that long term Fosamax usage may overly suppress bone metabolism, increasing the risk of fractures.  “Many of these will women will tell you they thought the bone broke before they hit the ground,” said Dr. Dean G. Lorich, Associate Director of Orthopedic Trauma Surgery at New York – Presbyterian/Weill Cornell and the Hospital for Special Surgery.  Dr. Lorich and his colleagues published a study in The Journal of Orthopaedic Trauma last month reporting on 20 patients with the fracture.  Nineteen had been using the bone drug Fosamax for an average of 6.9 years.  Last year, The Journal of Bone and Joint Surgery published a Singapore report of 13 women with low-trauma fractures, including 9 who had been on long-term Fosamax therapy.
In January 2006, the Medical Journal Geriatrics published an unusual autobiographical case report.  Dr. Jennifer Schneider, a 59 –year-old physician from Tucson, wrote that 
She was riding a New York City subway when the train lurched.  “I felt a crack and I fell,” she recalled in an interview.  “I knew I’d fractured my femur.”  Dr. Schneider, who had been taking Fosamax for seven years, said she had had pain in her thigh, but x-rays and scans had not found a problem.

In recent years, another rare side effect has been associated with bone drugs: osteonecrosis of the jaw, in which a patient’s jawbone rots and dies.  Most victims are cancer patients taking a potent intravenous form of the drug, but a small number of cases from ordinary users have been reported. 

Notably, studies suggest there is little extra benefit in taking the bone drugs more than five years.  Dr. Lorich says that doctors should monitor the bone metabolism of long-term users and that some patients may want to consider taking time off the drugs.  When fractures do occur, surgeons need to be alerted about long-term drug use, because the fracture may require more aggressive treatment and be slower to heal.

Source:  Health Concerns Newsletter, September 2008.  www.healthconcerns.com
~ Health Concerns ~

“FDA Issues Safety Alert on Avandia” – May, 2007.  The U.S. Food and Drug Administration (FDA) is aware of a potential safety issue related to Avandia (rosiglitazone), a drug approved to treat Type 2 Diabetes.  Safety data from controlled clinical trials have shown that there is a potentially significant increase in the risk of heart attack and heart-related deaths in patients taking Avandia.
Patients who are taking Avandia, especially those who are known to have underlying heart disease or who are at high risk of heart attack should talk to their doctor about this new information as they evaluate the available treatment options for their Type 2 Diabetes.

“The FDA is carefully weighing several complex sources of data, some of which show conflicting results, related to the risk of heart attack and heart-related deaths in patients treated with Avandia” said Steven Galson, M.D., M.P.H. director of FDA’s Center for Drug Evaluation and Research.  “We will complete our analyses and make the results available as soon as possible.  FDA will take the issue of cardiovascular risk associated with Avandia and other drugs in this class to an Advisory Committee as soon as one can be convened.”

Since the drug was approved in 1999, FDA has been monitoring several heart related adverse events (ex. fluid retention, edema and congestive heart failure) based on signals seen in previous controlled clinical trials of Avandia alone and in combination with other drugs, and from post marketing reports.  FDA has updated the product’s labeling on several occasions to reflect these new data, most recently in 2006.  The most recent labeling change for Avandia also included a new warning about a potential increase in heart attacks and heart-related chest pain in some individuals using Avandia.  This new warning was based on the result of a controlled clinical trial in patients with existing congestive heart failure.

The manufacturer of Avandia (in 2007) provided FDA with a pooled analysis of 42 randomized, controlled clinical trials in which Avandia was compared to either placebo or other anti-diabetic therapies in patients with type 2 diabetes.  The pooled analysis suggested that patients receiving short-term (most studies were 6 months in duration) treatment with Avandia may have a 30-40% greater risk of heart attack and other heart-related adverse events than patients treated with placebo or other anti-diabetic therapy.  These data, if confirmed, would be of significant concern since patients with diabetes are already at an increased risk of heart disease.
Source: www.fda.gov/bbs/topics/NEWS/2007/NEW01636.html

~ Health Concerns ~

“FDA Investigating Possible Link Between Singulair and Suicide” – March 2008.   The FDA is investigating a possible association between the use of Singulair and behavior/mood changes, suicidality (suicidal thinking and behavior) and suicide.  Singulair is a medicine in the drug class known as leukotriene receptor antagonists.  Singulair is used to treat asthma and the symptoms of allergic rhinitis and to prevent exercise-induced asthma.
Merck, the maker of Singulair, has updated the drug’s labeling four times in the past year to include information on a range of reported side effects: tremors, anxiousness, depression and suicide behavior.

The FDA said it asked Merck to dig deeper into its data on Singulair for evidence of possible links to suicide.  The agency said it has not established a “causal relationship” between Merck’s drug and suicidal behavior.  An agency spokeswoman said the review was prompted by three to four suicide reports it received since last October.

Due to the complexity of the analyses, FDA anticipates that it may take up to 9 months to complete the ongoing evaluations.  As soon as this review is complete, FDA will communicate the conclusions and recommendations to the public.  
The agency recently began notifying the public earlier about possible safety issues.  The policy change came after the FDA was criticized for acting too slowly on information about the risks of Merck’s painkiller Vioxx and GlaxoSmithKine’s diabetes pill Avandia.

The FDA urges both healthcare professionals and patients to report side effects from the use of Singulair and other leukotriene modifying medications, such as Accolate, Zyflo, and Zyflo CR to the FDA’s MedWatch Adverse Reporting program.

Sources:  www.fda.gov/cder/drug/early_comm/montelukast.htm and 


  www.foxnews.com
~ Health Concerns ~

A Hospital Germ on the Warpath – November 2008.  Grace Voros was 85 and enjoying life with her family.  When she took a fall she went to the hospital for x-rays which confirmed no bones had been broken.  But while at the hospital, she contracted an infection no one in the family had ever heard about, “C.Diff,” and died.
C. diff, short for Clostridium difficile, is raging through hospitals, infecting hundreds of thousands of patients a year.  The bacteria contaminate every surface, including bed rails, bed tables, nurses’ uniforms, privacy curtains, faucets and call buttons.  When patients touch these surfaces and then pick up food without washing their hands, they ingest the germ.  Any patient taking antibiotics who ingests C. diff is in danger of developing severe diarrhea, leading to dehydration, inflammation of the colon and even death.

Routine cleaning isn’t enough to protect you from C. diff.  Researchers found that after routine cleaning at a hospital, 78% of surfaces were still contaminated.  To kill the germ you need to use bleach.

When surfaces are not properly disinfected, the results can be deadly.  At a Philadelphia hospital three consecutive patients occupying the same room came down with C. diff.  One died.  

Staff at many U.S. hospitals are woefully uninformed about what to do.  One study reported that 39% of medical personnel didn’t know that C. diff could be spread on stethoscopes, blood pressure cuffs and other equipment.  About two-thirds of medical staff were unaware they should clean their hands with soap and water, because alcohol sanitizers don’t kill this superbug.

What can you do to protect yourself?  Insist that everyone treating you clean their hands before touching you.  Clean your own hands thoroughly before eating.  Do not touch your hands to your lips.  Do not place your food or utensils on any surface except your plate.  Ask family to bring wipes containing bleach to clean the items around your bed. 
When you leave the hospital, assume any belongings you bring home are contaminated and wash them with bleach.  Regular laundry detergents to do not kill C. diff.  If you are visiting someone in the hospital, be careful about eating in the cafeteria or a restaurant where the staff go in their scrubs or uniforms.  These uniforms could be covered in invisible superbugs.  More than 20% of nurses’ uniforms had C. diff on them at the end of a workday according to one study.

Source:  AARP Bulletin, November 2008

~ Health Concerns ~

FDA Requests Boxed Warnings on Fluoroquinolone Antimicrobial Drugs – July, 2008.   The US FDA has notified manufacturers of fluoroquinolone antimicrobial drugs that a Boxed Warning in the product labeling concerning the increased risk of tendonitis and tendon rupture is necessary.  
Fluoroquinolones are drugs approved for the treatment or prevention of certain bacterial infections.  Like other antibacterial drugs, fluoroquinolones do not treat viral infections such as colds or flue.  The medications involved in this action are:  Cipro and generic ciprofloxacin, Cipro XR and Proquin XR (ciprofloxacin extended release).  Factive (gemifloxacin), Levaquin (levofloxacin), Avelox (moxifloxacin), Noroxin (norfloxacin) and Floxin and generic ofloxacin.  

The risk of developing fluoroquinolone-associated tendonitis and tendon rupture is further increased in people older than 60 in those taking corticosteroid drugs, and in kidney, heart and lung transplant recipients.  Patients experiencing pain, swelling, inflammation of a tendon or tendon rupture should be advised to stop taking their fluoroquinolone medication and to contact their healthcare professional promptly about changing their antimicrobial therapy.  Patients should also avoid exercise and using the affected area at the first sign of tendon pain, swelling or inflammation. 
Manufacturers are being notified of the need to change labeling so that all of the drugs in the class carry uniform updated warning language.  These warnings would apply to fluoroquinolones for systemic use (ex. Pills, tablets, capsules and injectible formulations).  The warnings would not apply to fluoroquinolones for topical ophthalmic or otic use (ex. eye and ear drops).
Healthcare professionals should consider the potential benefits and risks for each patient.  While most patients tolerate these medicines well, occasionally some will develop other serious adverse reactions that may include convulsions, hallucinations, depression,  abnormalities in heart rhythm or severe diarrhea.

Source:  www.fda.gov/bbs/topics/NEWS/2008/NEW01858.html
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FDA Alert:  Risk of using Zocor, Vytorin and Niacin 
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