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Decrease efficacy of Plavix (clopidogrel) in patients who are poor metabolizers 
The FDA has added a black box warning to Plavix® drug label stating that patients who have reduced CYP2C19 activity will not 

effectively convert Plavix to its active form.  The warning includes information on genetic testing and advisement to consider use 

of other anti-platelet medications or to adjust dosing in patients identified as poor metabolizers. [Link] 
 

Avodart (dutasteride) decreases risk of prostate cancer in recent trial 

Compared to placebo dustasteride had a 22.8% relative risk reduction for development of prostate cancer in men aged 50-75. [Link] 
 

Data from phase 3 trial for transdermal migraine patch shows efficacy 

Zelrix® is a sumatriptan transdermal patch which has been compared to placebo in a phase 3 trial.  The primary endpoint, improve-

ment in pain for 2 hours post-patch application, was met.  Other efficacy endpoints that were significant were reduction of nausea, 

photophobia and phonophobia.  The most common adverse effects were application site pain and tingling. [Link] 
 

First direct thrombin inhibitor approved for DVT prevention 
Iprivask® (desirudin) was found to be MORE effective than heparin and enoxaparin for preventing DVTs and VTEs after elective 

hip replacement surgery.  The medication is dosed subcutaneously at a fixed dose making administration relatively uncomplicated.  

Additionally, desirudin does NOT carry the risk for thrombocytopenia or heparin induced thrombocytopenia (HIT) and there ap-

pears to be NO differences in bleeding risks . [Link] 
 

Eprotirome, an investigational thyroid hormone analog, reduces LDL cholesterol when added to a statin 

Low cholesterol levels have been described in patients with overactive thyroid activity previously.  Eprotirome is selectively taken 

up by the liver and therefore thought to lack the cardiovascular and skeletal effects seen with other thyroid compounds.  The lowest 

dose studied, 25 μg, reduced total cholesterol 36 mg/dL, LDL 32 mg/dL and TG 29mg/dL.  The highest dose, 100μg, reduced total 

cholesterol 57 mg/dL, LDL 47 mg/dL and TG 61 mg/dL.  Researchers reported no symptoms of thyrotoxicosis or hyperthyroidism 

(increase HR, reductions in body weight,  accelerated bone turnover, thyrotropin suppression). [Link] 
 

Pharmacy—Clinical Sound Bytes: 
 FDA has approved Kapidex (dexlansoprazole) name change to Dexilant due to confusion with Casodex (bicalutamide) and Kadian 

(morphine) [Link] 

 Exalgo (hydromorphone extended release) CII has been approved by the FDA as a treatment for moderate to severe pain in opioid 

tolerant individuals requiring continuous, around the clock opioid analgesia.  The medication is dosed once daily. [Link] 

 FDA has approved Zyprexa Relprev (olanzapine) extended release intramuscular suspension for treatment of schizophrenia in 

adults.  It is administered every 2 to 4 weeks. [Link] 

 Mirapex ER (pramipexole) has been approved by the FDA for once a day dosing for the treatment of Parkinson’s Disease. [Link] 

 

Risk of muscle injury with high dose simvastatin  

The FDA is reviewing the data from the SEARCH trial.  Results show increase risk of myopathy in individuals treated with sim-

vastatin 80mg versus simvastatin 20mg, 52 (0.9%) and 1 (0.02%) respectively.  Additionally, 11 (0.2%) individuals developed 

rhabdomyolysis, the most serious form of myopathy, in the high dose group compared to none in the low dose group.  [link] 
 

Possible QT and PR prolongation associated with Invirase (saquinavir) and Novir (ritonavir) combined use 

The FDA is reviewing data and advising prescribers not to use this combination in patients already taking medications known to 

cause QT prolongation, in patients with a history of QT prolongation , pre-existing conduction disease, 

ischemic heart disease, cardiomyopathy or underlying structural heart disease. [Link]  
 

FDA recommends suspending use of Rotarix vaccine  

DNA from porcine circovirus type 1 (PCV1) has been found to be present in the vaccine.  PCV1 is not known to cause disease in 

humans and does not pose a safety risk, at this time, to those patients who have received it.  However, it is recommended that 

clinicians use RotaTeq until more is known. [Link] 
 

Link to 2010  labeling changes (i.e., post-marketing ADR updates) [Link] 

Example; Erythropoiesis-Stimulating Agents (ESAs): updated warnings section to include ‘As part of 

the risk management program, a Medication Guide explaining the risks and benefits of ESAs must be 

provided to all patients receiving an ESA.’ 

*All meds tier 1 unless otherwise specified; §ADR = Adverse Drug Reaction;  PAR = Prior Auth Req’d; † EC = Emergency Contraceptive 
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Rivaroxaban and dabigatran: These two new oral anticoagulants are in phase 3 trials.  Upon approval, these medications would 

provide an alternative to warfarin and offer lower bleeding rates and less monitoring. [Link] 

Byetta long-acting (LAR): Once weekly version of currently available Byetta is undergoing clinical trials.  A phase 3 study sug-

gests similar efficacy and safety while greatly reducing the number of injections needed. [Link] 

Dapagliflozin: A new anti-diabetic medication that works  through increasing urinary glucose excretion.  It is being studied as an add-

on therapy to metformin. [Link] 
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Incoming Question:  “Has the law changed to require an MDD be written on a Coumadin® (warfarin) script?” 
 

 Answer:  NO.   
 

Incoming Question:  “How serious is the potential Drug-Drug interaction between Coumadin® (warfarin) and Fish Oil? 

 Answer:  Generally only requires monitoring of INR.  Prudent to more closely monitor INR for 4—6 weeks following addi-

tion or dose changes of Fish Oil (including Lovaza®).  The active ingredients of Fish Oil are the omega-3 fatty acids (O3FAs) 

EPA and DHA.  Consumption of these O3FAs can lower tissue levels or arachiodonic acid (AA) by inhibiting its synthesis and 

by taking its place in membrane phospholipids.  EPA-derived 3-series eicosaniods are typically less vasaconstrictive and produce 

less platelet aggregation than those made from AA.  The net result is antithrombotic.   
 

Lovaza’s product labeling states, “The prolongation of bleeding time reported in these studies has NOT exceeded normal limits 

and did NOT produce clinically significant bleeding episodes. Clinical studies have NOT been done to thoroughly examine the 

effect of LOVAZA and concomitant anticoagulants. Patients receiving treatment with LOVAZA and an anticoagulant or other 

drug affecting coagulation should be monitored periodically (e.g., aspirin, NSAIDS, warfarin, coumarin). 
 

Practical advice—Instruct patient to utilize the same brand of OTC fish oil in the same dose to reduce (NOT guarantee) the likeli-

hood of variation among products and strengths.  The United States Pharmacopeia (USP) certifies various OTC products to contain 

the ingredient stated in the quantity stated on labeling (other OTC products are NOT checked), look for “USP Verified” seal. 
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Changes to the American Diabetes Association (ADA) clinical practice guidelines for 2010 [Link] 
 

Diagnosis 

 Addition of A1c > 6.5% as a diagnosis parameter  

 “Diagnosis of pre-diabetes” has been renamed “Categories of increased risk of diabetes”. 

 -In addition to impaired fasting glucose and impaired glucose tolerance, an A1c range of 5.7-6.4% has been added 

 

Antiplatelet Recommendations 

 Aspirin therapy is recommended in patients with diabetes at an increased cardiovascular risk (10 year risk > 10%, men > 50 

and women > 60 with at least one additional major risk factor) 

 Clinical judgment is required in lower risk individuals since there is not sufficient evidence to recommend its use 
 

Diabetes care in the hospital 

 Not as intensive as in the 2008 guidelines 

 For critical ill patients target 140-180 mg/dL, 

 For non-critically ill patients target pre-meal <140 and random <180 

Disease State Or Literature Update: 

 

New Generic Approvals*: [Each have a Medicare exception from Tier changes until 1/1/2011] 
 

Recently approved generics include: 
     Tamsulosin HCl, generic for Flomax® 

     Levetiracetam solution, generic for Keppra® 

     Fexofenadine HCl and pseudoephedrine, generic for Allegra D® 

     Moexipril HCl, generic for Univasc® 

     Desloratadine, generic for Clarinex® 

     Imiquimod cream, generic for Aldara cream® 
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Diabetes and intensive blood pressure control [Link] 

Of the 10,251 individuals with type 2 diabetes enrolled in the ACCORD trial, a sub-population of 4,733 individuals were also 

evaluated for intensive vs standard BP control.  The Joint National Committee on Prevention, Detection, Evaluation, and Treat-

ment of High Blood Pressure (JNC 7) recommends targeting a blood pressure of 130/80 in patients with diabetes since the risk of 

cardiovascular disease is increased in this population.    

 The current study compared targeting systolic blood pressure < 120 mm Hg versus 140 mm Hg.  No specific drugs were evaluated.  

The primary outcome was major cardiovascular event, which was a composite of nonfatal MI, nonfatal stroke and CV death.   

 The primary outcome rates per year were 1.87% and 2.09% in the intensive and standard group, respectively (P=0.2).  

The rates of death per year from any cause 1.28% in the intensive group versus 1.19% in the standard group ( P=0.55).  

Rate of death per year from cardiovascular causes were again insignificant, 0.52% versus 0.49%, P=0.74.   

 Secondary endpoints, rate of total stroke and nonfatal stroke per year were nominally significant in favor of the intensive group.   

For total stoke, 0.32% in the intensive group and 0.53% in the standard group, P=0.01.   

For nonfatal stroke, 0.30% in the intensive group and 0.47% in the standard group, P=0.03. 

 Adverse events occurred MORE frequently in the intensive therapy group, including hypotension, bradycardia, hypokalemia and 

elevations in creatinine. 

Author conclusions are that intensive blood pressure control targeting a systolic reading of <120 mmHg does NOT reduce the  risk 

of CV events as compared to standard therapy targeting systolic blood pressure <140 mmHg.       
 

Treatment of muscle cramps [Link] 

Muscle cramps can be very debilitating to patients and currently not many options are available.  The antimalarial, quinine, has 

been used frequently in the past for idiopathic muscle cramps however it is NOT FDA approved for this indication.   

 In fact, quinine was removed from the market by the FDA in 2006 due to “665 reports of adverse events with serious out-

comes associated with quinine use, including 93 deaths”.   

Review of the literature shows mixed results, some reporting efficacy and others lack of.  Adverse effects with quinine are com-

mon and include cinchonism, (headache and tinnitus), bitter taste and hematologic abnormalities (hemolytic uremic syndrome, 

thrombotic thrombocytopenia purpura, disseminated intravascular coagluation , bleeding diathesis).  Therefore risks versus bene-

fits need to be evaluated prior to use.  Other medications that have been studied and show potential benefit are naftidrofuryl (not 

available in US), vitamin B complex and diltiazem.  Further studies are needed. 
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Additions: 
Acuvail® 0.45% added to Tier 2 w/PAR 

Sabril® added to Tier 2—Available via specialty pharmacy only 

Embeda® added to Tier 2 

Omeprazole 40 mg added to Tier 1 (STEP therapy applies) - Previously only 20 mg generic was Tier 1. 

Pentasa® added to Tier 2 

Renvela® powder added to Tier 2 
 

Tier Changes based upon the availability of new first-time GENERIC products: 
Alphagan® 0.15% moved to Tier 3, brimonidine added to Tier 1 

Optivar® moved to Tier 3, azelastine 0.05% added to Tier 1 

Benzaclin® moved to Tier 3, clindamycin/benzoyl peroxide 1% added to Tier 1 

Aggrenox® moved to Tier 3, aspirin/dipyridamole ER added to Tier 1 

Catapres® TTS moved to Tier 3, clonidine transdermal added to Tier 1 

Ovide® moved to Tier 3, malathione added to Tier 3 (remains non-preferred) 

Adderall® moved to Tier 3, amphetamine/dextroamphetamine added to Tier 1 

Starlix® moved to Tier 3, nateglinide added to Tier 1 
 

Reviewed by P&T Committee but will remain non-preferred Tier 3 at present: 
Onglyza, Bepreve, Saphris (PA except Psych), Valturna (STEP ACE/ARB), Extavia (PA, specialty pharmacy only), Intuniv, Zipsor, Alo-

quin, Alcortin, Colcrys, Avinza SR 45/75 mg, Onsolis (PA except oncology), Plan B One Step, Metozolv ODT (PA), HP Acthar (PA) 
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