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FDA places a hold on long-term Avandia study [Link] [CNN Article]  

After a recent vote to keep rosiglitazone (Avandia) on the market and the recommendation of the FDA review panel to add 

more stringent warnings to rosiglitazone package labeling, the FDA has placed a hold on the TIDE trial.   The trial was 

placed on hold in order to allow the FDA to determine whether or not the use of rosiglitazone is too dangerous to participants.  
 

Meta-analysis reveals possible link between MI and calcium supplementation 

A recent meta-analysis of 11 randomized controlled trials evaluating calcium supplement use showed an approximate 30% 

increase in incidence of myocardial infarction in patients using at least 500 mg per day of calcium compared to placebo.  The 

results of this meta-analysis may influence prescribers to evaluate the risks and benefits of recommending calcium supple-

mentation in all patients.[Link] 
 

Manufacturers begin to ship the 2010/2011 seasonal flu shots and sprays 

Sanofi-Pasteur, Glaxo SmithKline, Novartis and MedImmune have announced the initiation of flu vaccine shipments to dis-

tributors, estimating the availability of 155 million flu shot doses for the 2010/2011 flu season.  The 2010/2011 seasonal flu 

vaccine will include the 2009 H1N1 strain. [Link] 
 

Phase III trial of weight loss medication shows promise 

Lorcaserin, a selective serotonin 2C receptor agonist produced by Arena Pharmaceuticals, has been shown to produce and 

maintain a weight loss of at least 5% in 47.5% of patients using Lorcaserin enrolled in a double blind, placebo controlled trial 

after 1 year. [Link] 
 

Approval of GENERIC form of Lovenox met with lawsuit 

The makers of Lovenox (Sanofi-aventis) have filed a lawsuit attempting to block the sales of the recently FDA approved ge-

neric form of low molecular weight heparin, enoxaparin, citing concern over the manufacturing process.  At present, sales of 

enoxaparin through Momenta Pharmaceuticals and Sandoz are not restricted.  A hearing will occur August 17th. [Link]  
 

Vitamin E may reduce long-term risk for dementia and Alzheimer’s 

A large observational study out of the Netherlands has associated the consumption of dietary vitamin E with a reduction in 

the development of dementia.  Adults over the age of 55 who consumed the most vitamin E were 25% less likely to develop 

dementia than those who consumed the least vitamin E.[Link]  
 

Pharmacy—Clinical Sound Bites 

 The FDA has approved a three drug anti-hypertensive combination pill (olmesartan medoxomil, amlodipine and hctz), an option for 

patients whose hypertension is not controlled on ARBs, calcium channel blockers, or diuretics alone. [Link] 

New black box warning for severe liver injury with arthritis drug Arava (leflunomide) 

A boxed label has been added to the labeling information for Arava highlighting the risk of 

severe liver injury in patients taking this drug and how this risk may be reduced.  Arava is a 

used to treat rheumatoid arthritis.  [link] 
 

FDA Advisory: Avoid unintentional Exposure of Children and Pets to Evamist 

Patients using Evamist should not allow children to make contact with the area of the arm where Evamist is sprayed 

and should wash the child’s skin with soap and water as soon as possible if contact does occur.  If direct contact with 

the arm cannot be avoided, it is recommended that you wear a garment that covers the area where the drug was ap-

plied. [link] 
 

Daptomycin May be Linked to Eosinophilic Pneumonia 

Six cases were reported to the FDA’s Adverse Event Reporting System and other cases 

were uncovered in review of medical literature.  Patients who were 60 years and older de-

veloped eosinophilic pneumonia 2 to 4 weeks after starting daptomycin treatment and ex-

perienced improvement after discontinuing the drug. [Link] 
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Multiple Sclerosis:  

Results of phase 3 clinical trials have shown fingolimod (Novartis) decreases relapse rates and progression of disability as-

sociated with MS.  Low rates of relapse were shown after four years of treatment in patients treated with fingolimod.  An 

oral version of cladribine (Merk), a drug currently used intravenously for various leukemias, is being considered for use in 

MS after showing a decrease in relapses and disability progression in a phase 3 clinical trial.[Link] 
 

Diabetes:  

A long acting form of Byetta (Lilly) for once weekly administration is currently under consideration for approval by the 

FDA after showing improved blood-glucose control in phase 3 studies.  After Pfizer’s discontinuation of Exubera in 2007, 

Afrezza (MannKind Corp.), a new form of inhaled insulin, is being developed for rapid onset of action meant to mimic the 

insulin produced in response to meals.  [Link] 
 

Anti-platelet: 

AstraZeneca’s investigational anti-platelet drug ticagrelor (Brilinta) has been recommended for FDA approval by an FDA 

advisory panel, citing apparent greater efficacy than clopidogrel (Plavix) for patients with acute coronary syndrome.  Tica-

grelor may provide a new option for patients who have received medical treatment or PCI, as well as for patients exhibiting 

clopidogrel resistance. [Link] 
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New Generic Approvals*: 

[Each have a Medicare exception from Tier changes until 1/1/2011] 
 

Recently approved generics include: 

Enoxaparin Generic for Lovenox     Riluzole generic for Rilutek 

Desloratadine (orally disintegrating tablet) generic for clarinex    Isofulfan Blue generic for Lymphazurin 

Buprenorphine (weekly transdermal patch) generic for Butrans  Naratriptan generic for Amerge  

Adapalene (cream) generic for Differin 

Continued on p.3  ——> 

 

Incoming Question:  ―I have a patient who has been taking Lipitor 40mg for over two years and now he has de-

veloped hepatitis, most likely due to the Lipitor.  We discontinued his Lipitor and now his LDL level is elevated at 

250 mg/dl, HDL decreased at 30 mg/dl, and triglycerides within range at 100 mg/dl.  What alternative lipid regi-

men could be prescribed for this patient instead? 
 

 Answer:  Since the patient has hepatitis with elevated LDL levels and lowered HDL levels with normal triglyc-

eride levels, WelChol (colesevelam) is recommended for this particular type of patient.   
“Insull W Jr, Toth P, Mullican W, Hunninghake D. et al,Effectiveness of colesevelam hydrochloride in decreasing LDL 

cholesterol in patients with primary hypercholesterolemia: a 24-week randomized controlled trial, Mayo Clin Proc. 

2001 Oct;76(10):971-82.”: 

Doesn’t effect the liver since it is a nonabsorbed binder of bile acids in the intestine 

For a duration of 24 weeks, 650 patients with hypercholesterolemia, colesevelam  
reduced LDL cholesterol levels by 20% with a daily dose of 4.5G 

mean total cholesterol levels decreased by 10%  

HDL cholesterol levels increased by 3% over baseline 

Triglyceride levels increased by 9% (i.e., be cautious in patients whose TGs are elevated) 
 

Zetia (ezetimibe) can also be an option in this patient [link] 
Ezetimibe does not inhibit cholesterol synthesis in the liver, or increase bile acid excretion. Instead, ezetimibe 

localizes at the brush border of the small intestine and inhibits the absorption of cholesterol, leading to a de-

crease in the delivery of intestinal cholesterol to the liver. 

432 patients taking 5mg or 10mg of ezetimibe: 
LDL decreased by 15.7% (5mg) and 18.5% (10mg)   

HDL increased by 2.9% (5mg) and 3.5% ( 10mg) 
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The ACCORD Study Group and ACCORD Eye Study Group 

 

Study Goal—Determine whether intensive glycemic control, combination therapy for dyslipidemia, and intensive 

blood-pressure control would limit the progression of diabetic retinopathy in patients with type 2 diabetes.   

 

Patient population         

 Age: 61.6 + 6.3 

 Duration of Diabetes 10.0 + 7.1 

 Glycated Hemoglobin 8.2 + 1.0 

 Cholesterol  

HDL 41.9 + 11.3 

LDL 100.7 + 32.7 

Triglycerides 195.1 + 162.6 

 Blood Pressure 

Systolic 134.5 + 17.0 

Diastolic 74.9 + 10.5 

 Diabetic retinopathy status  

 None: 1450/2854 

 Mild 518/2854 

 Moderate Nonproliferative diabetic retinopathy 847/2854 

 Severe Nonproliferative diabetic retinopathy 10/2854 

 Proliferative diabetic Retinopathy 29/2854  

 

Protocol—  

 Open label simvastatin and masked fenofibrate dosed to Creatinine Clearance (CrCl) or placebo 

 

Strengths of Study—  

 Large, long term study, randomized, placebo controlled, use of clinical outcomes, NHLBI funded (unbiased) 

 

Weaknesses of Study—  

 Collection of data on retinopathy outcomes from fundus photographs at only two time points, sizable propor-

tion of the original ACCORD Eye study population whose retinopathy status could not be assessed at 4 years 

 

RESULTS— 

 Intensive versus standard glycemia therapy– The intensive glycemic group had less participants developing  

progression of diabetic retinopathy.  After 4 years of follow up, 7.3% (104/1429) of participants in the inten-

sive glycemic control group developed diabetic retinopathy as compared to 10.4% (149/1427) in the standard 

glycemic therapy group. ( adjusted ratio .67; 95% confidence interval, .51 to .87; P= .003)  

Disease State Or Literature Update: 
Full text Article available from NEJMð[Link] 
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The ACCORD Study Group and ACCORD Eye Study Group 

 

Results Cont’d 
 

 Fenofibrate Versus Placebo— HDL values were slightly higher in the Fenofibrate group compared to the pla-

cebo group. The baseline median HDL cholesterol level was at 38mg/deciliter.  The HDL was slightly higher 

at 40mg/deciliter with the fenofibrate group and 39mg/deciliter in the placebo group.  The baseline LDL cho-

lesterol level of 93mg/deciliter were lowered to about 78mg/deciliter in both groups (P=0.68). Baseline triglyc-

eride level was at 163mg/deciliter and it was decreasedto 120mg/deciliter in the fenofibrate group and 147mg/

deciliter in the placebo group (P<.001).  Rate of progression of diabetic retinopathy was 6.5% in the fenofi-

brate group and 10.2% in the placebo group. ( 95% CI,  .42to .87; P = .006)  
 

 Intensive versus standard Blood Pressure control– Baseline median systolic BP at 137mm HG.  Median SBP 

was 117mmHg in intensive therapy group  and 133 mmHg in the standard therapy group.  Rate of progression 

of diabetic retinopathy were 10.4% in intensive BP control and 8.8% in standard BP control group. (p =.29) 
 

 Safety- 

Increased risk of having a hypoglycemic event  

glycated hemoglobin levels <6.0%  
 

 Subgroup Analyses - No significant correlation with the treatment effect and the characteristics of the sub-

groups except for the baseline LDL cholesterol (P=.04) and baseline retinopathy (P=.03) in the lipid trials. 
 

 Conclusion-There are beneficial effects of intensive glycemia therapy and combination therapy for dyslipide-

mia on the progression of diabetic retinopathy.  There was no significant difference in the progression of dia-

betic retinopathy between patients receiving a standard antihypertensive therapy or intensive antihypertensive 

therapy. - There was not a significant difference in the progression of diabetic retinopathy between patients 

receiving standard or intensive antihypertensive therapy.    
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Formulary Updates:  

Full text Article available from NEJMð[Link] 

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

(PA), HP Acthar (PA) 

Link to IHA Formulary 
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