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News You Can Eat 

Endocrine Today Vol 2. No 9, September 2004

Drink milk to burn fat – A study in Obesity Research showed that obese adults on a reduced-calorie diet who consumed 3-4 servings of dairy foods a day lost an average of 24 lbs., significantly more than those who cut calories but consumed few or no dairy foods.

Hyperactivity linked to food coloring? – A recent study in Archives of Disease in Childhood showed artificial food colorings and preservatives affect hyperactivity in pre-school children. 

Men at risk and don’t know it – Men over 50 suffer from osteoporosis more than prostate cancer, but a new study says only 6% of doctors bring up the subject with their male patients. Twelve million American men are at risk for osteoporosis, and have a greater chance of dying from osteoporosis than women. Hip fractures in 80,000 men occur yearly due to osteoporosis.

Eggs may have less affect on LDL than thought – Research in Metabolism shows egg cholesterol does not affect the harmful, most atherogenic, LDL-cholesterol particles in blood. To prevent cardiovascular disease, people should eat a diet low in saturated and trans fatty acids, rather than focusing on dietary cholesterol.

Three is better than two – Research presented at The Endocrine Society’s 86th annual Meeting in New Orleans; show vitamin D3 is better than D2. This is contrary to previous thought that lumped both D vitamins together in humans. D3 also raises vitamin D levels better than D2.
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Additions		Deletions


Cefdinir- Omicef(	Cefuroxime- Ceftin(	


	Valdecoxib- Bextra(


Rofecoxib- Vioxx((Voluntary Withdrawal)








BCF


No additions or deletions


NOTE: Prior authorization is no longer required for coverage of PDE-5 inhibitors (Sildenafil Viagra(, Tadalafil, Cialis(, Vardenafil, Levitra() for erectile dysfunction for male patients 50 years of age and older. Quantity limits continue to apply. 


THIS ONLY APPLIES to the TRICARE Mail order Pharmacy (TMOP) and the retail network pharmacies.








Please use ONLY electronic forms for submitting New Drug Request.  Through CHCS mail or online at � HYPERLINK "http://evans.amedd.army.mil/Pharmnew/New Drug Request/VTC_request.htm" ��http://evans.amedd.army.mil/Pharmnew/New Drug Request/VTC_request.htm� 


 All new Special Order medications will be picked up at INPATIENT PHARMACY. 


Refill medications will be picked-up at requested Refill site.





The next Formulary Committee Meeting will be held on Tuesday Nov 2, 2004 (Evans P&T) at 1030hrs in the 3rd floor Nursing Classroom (RM 3952), and 


Thursday Nov 4, 2004 at 1300hrs (Pikes Peak Regional) in the 3rd floor Nursing Classroom (RM 3952).





COMMUNITY NEEDLE DISPOSAL





Each year some 8 million syringe-users administer 2-3 billion injections outside traditional health-care facilities, putting waster workers and the public at risk of diseases such as HIV/AIDS and viral hepatitis.


	Developed by the Academy for Educational Development (AED) for the Centers for Disease Control and Prevention (CDC), the � HYPERLINK "http://www.safeneedledisposal.org/" ��Safe Community Needle Disposal� Web Site, aims to eliminate this public health danger by ensuring that “community needles” are properly disposed.


	While it was designed to help anyone interested in safe syringe disposal, people with diabetes and others who use syringes to inject medications will benefit the most.


	Currently, each state has its own laws and regulations affecting labeling, transportation, and disposal of used needles.  The Safe Community Needle Disposal Web Site categorizes information by state.





� HYPERLINK "http://www.cdphe.state.co.us/hm/hhw/howto/needles.asp" ��Colorado� Hazardous Materials and Waste Management Division Disposal of Household Needles and Sharps states;


“Used needles and other sharps should be placed in a rigid container with a screw-on or other tightly secured lid.  Rigid plastic laundry bottles with screw top lids and coffee cans where the lid can be taped on with duct tape works well.  Plastic milk bottles are often a poor choice because they are generally made of thin plastic that can be easily punctured by a needle or lancet.  Once filled, the sealed container can be disposed of in the regular trash.  A small amount of bleach may be added as a disinfectant.  


These procedures are intended for used needles and other sharps from a household only. 








Infliximab Associated With Risk of Hematologic, Neurologic Adverse Events


Aug. 25, 2004 — The U.S. Food and Drug Administration (FDA) and Centocor has notified healthcare professionals of revisions to the warnings and adverse reactions sections of drug labeling for infliximab (Remicade(), according to an alert sent yesterday from Med Watch, the FDA's safety information and adverse event reporting system.


According to the notification letter, post marketing cases of leukopenia, neutropenia, thrombocytopenia, and pancytopenia, some with fatal outcome, have been reported in patients treated with infliximab for rheumatoid arthritis and Crohn's disease. 


Although the causal relationship to infliximab therapy is unclear, the FDA recommends that caution be exercised in patients with ongoing or a history of significant hematologic abnormalities. Patients developing signs and symptoms suggestive of blood dyscrasias or infection while taking infliximab should seek medical attention immediately. Discontinuation of infliximab therapy should be considered in patients who develop significant hematologic abnormalities.


Rare cases of central nervous system manifestation of systemic vasculitis have also been reported. The FDA warns that discontinuation of infliximab should be considered in patients who develop significant central nervous system adverse reactions.


The adverse reactions section of the labeling for infliximab has been revised to include reports of neutropenia, pericardial effusion, and systemic and cutaneous vasculitis.


For additional information, or to report adverse events related to infliximab therapy, contact Centocor's Medical Affairs Department at 1-800-457-6399.


Information may also be reported to MedWatch by phone at 1-800-FDA-1088, by fax at 1-800-FDA-0178, online at � HYPERLINK "http://www.fda.gov/medwatch" �http://www.fda.gov/medwatch�, or by mailing MedWatch form FDA 3500 to the FDA Medical Products Reporting Program, 5600 Fishers Lane, Rockville, MD 20852-9787.


Reviewed by Gary D. Vogin, MD
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FDA Updates Zelnorm( Labeling with New Risk Information





The Food and Drug Administration (FDA) announced the addition of new risk information to the health professional labeling for Zelnorm( (tegaserod maleate). Zelnorm( is a prescription medication for the short-term treatment of women with irritable bowel syndrome (IBS) whose primary bowel symptom is constipation. The labeling is being revised to ensure health professionals and patients have the most current and complete information available when prescribing and taking Zelnorm(. 


The specific revisions include:


a new warning about the serious consequences of diarrhea associated with the medication; 


a new precaution about ischemic colitis and other forms of intestinal ischemia (i.e., reduced blood flow to the intestines); 


changes to the adverse reactions section describing post-marketing reports; and 


new information in the "Information for the Patient" leaflet. 





The new warning states, "Serious consequences of diarrhea, including hypovolemia, hypotension and syncope have been reported in the clinical studies and during marketed use of Zelnorm(. In some cases, these complications have required hospitalization for rehydration. Zelnorm( should be discontinued immediately in patients who develop hypotension or syncope. Zelnorm( should not be initiated in patients who are currently experiencing or frequently experience diarrhea."


The new precaution on ischemic colitis states, "Ischemic colitis, and other forms of intestinal ischemia, have been reported in patients receiving Zelnorm( during marketed use of the drug. A causal relationship between Zelnorm( use and these events has not been established. Placebo-controlled clinical trials of 7,000 patients for 3-month duration showed no cases of these events, and would suggest the rate of these events is low. Zelnorm( should be discontinued immediately in patients who develop symptoms of ischemic colitis, such as rectal bleeding, bloody diarrhea or new or worsening abdominal pain. Patients developing these symptoms should be evaluated promptly and have appropriate diagnostic testing performed. Treatment with Zelnorm( should not be resumed in patients who develop findings consistent with ischemic colitis." 


Under the post marketing experience heading in the adverse reactions section, the labeling now states, "Voluntary reports of adverse events occurring with the use of Zelnorm( include the following: ischemic colitis, mesenteric ischemia, gangrenous bowel, rectal bleeding, syncope, suspected sphincter of Oddi spasm, bile duct stone, and cholecystitis with elevated transaminases. Because these cases are reported voluntarily from a population of unknown size, estimates of frequency cannot be made. No causal relationship between these events and Zelnorm( use has been established. Hypokalemia secondary to diarrhea has also been reported."





The new patient information advises patients who get new or increased stomach pain or blood in their stools to stop taking Zelnorm( right away and to immediately contact their doctor to determine if they may have a serious problem. In addition, the new labeling advises patients to stop taking Zelnorm( and to call a doctor right away if they experience diarrhea that leads to lightheadedness, dizziness or fainting.


FDA approved Zelnorm( on July 24, 2002, following the recommendation for approval made by FDA's Gastrointestinal Drugs Advisory Committee on June 26, 2000 (see � HYPERLINK "http://www.fda.gov/bbs/topics/ANSWERS/2002/ANS01160.html" �http://www.fda.gov/bbs/topics/ANSWERS/2002/ANS01160.html�). Zelnorm( is the only FDA-approved prescription drug for the short-term treatment of women with irritable bowel syndrome (IBS) whose primary bowel symptom is constipation.


Zelnorm( increases the movement of stools (fecal matter) through the bowels. Zelnorm( does not cure IBS, nor does it treat diarrhea-predominant IBS. Zelnorm( reduces pain and discomfort in the abdominal area, and reduces bloating and constipation. The safety and effectiveness of Zelnorm( in men have not been established. 


In conjunction with the FDA announcement, the manufacturer of Zelnorm(, Novartis Pharmaceuticals Corporation of East Hanover, N.J., has issued a letter to health professionals to highlight the labeling changes. 
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‘The Dirty Dozen”—Twelve Herbal Supplements to Avoid





Herbal supplements are big business these days and although many are harmless, some can and are deadly, even for otherwise healthy individuals.   AT least 12 herbal supplements have been linked to serious adverse events or have strong risk of adverse events and should be avoided.  Theses 12 are categorized as definitely hazardous, very likely hazardous, and likely hazardous based on the strength of the evidence and the size of the risk.  Regardless of nomenclature, they are all bad news and pose more risk than benefit.





DEFINITELY HAZARDOUS (Documented organ failure and known carcinogenic properties)





Aristolochic Acid (Aristolochia, birthwort, snakeroot, snakeweed, sangree root, sangrel, sepentary, serpentaria, asarum canadense, wild ginger)


DANGERS: potent human carcinogen; kidney failure, sometimes requiring transplant; deaths reported


Regulatory Actions: FDA warned consumers and industry with import alert in April 2001; banned in 7 European countries and Egypt, Japan and Venezuela.





VERY LIKELY HAZARDOUS (Documented organ failure and known carcinogenic properties)





Comfrey (Symphytum officinale, ass ear, black root, blackwort, bruisewort, consilidae radix, consound, gum plant, healing herb, knitback, knitbone, salsify, slippery root, symphytum radix, wallwort)


DANGERS: Abnormal liver function or damage, often irreversible; deaths reported


Regulatory Actions: FDA advised industry to remove from market in July 2001





Androstenedione (4-androstene-3, 17-dione, andro, androstene)


DANGERS: Increases cancer risk; decrease in HDL cholesterol


Regulatory Actions: FDA warned 23 companies to stop manufacturing, marketing, and distributing in March 2004; banned by athletic associations





Chaparral (Larrea Divaricate, creosote bush, greasewook, hwduindilla, jarilla, larreastat)


DANGERS: Abnormal liver function or damage, often irreversible; deaths reported


Regulatory Actions: FDA warned consumers in December 1992





Germander (Teucrium chamaedrys, wall germander, wild germander)


DANGERS: Abnormal liver function or damage, often irreversible; deaths reported


Regulatory Actions: Banned in France and Germany





Kava (Piper, methysticum, ava, awa, gea, gi, intoxicating peper, kao, kavain, kawa-pfeffer, kew, long peper, malohu, maluk, meruk, milik, rauschpfeffer, sakau, tonga, wurzelstock, yagona, yangona)


DANGERS: Abnormal liver function or damage, often irreversible; deaths reported


Regulatory Actions: FDA warned consumers in March 2002; banned in Canada, Germany, Singapore, South Africa, and Switzerland





LIKELY HAZARDOUS (Adverse event reports or theoretical risks)





Bitter orange (citurs aurantium, green orange, kijitsu, neroli oil, seville, orange, shangzhou, sour orange, zhi oiao, zhi xhi)


DANGERS: High blood pressure; increase risk of heart arrhythmias, heart attack, and stroke


Regulatory Actions; none


										Continued on Pg 5





Ulcer Formation with Low-Dose Aspirin and the Effect of COX-2 Selective Inhibition: A double Blind Trial				� HYPERLINK "http://evans.amedd.army.mil/pharmnew/bulletins/Gastroenterology 2004.pdf" ��Article Link�
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Continued ‘The Dirty Dozen”—Twelve Herbal Supplements to Avoid





Organ/glandular extracts (Brain/adrenal/pituitary/other glands “substance” or “concentrate”


DANGERS: Theoretical risk of mad cow disease, especially from brain extracts


Regulatory Actions; FDA banner high-risk bovine materials from older cows in foods and supplements in January 2004 (high-risk parts from cows under 30 months still permitted); banned in France and Switzerland





Lobella (Lobella inflate, asthma weed, bladderpod, emetic herb, gagroot, lobelia, Indian tobacco, pukeweed, vomit wort, wild tobacco)


DANGERS: Breathing difficulty; rapid heartbeat; low blood pressure; diarrhea; dizziness; tremors; possible deaths reported


Regulatory Actions; Banned in Bangladesh and Italy





Pennyroyal oil (Hedeoma pulegioides, lurk-in-the-ditch, mosquito plant, piliolerial, pudding grass, pulegium, run-by-the-ground, squaw balm, squawmint. Stinking balm, tickweed)


DANGERS: Liver and Kidney failure; nerve damage, convulsions, abdominal tenderness; burning of the throat; deaths reported


Regulatory Actions; none





Scullcap (Scutellaria lateriflora, blue pimpernel, helmet flower, hoodwort, mad weed, mad-dog herb, mad-dog weed, quaker bonnet, scutelluria, skullcap)


DANGERS: Abnormal liver function or damage


Regulatory Actions; none





Yohimbe (Pausinystalia yohimbe, johimbi, yohimbehe, yohimbine)


DANGERS: Change in blood pressure; heart arrhythmias; respiratory depression; heart attack; deaths reported


Regulatory Actions; none
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Recently Approved Drugs/Indications





U.S. FDA Approves Topamax( for Migraine Prophylaxis-Clinical trials found that patients receiving the recommended daily dose of Topamax( experienced a significant reduction in monthly migraine attacks, compared with placebo.


FDA Approves Parcopa( (Carbidopa-Levodopa) Orally Dissolving Tablets for Parkinson's Disease-is designed to provide patients suffering from Parkinson's disease improved access to their medication. Parcopa( dissolves on the tongue using RapiTab(TM) technology to deliver medicine without the need for water, providing patients with a convenient means to take their medication.


FDA Approves of Scent-Free Nasonex( (mometasone furoate monohydrate) Nasal Spray-Nasal inhaled steroids are the recommended first line therapy when nasal congestion is the primary symptom of a patient's allergic rhinitis.


FDA Grants Priority Approval to Antidepressant Cymbalta( (Duloxetine) to treat Diabetic Peripheral Neuropathic Pain-Cymbalta(, a balanced and potent serotonin and norepinephrine reuptake inhibitor, is the first and only FDA-approved treatment for pain caused by diabetic peripheral neuropathy. More than 18 million Americans have diabetes and are at risk for developing persistent pain -- often described as burning, stabbing or shooting pain -- as a result of nerve damage believed to be caused by high blood sugar.





Antitussives in Pediatric Patients


Cough is a bothersome symptom for children, especially at night. The desire to treat cough may outweigh the evidence for safety and efficacy of cough suppressants (codeine, dextromethorphan, diphenhydramine). Studies comparing codeine to placebo have failed to show a statistically significant reduction in cough frequency, intensity, or duration. Small trials comparing codeine, hydrocodone, or placebo at bedtime for 3 days showed no differences in parental report of cough frequency or sleep duration. (1,2)


	A study by Paul et. al. (3) treating nocturnal cough and sleep difficulty associated with URIs and looking at whether parents have improved sleep quality when their children received medications found no significant differences for any outcome measures when comparing diphenhydramine, dextromethorphan and placebo.


	There is concern for toxicity – acute opiate intoxication with narcotics, dystonia, anaphylaxis, bullous mastocytosis, psychosis, mania, hallucinations, ataxia, somnolence and death have been reported with dextromethorphan.


	The American Academy of Pediatrics, the Committee on Drugs found insufficient evidence to support either the safety or efficacy of codeine or dextromethorphan as antitussive agents in children. (4) The Committee concluded that patients and parents should be educated about the lack of proven benefit of antitussives, as well as their potential risks.





1. Herbert ME, Brewster GS. Myth: codeine is an effective cough suppressant for upper respiratory tract infections. West J Med 2000; 173:283.


2. Taylor JA, Novack AH, Almquist JR, et al. Efficacy of cough suppressants in children. J Pediatr 1993; 122(pt1): 799-802.


3.Paul IM, Yoder KE, Crowell KR, et al. Effect of dextromethorphan, diphenhydramine, and placebo on nocturnal cough and sleep quality for coughing children and their parents.


4. Committee on Drugs, American Academy of Pediatrics. Use of codeine-and dextromethorphan-containing cough remedies in children. Pediatrics 1997; 99:918-20.





FDA Advisory Panel Rejects


At the September 10th meeting of the FDA Cardiovascular and Renal Drugs Advisory Committee, the new anticoagulant from AstraZeneca was determined to be potentially too toxic.  The committee voted 11-1 against recommending Exanta( (Ximelagalatran) approval for the indications being sought by AstraZeneca.


� HYPERLINK "http://www.fdatv.com/fdc/advisorycommittee/committees/cardiovascular+and+renal+drugs/091004_exanta/091004_exantaR.htm" ��FULL STORY�
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The Department of Pharmacy announces the beginning of a new formulary web site.





This site meets all nine (9) JACHO standards and is more user friendly.





Please visit our new web page.





� HYPERLINK "http://www.pharmacyonesource.com/fos/default.asp?L=67651&g=2&f=0" ��http://www.pharmacyonesource.com/fos/default.asp?L=67651&g=2&f=0�








�	                          �                                   �











