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Small Doses………

by

Mike Petry, MS, RPh

Clinical Pharmacist
New Drugs for 2008

The United States Food and Drug Administration (FDA) approved a total of 34 drugs in 2008.  The approvals included 21 new molecular entities and several new biologicals and new dosage forms.  Listed below is a selection of these new products that health care providers may encounter in the near future.
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New Molecular Entities

AdreView® (iobenguane I 123) injection - For use as a diagnostic adiopharmaceutical agent to detect primary or metastatic heochromocytoma or neuroblastoma

Banzel® (rufinamide) tablets - 
For the adjunctive treatment of seizures in Lennox-Gastaut patients over three years old

Cleviprex® (clevidipine) injection - An injectable calcium channel blocker for lowering blood pressure

Degarelix injection - 
A GnRH receptor inhibitor used in the treatment of advanced prostate cancer

Durezol®  (difluprednate) ophthalmic emulsion - An ophthalmic corticosteroid for the treatment of inflammation and pain associated with ocular surgery

Entereg® (alvimopan) capsules - A peripherally acting opioid antagonist used to restore normal bowel function in hospitalized adults that have had partial bowel resection

Eovist® (gadoxetate) injection

A gadolinium based contrast agent used in adults under - going MRI imaging of the liver

Intelence® (etravirine) tablets - For the treatment of HIV-1 infections in treatment- experienced adults

Lexiscan® (regadenoson) injection - For use as a pharmacological stress agent in myocardial perfusion imaging in patients that can’t undergo exercise stress

Lusedra® (fospropofol) injection -For induction and maintenance of sedation in monitored anesthesia

Mozobil® (plerixafor) injection - To increase the circulating stem cells in non-Hodgkins lymphoma or multiple myeloma patients that will undergo autologous stem cell transplantation

Pristiq® (desvenlafaxine) tablets - For the treatment of major depressive disorder

Promacta® (eltrombopag) tablets - For the treatment of thrombocytopenia in patients that have had poor response to corticosteroids, immuno-

globulins, or splenectomy

Rapaflo® (silodosin) capsules - An alpha blocker used for the treatment of benign prostatic hyperplasia

Relistor® (methylnaltrexone) injection - A peripherally acting opioid antagonist for the treatment of opiod-induced constipation in patients receiving palliative care where laxative therapy has been ineffective

Tapentadol tablets - For the relief of moderate to severe acute pain in adults

Toviaz® (fesoterodine) tablets - For the treatment of overactive bladder

Treanda® (bendamustine) injection - An alkylating agent for the treatment of chronic lymphocytic leukemia

Vasovist® (gadofosveset) injection - For use as a contrast agent in adults undergoing MRI angiography

Vimpat® (lacosamide) tablets

For the adjunctive treatment of partial onset seizures in patients over 16

Xenazine® (tetrabenazine) tablets - A monoamine depletory agent used to treat the involuntary movement (chorea) in Huntington’s disease
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New Biologicals

Artiss® (fibrin sealant, human) topical - For use as an adhesive to attach autologous skin grafts

Cimzia® (certolizumab pegol) injection - A tumor necrosis factor (TNF) blocker used to reduce the signs and symptoms of moderate to severe Crohn’s disease in adults
Cinryze® (C1 esterase inhibitor vaccine) injection - 
For routine prophylaxis against angioedema attacks in patients with hereditary angioedema

Kinrix® (diphtheria, tetanus, pertussis, and polio vaccine) injection - For active re-immunization in children 4-6 years old that have been previously vaccinated

NovoSeven RT® (Factor VIIa) injection - A new formulation of Factor VII that can be stored at room temperature

Nplate® (romiplostim) injection - For the treatment of thrombocytopenia in patients that have had poor response to corticosteroids, immunoglobulins, or splenectomy

Pentacel® (diphtheria, tetanus, pertussis, polio and haemophilus b vaccine) injection - For active immunization of children 6 weeks through 4 years old

Recothrom® (thrombin, recombinant) topical - To aid hemostasis in small blood vessels that are oozing or slightly bleeding

Rotarix® (rotavirus vaccine) oral - An oral vaccine given in a two dose series for the prevention of rotavirus gastroenteritis in infants and children if administered to infants 6-24 months of age

Xyntha® (Antihemophilic factor) injection - A recombinant plasma/albumin free formulation to prevent and control bleeding in patients with hemophilia A
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New Dosage Forms

Actonel® (risedronate) tablet - A new 150mg dosage given once monthly for the treatment of osteoporosis

Aloxi® (palonosetron) oral - A new oral form for the prevention of nausea and vomiting due to cancer chemotherapy

Alvesco® (ciclesonide) inhalation - An orally inhaled corticosteroid used to treat asthma

Amitiza® (lubiprostone) oral - A new 8mg dose to treat irritable bowel syndrome with constipation

Aplenzin® (bupropion hydrobromide) oral - A new salt form of bupropion used for the treatment of depression

Apriso® (mesalamine) oral - A new extended-release, once-daily formulation of mesalamine for ulcerative colitis

Emend® (fosaprepitant) injection - An injectable prodrug used to treat chemotherapy-induced nausea and vomiting

Epiduo® (adapalene/benzoyl peroxide) topical - A new combination product for the topical treatment of acne

Flo-Pred® (prednisolone acetate) oral liquid - A new viscous “spill-proof” oral prednisolone liquid

Latisse® (bimatoprost) ophthalmic - An ophthalmic solution used to enhance eyelash growth

LoSeasonique® (levonorgestrel/ethinyl estradiol) tablet - A low-strength, extended-cycle oral contraceptive.

Moxatag® (amoxicillin) oral

A once-daily, extended-release formulation of amoxicillin for tonsillitis and/or pharyngitis

OraVerse® (phentolamine) injection - A new injectable used for the reversal of soft-tissue anesthesia

Patanase® (olopatadine) nasal - A new nasal spray formulation for the treatment of seasonal allergic rhinitis

PrandiMet® (metformin/repaglinide) tablets - A new combination formulation of two oral hypoglycemics for the management of type 2 diabetes

Prilosec® (omeprazole magnesium) powder - A new powder of omeprazole for oral suspension

Requip XL® (ropinirole) oral - A new once-daily formulation of ropinirole for the treatment of Parkinson’s disease

Sancuso® (granisetron) topical - A transdermal patch of granisetron for the prevention of chemotherapy-induced nausea and vomiting

Simcor (niacin extended release/simvastatin) tablet - An extended release combination of niacin and simvastatin for the treatment of lipid disorders

Stavzor® A new advanced formulation valproic acid medication, one of the most trusted and effective medications available to treat manic episodes of bipolar disorder. May also be used to help prevent migraines and seizures.
Treximet® (sumatriptan/naproxen) oral - A combination of a triptan plus a NSAID used for the treatment of acute migraine attacks

Trilipix® (fenofibric acid) capsules - A new formulation approved for the treatment of lipid disorders

Trivaris® (triamcinolone acetonide) injection - A new injectable corticosteroid suspension for ophthalmic, intramuscular, and

intra-articular use

Veripred 20® (prednisolone sodium phosphate) oral - A new concentrated oral prednisolone liquid

Zolpimist® (zolpidem) spray - An oral spray formulation of zolpidem used to treat insomnia

Sign and date for pharmacy nursing in-service.

Signature

Date
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BATTLING SUPERBUGS

Courtesy Katharine Greider
AARP Bulletin - 3/2/2009

Watnoski is all too aware of the destruction a tiny, unseen germ can wreak. Two of the most dangerous and most common bugs that stalk U.S. health care facilities infected her 80-year-old father in late 2004 after he was hospitalized for a urinary tract infection. Sent to a rehabilitation facility to regain his strength, Walter Wiatr instead developed uncontrollable diarrhea and lost his appetite. That, Watnoski learned, was thanks to an organism called Clostridium difficile (C. diff) . She moved him to another facility. But soon a painful red swelling appeared on his neck, the sign of another infection—this time it was methicillin-resistant Staphylococcus aureus, or MRSA, a bacterium that’s spread by person-to-person contact and is resistant to common antibiotics. Two months after his initial hospitalization, Wiatr, who’d been independent and healthy, was gone. “He went downhill so fast, I still can’t believe it happened like that,” his daughter says.
American hospitals are treating sicker patients with more complex, invasive techniques—and helping people live longer. But every year in these same facilities some 90,000 Americans pick up infections that kill them. 

Hard-to-treat superbugs are an increasing problem as widespread use of antibiotics produces new germs that are drug-resistant—and few new medications are in the pipeline. In the 1970s only a tiny percentage of hospital staph infections were MRSA. By 2004 MRSA accounted for two out of three staph infections, usually attacking patients with weakened immune systems or those using catheters, intravenous lines or ventilators.

Clostridium difficile also is a rising threat. Few Americans had heard of this intestinal bug until November, when a study showed its prevalence is as much as 20 times higher than previous estimates. Sponsored by the Association for Professionals in Infection Control and Epidemiology (APIC), the study looked at C. diff cases in nearly 650 U.S. health care facilities on a single day between May and August 2008. Findings suggest that on an average day, nearly 7,200 hospitalized patients—13 of every 1,000—are colonized or, more often, infected with C. diff, and about 300 patients will not survive it. The young and older patients are especially vulnerable. Infection often follows the use of antibiotics, which strip the gut of certain bacteria, allowing C. diff to proliferate there. 

Because the chief symptom is profuse diarrhea, the bug is easily spread everywhere—onto hands, bed rails, sheets, IV poles. “The primary mode of transmission,” says William Jarvis, M.D., lead author of the prevalence study, “is person-to-person transmission on the hands of health care workers or contaminated equipment.” 

Research has shown that health care workers clean their hands effectively only about half the time, and the hardiness of the C. diff spores adds a twist to the challenges they face. At one time the U.S. Centers for Disease Control and Prevention (CDC) routinely recommended cleaning the hands with alcohol-based rubs. But alcohol won’t kill C. diff—it takes a scrubbing with soap and warm water to eliminate the spores. Similarly, only bleach will kill spores on surfaces; but the APIC study found that even in an outbreak, about a third of institutions don’t clean with bleach. 
These facts underline the urgent need for all health facilities to adopt the best practices to stop the spread of germs—sanitizing rooms and equipment; washing hands thoroughly; inserting catheters in sterile conditions; monitoring for dangerous organisms; and taking special precautions with patients who carry them. 
The proliferation of superbugs is a daunting problem, but one that has the attention of consumer advocates, insurers, federal and state governments, as well as hospitals and health care providers. 

How to beat the superbugs:
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Follow the money. Hospital-acquired infections cost an estimated $20 billion a year, according to the CDC, and a lot of human suffering. For example, the knee replacement Margaret Day, of Fort Lauderdale, Fla., had in 2006 would have been a great success—except for the C. diff infection that kept her in the hospital 20 days, some spent semiconscious in the ICU. This ordeal was not only costly for Medicare and the hospital, it also cost Day, an active 88-year-old, thousands of dollars a month in medicine and for help at home during her recovery. 

On Oct. 1, Medicare stopped paying for complications arising from certain infections (but not C. diff) and conditions that result from hospital care and are “reasonably preventable.” The government wants hospitals to make safety measures job one, says Nancy Foster, vice president for quality and patient safety policy at the American Hospital Association. “Hospitals have heard that,” she says, and are adopting new strategies to protect patients. 

Some private insurers, including CIGNA, WellPoint and United Healthcare, are following Medicare’s lead on not paying for medical errors in hospitals.
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Name names. Consumer advocates say that public scrutiny can prod health facilities into action. “Hospitals begin to be more aware and evaluate their processes as soon as the state passes a law that says they’re going to have to report infection rates to the public,” says Lisa McGiffert, head of Consumers Union’s campaign against hospital infections. 

To date, 25 states have done just that. The quality of data may vary from state to state and even facility to facility, but the first reports show that some hospitals are safer than others. [See “To Learn More.”]
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Set an example. For years, hospitals have accepted certain kinds of infection as inevitable. One example: About 250,000 Americans a year get a bloodstream infection after having a catheter inserted into a large vein to give fluids or medications. Such infections have had a death rate as high as one in four. But last month, a CDC study in the Journal of the American Medical Association indicated that preventive measures had helped lower the rate of MRSA bloodstream infections by nearly 50 per​cent from 1997 to 2007, based on reports from 1,684 ICUs.

Certain hospitals are ahead of the game. With help from the CDC, 32 hospitals in southwestern Pennsylvania adopted a rigorous protocol and slashed the rate of bloodstream infections in their ICUs by 68 percent from 2001 to 2005. And 108 hospitals in Michigan in 2003 embarked on a voluntary program that virtually wiped out bloodstream infections.
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Streamline for success. In March 2008 the U.S. Government Accountability Office reported that the government recommends 1,200 separate practices to prevent infection in hospitals, 500 of which are “strongly recommended.” 

In October a consortium of leading health care professional societies, the American Hospital Association and the Joint Commission published a document boiling down the government verbiage into six strategies targeting major problems.
The Michigan program used an even simpler method to protect patients from infection. Doctors and nurses were required to follow a five-step checklist—washing hands, wearing sterile gowns and gloves, and protecting the patient with antiseptics and sterile drapes and dressings—developed by a Johns Hopkins University team of safety experts led by Peter Pronovost, M.D.
After 18 months, according to the December 2006 New England Journal of Medicine, the median rate of bloodstream infections in the Michigan ICUs had plunged to zero, saving an estimated 1,500 lives. 

Experts say that controlling the spread of superbugs isn’t rocket science. Indeed, Pronovost has said that precisely because the stakes are high and the problems complex, the to-do list must be “ruthlessly simple.” That way there’s no excuse for not following these lifesaving measures.
Now Pronovost’s approach is being tested in England, Ireland, Spain and in many U.S. hospitals. It’s already keeping patients safe at the 77-bed Gerber Memorial Hospital in Fremont, Mich., where doctors and nurses convene each day to plan care for ICU patients. Stephanie Gustman, R.N., the unit’s clinical coordinator, says, “We want to make sure we’re doing everything that’s proven best practice for that patient.” 
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Hormone Offers Promise As Fertility Treatment
medicalnewstoday.com

17 Mar 2009   

New research suggests the hormone kisspeptin shows promise as a potential new treatment for infertility. The research was presented at the annual Society for Endocrinology BES meeting in Harrogate. Scientists led by Dr Waljit Dhillo from Imperial College London, have shown that giving kisspeptin to women with infertility can activate the release of sex hormones which control the menstrual cycle. This research could lead to a new fertility therapy for women with low sex hormone levels. 

Kisspeptin is a product of the KISS-1 gene and is a key regulator of reproductive function. Animals and humans lacking kisspeptin function do not go through puberty and remain sexually immature. In a previous study, Dr Waljit Dhillo and colleagues showed that kisspeptin treatment leads to the production of sex hormones in fertile women; they have now extended their research to look at the effects of kisspeptin in women whose periods have stopped due to a hormone imbalance. 

In this study, funded by the Medical Research Council, The Wellcome Trust and National Institute for Health Research, a group of ten women who were not menstruating and infertile, were injected with either kisspeptin (n=5) or saline (control, n=5). Blood samples were then taken to measure the levels of luteinising hormone (LH) and follicle stimulating hormone (FSH), two sex hormones essential for ovulation and fertility. Kisspeptin led to a 48-fold increase in LH and 16-fold increase in FSH, when compared to the control treatment. 

This is the first study to show that kisspeptin can stimulate sex hormones in women with infertility and presents kisspeptin as a potential new therapy for human infertility. 

Researcher Dr Waljit Dhillo from the Department of Investigative Medicine at Imperial College London said: 

"Infertility is a devastating condition that affects millions of couples worldwide. This research shows that kisspeptin offers huge promise as a treatment for infertility. From our previous results, we know that kisspeptin can stimulate release of reproductive hormones in healthy women. We have now extended this research to show that kisspeptin treatment has the same effect in women with infertility. In fact, our current data show that kisspeptin causes a greater increase in luteinising hormone production in non-menstruating women than that in fertile women in the previous study. This is a very exciting result and suggests that kisspeptin treatment could restore reproductive function in women with low sex hormone levels. Our future research will focus on determining the best protocol for repeated kisspeptin administration with the hope of developing a new therapy for infertility."
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7 Historic (and Seriously unhealthy) Beauty Practices

By Andrienne Crezo

11/12/2008
While our modern beauty regimens certainly don’t lack weird ingredients, by tradition our good looks have often been achieved at the cost of good taste and health. What deadly and disgusting things have people used to stay young and pretty? Here are a few of the truly disturbing used throughout history.

1. Bathing in Crocodile Excrement
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For some reason, the ancient Greeks thought crocodile excrement had restorative and beautifying properties. It was mixed into natural mud holes or baths full of warmed mud, and Grecian lovelies hung about in it until they felt restored and beautiful (I’m guessing that took quite a while.) We don’t know how they collected it (or why they decided it was a good idea in the first place) but it was all the rage in the wealthy and youth-seeking circles. Thankfully, bathing with water was also in vogue and there are no official reports of reptile-poo poisoning.

2. Sticking Bird Droppings Up Your Nose

In the early days of the geisha, Japanese women used a whitening paste on their faces made mostly of rice flour and bird droppings. It was applied over the entire face, including the ears, inside the nostrils, on the eyelids and lips. 

3. Dyeing Hair With Cow’s Blood

Hair dye has long been a staple of modern women, but ancient Iranian women also enjoyed a good dye-job. They compounded a nasty mix of henna, tadpoles, and the blood of black cows, which they applied liberally to darken and condition their hair. It was thought that the blood gave the cows their dark coloring and would do the same for human hair. Although henna is used as a natural dye to this day, the inclusion of tadpoles still confounds me.
4. Wearing Wigs That Caused Nosebleeds
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The women of England have been famous throughout history for their elaborate and strange beauty routines. In the era of Queen Elizabeth, when red hair was in fashion, women used a powder made of sulfur and safflower petals to color their hair and wigs. The blend caused headaches, nausea, and frequent nosebleeds. 

5. Wearing Poisonous Eye Makeup 

When it comes to heavy metal poisoning, no one trumps the ancient Egyptians. Men and women painted their eyes almost daily with a mixture called mesdemet, made from a dark gray lead, among other things. Also, a green paint called udju was used, made from a copper ore. Although neither product could be considered healthy, the eyepaint that Egyptians wore is credited with repelling insects and preventing infections due to the high antimicrobial activity of copper ore.
6. Liberally Applying Arsenic Powder

In a medieval version of today’s CoverGirl compact, European women used a powder (pressed into cakes or small jars) to whiten their skin. The fashionable pallor was created by using white lead ore and arsenic, among other unhealthy-but-white ingredients. 

7. Gargling With (Portuguese) Urine

Dental care was a little lax throughout most of history, but Romans in the time of Jupiter appreciated white teeth nearly as much as we do today. To improve the color of their teeth and freshen their breath, Romans imported Portuguese urine (believed to be stronger than their own) to rinse their mouths. While obviously unpleasant, urine contains several compounds like ammonia and urea that actually kill germs and help fight the gum disease gingivitis.
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