
Hydrocodone Combination Reschedule Update 
 

 

Like many of our customers, CustomVault has been holding its breath since the January 
advisory panel recommendation to move hydrocodone combination drugs from Schedule 
III to Schedule II.  The writing appears to be on the wall.  While widely debated for years, 
the shift is now supported by many within the FDA, DEA, and legislature.  Indeed, Reps. 
Vern Buchanan (R-Fla.) and Edward Markey (D-Mass.) sent the FDA a letter in January 
urging the agency to follow the recommendations of the advisory panel, citing the 
epidemic nature of prescription drug abuse.  “It has been 14 years since the initial 
petition requesting that the FDA and [the Drug Enforcement Agency] evaluate the proper 
scheduling of hydrocodone combination drugs,” Buchanan, Markey and five senators 
wrote. “In those 14 years, there have been a staggering number of hydrocodone related 
deaths and a drastic increase in non-medical users of these products.” 

The FDA is responding thus far by managing expectations.  While action is likely, it may 
not be quick.  In a response letter dated March 5th and quoted in The Hill, Michelle Mital, 
the acting associate commissioner of legislation at the FDA, stated, “The FDA shares 
your concerns regarding prescription drug abuse.  We are strongly committed to finding 
ways to reduce the misuse of those medications.” 

The agency said it is “analyzing and reviewing the data” from the advisory panel, but 
noted that the Drug Enforcement Administration (DEA) is ultimately responsible for 
reclassifying drugs, and required to follow a long rule-making process before doing so. 
Specifically, the DEA needs to publish information in the Federal Register and receive 
public comment, the FDA said in the letter.  Additional research regarding the 
addictiveness of the medication may also be necessary before it makes a 
recommendation to the Department of Health and Human Services which will then put in 
motion a rulemaking process from the DEA. The FDA states clearly that it alone cannot 
change the schedule status of a drug. 

This may not be quick enough for lawmakers.  However, they do have the option to force 
the DEA to change the scheduling of the painkillers via legislation.  According to The Hill, 
a House staffer, who signalled dissatisfaction with the FDA's response, told the 
publication that there is an impending bill to address the issue. 

CustomVault’s takeaway: be ready. 


