	

Hello:

I am Wade Delk, ASPMN Director of Governmental Affairs.  This is an update on recent Food and Drug Administration action that is of interest to us.

On Thursday, January 13, the FDA held a teleconference to announce an action they are taking regarding Acetaminophen.

The FDA said that 

Drug manufacturers using prescription combination products that contain acetaminophen are being asked to limit its amount to no more than 325 milligrams per tablet or capsule.  The FDA is also requiring manufacturers to update the labels of all combinations that include acetaminophen, warning of the potential risk for severe liver injury.  This is called a “box warning” and is the strongest warning for labels that FDA can take.

-These changes will not be immediate rather they will be phased in over 3 years.

-The FDA stated that there is no immediate danger to patients who take these combination pain medications as prescribed.

-They said they are taking this action because of the continued reports of liver injury.  
Most of the cases occur when more than the prescribed dose is taken within a 24 hour period, or the patients drank alcohol while taking the products. 

-This action only applies to prescription acetaminophen in combination with an opioid pain medicine such as Percocet or Vicodin.

-It does not affect intravenous acetaminophen, or over the counter acetaminophen.

-From FDA’s perspective when taken as directed acetaminophen is a very safe product.  FDA just wants to make it safer for patients.  -They want to make sure that patients know how much acetaminophen is in the prescriptions they are taking as they believe it is often unclear to them how much is contained in their medications.  -The FDA is encouraging patients to carefully read labels, and talk to their healthcare provider, and said that patients should not stop taking these medications without first talking to their healthcare provider.   
 
-This FDA action is a shift away from the higher doses of acetaminophen in prescription opioid combinations. They do not expect there to be any shortage of the pain medications as a result of this action. 

-The FDA is not limiting the amount of opioid in these products.  

-As a reminder - The maximum acetaminophen dose per 24 hours is 4000 milligrams.

The FDA stated that in 2008, 200 million prescriptions were dispensed for these combination products, and acetaminophen is a leading cause of drug related injury in the United States.  The FDA also said that overdoses from prescription products containing acetaminophen account for nearly half of all cases of acetaminophen related liver failure in the United States, many of which result in liver transplants or death.

I hope this information is useful to you.

  If you have any questions please call me at 202-253-7862 or e-mail me at wade@aspmn.org

Thank you.


