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NEW DRUGS, and other related stuff… 

 New Product… (4/9/2009) The FDA has approved a new prescription medication for the treatment of head lice (Pediculosis capitis) infestation. Benzyl Alcohol Lotion, 5% (distributed by Sciele Pharma Inc.), received full market approval as a prescription medication, for use in patients 6 months of age and older. Benzyl Alcohol Lotion, 5%, is the first head lice product approved by the FDA with benzyl alcohol as the active pharmaceutical ingredient. This drug is an effective first line treatment to eliminate lice infestation. Use in premature infants could lead to serious respiratory, heart- or brain-related adverse events such as seizure, coma, or death. 

http://www.fda.gov/bbs/topics/NEWS/2009/NEW01993.html
MedWatch… (3/19/2009) The FDA notified healthcare providers and patients that insulin pens and insulin cartridges are never to be shared among patients. Sharing of insulin pens may result in transmission of hepatitis viruses, HIV, or other blood-borne pathogens. Even if needles are changed between patients, blood contamination of the pen reservoir could result in transmission of already existing blood-borne pathogens from the previous user. Read the MedWatch 2009 safety summary, including links to the "Information for Healthcare Professionals" page and the FDA News Release, at: 

http://www.fda.gov/medwatch/safety/2009/safety09.htm#Insulin 

MedWatch… (3/24/2009) The FDA and Novartis notified healthcare professionals of the introduction of a Myfortic Medication Guide to provide important safety information in language that patients can easily comprehend. By May 15, 2009, a copy of the Myfortic Medication Guide will be enclosed with every Myfortic bottle. Read the MedWatch safety summary, including links to the Myfortic Dear Healthcare Professional letter, Prescribing Information, and Medication Guide, at: http://www.fda.gov/medwatch/safety/2009/safety09.htm#CellCept 

MedWatch… (3/25/2009) The FDA and Watson Pharmaceuticals notified healthcare professionals and patients of a recall of Propafenone HCL 225 mg tablets, used to treat cardiac arrhythmias. The drug is being recalled because some tablets may contain slightly higher levels of the active ingredient than specified. Because it has a narrow therapeutic index, some patients may experience potentially serious side effects, including arrhythmias or low blood pressure. The affected lot [lot number 112680A, expiration date July 31, 2010] of Propafenone HCL tablets was shipped to customers between October 15, 2008 and November 26, 2008. The Press Release includes instructions for identifying and returning the product. Read the MedWatch safety summary, including a link to the company Press Release, at: http://www.fda.gov/medwatch/safety/2009/safety09.htm#Propafenone 

MedWatch… (3/31/2009) Caraco Pharmaceutical Laboratories and the FDA notified healthcare professionals of a consumer-level recall of Caraco brand Digoxin, USP, 0.125 mg, and Digoxin, USP, 0.25 mg, distributed prior to March 31, 2009, and are within the expiration date of September, 2011. The tablets are being recalled because they may differ in size and therefore could have more or less of the active ingredient, digoxin. The drug has a narrow therapeutic index and the existence of higher than labeled dose may pose a risk of digoxin toxicity in patients with renal failure. Digoxin toxicity can cause nausea, vomiting, dizziness, low blood pressure, cardiac instability, and bradycardia. Death can also result. Consumers with the recalled product should return these products to their pharmacy or place of purchase. Read the MedWatch safety summary, including a link to the company Press Release, at: 

http://www.fda.gov/medwatch/safety/2009/safety09.htm#Digoxin 

MedWatch… (4/8/2009) Genentech and the FDA notified healthcare professionals of the voluntary, phased withdrawal of Raptiva® (efalizumab), a medication for treatment of psoriasis, from the U.S. market due to a potential risk to patients of developing progressive multifocal leukoencephalopathy (PML). By June 8, 2009, Raptiva® will no longer be available in the United States. Prescribers should immediately begin discussing with patients currently using Raptiva® how to transition to alternative therapies. Read the complete MedWatch 2009 Safety Summary, including links to the Dear Healthcare Professional letter, the Dear Patient letter and the FDA statement, at: http://www.fda.gov/medwatch/safety/2009/safety09.htm#Raptiva 
MedWatch… (4/14/2009) The FDA notified healthcare professionals of an update to a previous alert that addresses the interaction of ceftriaxone with calcium-containing products, based on previously reported fatal cases in neonates. Two in vitro studies were conducted in neonatal and adult plasma to assess the potential for precipitation of ceftriaxone-calcium using varying ceftriaxone and calcium concentrations, including concentrations in excess of those achieved in vivo. Based on the results from these studies, the FDA now recommends that ceftriaxone and calcium-containing products may be used concomitantly in patients >28 days of age. This in addition to using noted precautionary recommendations because the risk of precipitation is low in this population. The FDA no longer recommends, that in all age groups ceftriaxone and calcium-containing products should not be administered within 48 hours of one another. 

Read the complete MedWatch 2009 Safety Summary, including a link to the updated Healthcare Professional Sheet, at: http://www.fda.gov/medwatch/safety/2009/safety09.htm#Ceftriaxone 
MedWatch… (4/16/2009) ION Labs and the FDA notified consumers and healthcare professionals of the recall of all Influend Cough and Cold products sold on or after May 30, 2008. This is due to the possibility that the products may be super potent with possible complications ranging from tachycardia, palpitations, arrhythmias, and cardiovascular collapse with hypotension to headaches, dizziness, anxiety, restlessness and nervousness. Customers should stop using it immediately and contact their physician if they have experienced any problems that may be related to taking this product. 

Read the complete MedWatch 2009 Safety Summary, including a link to the firm's press release, at: http://www.fda.gov/medwatch/safety/2009/safety09.htm#Influend
FROM THE MEDICAL LITERATURE… 

Healthy behaviors … In a population-based prospective study in Norfolk, United Kingdom, 20,040 men and women, 40-79 years old were observed for about 11.5 years. They had no previous stroke or myocardial infarction. Four healthy behaviors were noted: non-smoker; physically active; moderate alcohol intake (1-14 units/week) and a plasma concentration of vitamin C of ≥50 μmol/L (indicating adequate fruit/vegetable intake). Based on these four behaviors, the stroke risk after adjustments compared to those having all four desired behaviors for, 3 of them, 2 of them, 1 of them, and none were: 1.15 (95% CI 0.89-1.49), 1.58 (95% CI 1.22-2.05), 2.18 (95% CI 1.63-2.92), and 2.31 (95% CI 1.33-4.02), respectively. Lifestyle does make a difference. Myint PK, Luben RN, Wareham NJ, Bingham SA, Khaw K-T. Combined effect of health behaviours and risk of first ever stroke in 20,040 men and women over 11 years’ follow-up in Norfolk cohort of European prospective investigation of cancer (EPIC Norfolk): prospective population study. BMJ. 2009;338:b349 doi: 10.1136/bmj.b349
FROM THE LAY LITERATURE about medicine

Heart healthy foods – Top 10 … According to Health Magazine: Oatmeal, Salmon, Avocado, Olive oil, Nuts, Berries, Legumes, Spinach, Flaxseed and Soy

Betsch M. 10 best foods for your heart. CNN.com March 23, 2009. 

http://www.cnn.com/2009/HEALTH/03/23/best.foods.for.your.heart/index.html
FOCUS:  STROKE
 What is a Stroke?
Cerebrovascular Disease (CVD), or stroke, is a reduction in blood flow to the brain causing a disturbance of function for longer than 24 hours. There are two different types of strokes and various degrees of loss. A transient ischemic attack (TIA) is a milder form of stroke where there is a rapid onset (5 minutes) and short duration (2 to 15 minutes, up to 24 hours). The symptoms vary depending on the area of the brain affected. A TIA may be the only warning of an impending stroke, with the greatest risk occurring in the next several weeks. In the US, a patient suffers from a stroke every 45 seconds (700,000 per year) and leads to 1 death every 3 minutes (3rd leading cause of death). 
Risk Factors include: Hypertension, atrial fibrillation, age, gender (men> women), race (African American > whites), coronary heart disease, smoking, diabetes, high cholesterol, amphetamine or cocaine abuse, Previous stroke/TIA. 
Types of Stroke
 Ischemic (89%) 

Inadequate supply of oxygen and nutrients to an area of the brain. Caused by thrombosis (obstruction of the artery), embolism (debris from elsewhere), or systemic hypoperfusion (general circulatory problem) 

Hemorrhagic (11%, higher mortality rate) 

Too much blood within the closed cranial cavity; Caused by intracerebral hemorrhaging (ICH) or bleeding into or from the brain tissue 

Signs and Symptoms 
Sudden weakness, numbness, or paralysis of the face, arm, or leg, typically on one side of the body 

Loss of speech or understanding language
Sudden loss of vision 

Sudden severe headache 

Unexplained dizziness or loss of balance and coordination 

1. DiPiro JT, Talbert RL, Yee GC, Matzke GR, Wells BG, Posey LM. Pharmacotherapy: A pathophysiologic approach: 7th ed. NY: McGraw Hill Medical, 2008: p. 373-375. 

2. American Stroke Association [homepage on internet] American Heart Association; [cited 2009 April 24] Available from www. http://www.strokeassociation.org 
Stroke Prevention Strategies: 10 ways to help patients prevent stroke. 
1. Get your blood pressure checked. 
High blood pressure (hypertension) is a leading cause of stroke. 

You can check your blood pressure at your doctor's office or at your local pharmacy. 

If the top number is above 120 and/or the bottom number above 80 then set up an appointment with your doctor. 

2. Get an electrocardiogram (ECG) to check for atrial fibrillation (AF) 
Atrial fibrillation (AF) is an irregular heartbeat that can allow blood to pool in the chambers of your heart, which can clot and cause a stroke. 

If you have AF, your doctor may lower your risk for stroke by prescribing medicines commonly referred to as blood thinners, such as aspirin and warfarin (Coumadin®) 

3. Stop smoking 
Smoking doubles the risk for stroke. 

If you stop smoking today, your risk for stroke will immediately begin to drop. 

4. Drink in moderation. 
Drinking more than two alcoholic beverages per day can increase your risk for stroke by as much as three fold and can also lead to liver disease, accidents and social problems. 

If you drink, we recommend no more than two drinks each day, and if you don't drink, don't start. 

Alcohol can interact with some medications. Therefore always ask your doctor or pharmacist if alcohol could interact with the medication you are taking. 

5. Have your Cholesterol checked. 
It is important to keep your LDL (bad cholesterol) down and to try to increase your HDL (good cholesterol). It is important to also know your triglycerides (TG) level. 

Diet and exercise can help increase your HDL, while prescription medications called ‘statins’ will significantly reduce your LDL. 

Keeping your cholesterol in check will reduce your risk of stroke. 

6. Check to see if you have diabetes mellitus (DM) 
Having DM puts you at significant risk of stroke if left uncontrolled. 

Your risk of stroke can be significantly reduced if you control your DM with medication. 
7. Start exercising or increase your exercise 
Exercising 30 minutes most days (around 150 minutes/week) has been shown to decrease risk of stroke from hypertension, DM, and elevated cholesterol. 

Just increasing your daily activities will start improving your health 

Remember to see your doctor before starting an exercise program 

8. Decrease salt and fat intake 
Both excess salt and high fat diets can increase your risk of stroke
9. Get checked for circulation problems 
Diseases of the blood vessel of your body, such as peripheral artery disease, can significantly increase your risk for stroke. 

Ask your doctor to check for any vascular diseases at your next check-up. 

10. Finally, know the symptoms of a stroke1 
If you have any stroke symptoms, seek immediate medical attention 

	                  Act F.A.S.T.

	                  Face 
	Ask the person to smile. Does one side of the face droop? 

	                  Arms 
	Ask the person to raise both arms. Does one arm drift downward? 

	                  Speech 
	Ask the person to repeat a simple sentence. Are the words slurred? Can he or she repeat the sentence correctly? 

	                  Time 
	If the person shows any of these symptoms, time is important. Call 911 or get them to the hospital fast. 


Music Therapy for Stroke ?

Music therapy is known for its mood-enhancing and relaxing effects. Researchers now think that positive emotional responses to music may help restore vision in stroke patients. Did you know that more than half of stroke patients suffer from impaired visual awareness, which is called “visual neglect.” These individuals are unable to visually process objects on one side of the body. This is because the part of their brain responsible for connecting vision is damaged. This study examined three stroke patients with visual neglect to determine the effects of listening to music they liked, music they did not like, and silence while completing visual tasks. The participants were able to identify colored shapes and lights in their impaired vision field more accurately when they were listening to the music they liked. Also when people listened to music they liked, brain scans showed that areas linked to positive emotional responses were activated. This activation accounted for the improved visual performance. The researchers postulated that improved emotional functioning may lead to more efficient brain signaling. For more information about music therapy, please visit Natural Standard's Health & Wellness database.1 

1. Natural Standard’s Health and Wellness Database. Available at: http://www.responsetrack.net/lnk/naturalstandard /1903895/?14Y75033ACW . 2009. Accessed on: 4/23/09. 

Genetic Basis of Stroke ?

A recent genome wide study published in the New England Journal of Medicine associates a single gene with increased risk of stroke. Results showed that two changes in a single nucleotide on a specific chromosome were associated with stroke. Direct genotyping showed that this nucleotide was associated with an increased risk of all types of strokes. The study looked at white, black, and Dutch cohorts. The results showed that there was a hazard ratio of 1.30 (95% confidence interval [CI], 1.19 to 1.42) and 1.33 (95% CI, 1.21 to 1.47) in the two white groups. Corresponding hazard ratios were 1.35 (95% CI, 1.01 to 1.79; P = 0.04) and 1.42 (95% CI, 1.06 to 1.91; P = 0.02) in the large cohort of black persons and 1.17 (95% CI, 1.01 to 1.37; P = 0.03) and 1.19 (95% CI, 1.01 to 1.41; P = 0.04) in the Dutch sample. Ikram MA. Et al. Genomewide Association Studies of Stroke. N Engl J Med. 2009; 360: 1718-1728. 
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