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MARKET 
STATUS 

 

BENICAR 

olmesartan medoxomil 

DAIICHI SANKYO 

5mg, 20mg, 

40mg tabs 

NEW INDICATION: For the treatment of hypertension in 

children and adolescents 6 to 16 years of age. BENICAR is 

also approved for the treatment of hypertension in adults.  

Available 

CRESTOR 

rosuvastatin calcium 

ASTRAZENECA 

5mg, 10mg, 

20mg, 40mg tabs 

NEW INDICATION: to reduce the risk of stroke, myocardial 

infarction and arterial revascularization procedures in 

individuals without clinically evident coronary heart disease 

but with an increased risk of cardiovascular disease based 

on age (men aged 50 or older and women aged 60 or older), 

high-sensitivity C-reactive protein ≥ greater than or equal to 2 

mg/L, and the presence of at least one additional CVD risk 

factor, such as hypertension, low HDL-C, smoking, or a 

family history of premature coronary heart disease. 

 

Available 
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(Bed ford  Labs)  

Injectable 
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PROCRIT, EPOGEN & ARANESP - The FDA and Amgen are notifying health care providers and patients that all erythopoiesis-

stimulating agents (ESAs), including PROCRIT, EPOGEN, and ARANESP, must be prescribed and used under a risk evaluation 

and mitigation strategy (REMS) to ensure safe use. Studies show that ESAs can increase the risk of tumor growth and shorten 

survival rates in cancer patients, in addition to increasing the risk of heart attack and heart failure, stroke, or blood clots. As part of 

the REMS, a Medication Guide must be provided to all patients explaining the risks and benefits associated with ESA use. The FDA 

has also required Amgen to develop the ESA APPRISE (Assisting Providers and Cancer Patients with Risk Information for the Safe 

use of ESAs) Oncology program to train health care professionals in the prescribing and dispensing of ESAs. Only those who 

complete the training will be allowed to prescribe and dispense ESAs. PROCRIT, EPOGEN, and ARANESP are approved for the 

treatment of anemia that may occur due to kidney failure, certain kinds of chemotherapy, and zidovudine administration and anemia 

occurring in certain patients undergoing surgery. 

N E W  G E N E R I C S   

F D A  N E W S  /  A L E R T S  

The fo l lowing med icat ions are  repor ted ly  in  

shor t  supply  and may  be  temporar i ly  

unava i lab le  in  pharmacies  nat ionwide :   

 

  Acyc lov i r  tab le t s  (a l l  s t reng ths )   

  Amnes teem 20mg capsu le  

  A rmour  Thyro id  t ab le t s  (a l l  s t reng ths )  

  Buprenorph ine  t ab le t s  (a l l  s t r eng ths )  

  C lon id ine  pa tches  (a l l  s t reng ths )  

  Gemf ib roz i l  600mg  tab le ts  

  Hydromorphone  1mg /mL sy r i nge  

  Hydromorphone  2mg /mL sy r i nge  

  Levo th ro id  t ab le t s  (a l l  s t reng ths )  

  Lexap ro  5mg/5mL o ra l  so lu t ion  

  Or tho  T r i -Cyc len  Lo  tab le t s  

  P romethegan  25mg  suppos i t o r y  

  P ropo fo l  10mg/mL v ia l  

  Va lacyc lov i r  500mg tab le ts  

  V i ve l le -Do t  0 .075mg /24hr  pa t ches  

 

M E D I C A T I O N  S H O R T A G E S  

SEREVENT & FORADIL - Due to safety concerns, the FDA is requiring changes to how long-acting inhaled medications called 

Long-Acting Beta-Agonists (LABAs) are used in the treatment of asthma. These changes are based on FDA's analyses of studies 

showing an increased risk of severe exacerbation of asthma symptoms, leading to hospitalizations in pediatric and adult patients as 

well as death in some patients using LABAs for the treatment of asthma.  LABAs are approved as single-ingredient products 

(SEREVENT and FORADIL) and as an ingredient in combination products containing inhaled corticosteroids (ADVAIR and 

SYMBICORT) for the treatment of asthma and chronic obstructive pulmonary disease (COPD). They work by relaxing muscles in 

the airway and lungs, which helps patients breath easier, and lessens symptoms such as wheezing and shortness of breath. To 

ensure the safe use of these products, the following guidelines should be followed: 

 

 The use of LABAs is contraindicated without the use of an asthma controller medication such as an inhaled corticosteroid. 

Single-ingredient LABAs should only be used in combination with an asthma controller medication; they should not be used 
alone.  

 LABAs should only be used long-term in patients whose asthma cannot be adequately controlled on asthma controller 

medications.  

 LABAs should be used for the shortest duration of time required to achieve control of asthma symptoms and discontinued, if 

possible, once asthma control is achieved. Patients should then be maintained on an asthma controller medication.  

 Pediatric and adolescent patients who require the addition of a LABA to an inhaled corticosteroid should use a combination 
product containing both an inhaled corticosteroid and a LABA, to ensure compliance with both medications.  

 

The FDA is also requiring a risk management program REMS for these products. The REMS for LABAs will include a revised 

Medication Guide written specifically for patients, and a plan to educate healthcare professionals about the appropriate use of 

LABAs.  The FDA has determined that the benefits of LABAs in improving asthma symptoms outweigh the potential risks when used 

appropriately with an asthma controller medication in patients who need the addition of LABAs. 


