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Rescheduling of Hydrocodone Combination Products 

 
 The DEA issued a final rule on August 22, 2014 moving hydrocodone combination products 
(HCP's) from Schedule III to Schedule II.  The rule applies to all persons who handle, manufacture, 
distribute, dispense, import, export, research, analyze, or possess HCPs. 
 
 Drugs affected:  Hydrocodone products such as Zohydro® are already Schedule II drugs.  
There are several hundred brand name and generic products marketed as an HCP that will now be a 
Schedule II.  Generic hydrocodone and acetaminophen (e.g. Vicodin®, Lortab®) is one of the most 
common combinations and cough suppressants such as Hycodan®, Mycodone®, Tussionex®, 
Pennkinetic® and Tussigon®.   
 
 Effective Dates:   No products may be manufactured or distributed as a Schedule III on or 
after October 6, 2014.  Pharmacies may not distribute non-patient specific Schedule III product to 
another pharmacy on or after October 6, 2014.  Beginning October 6 a DEA Form 222 or CSOS 222 
will be required to order all products.     
 
All prescriptions for HCPs written on or after October 6, 2014 shall be treated as a Schedule II 
prescription.  The prescriber shall not authorize refills on any prescription written on or after October 
6, 2014. 
 
 Prescriptions written for an HCP before October 6, 2014 may continue to be filled as a 
schedule III.  The prescriber may authorize refills but dispensing must occur before April 8, 2015 or 
within the 6 month expiration date whichever occurs first.  An original prescription may be transferred 
between pharmacies on a one-time basis so long as refills exist. 
 
 Pharmacies may dispense from stock that is labeled as CIII even after October 6, 2014 for CII 
prescriptions because there may be a temporary disruption of supply.   
 
 Multiple Prescriptions:  The federal rule allows a practitioner to provide a patient with 
multiple prescriptions on the same day for the same Schedule II controlled substance (CS) to be filled 
sequentially. There is no federal or state limit on the amount a prescriber can prescribe, but when a 
prescriber issues multiple prescriptions of the same drug on the same day, the combined amount shall 
not exceed a 90-day supply. It is up to the prescriber to determine how many separate prescriptions to 
write. For example, a prescriber may issue three 30-day Schedule II prescriptions to cover the 90 days, 
or he or she may issue nine 10-day Schedule II prescriptions to cover the 90 days. Each prescription 
must be individually written on a separate prescription. Once the prescription is filled, the inspector 
would expect to find either three separate canceled prescriptions or nine canceled prescriptions. 
 
 Returns:  Distributors that return CIII product to the manufacturer for relabeling will be 
required to use a DEA 222 form on or after October 6.  Therefore, the distributor may be requiring a 
DEA 222 from the pharmacy for any returns of CIII product after that date. 
 
 Orders:  A DEA 222 or a CSOS 222 is required with pharmacy orders invoiced or delivered on 
or after October 6, 2014.   
 

 Inventory Requirements When a Drug Is Scheduled:  Pursuant to 21 CFR §1304.11, a 
pharmacy is required to take an inventory of any CS that is added to the list on the effective date of 
the rule.   On October 6, 2014, a pharmacy will be required to do an exact count of hydrocodone 
products.  Make sure you designate on the inventory whether the inventory was taken at the 
beginning or close of business.  Kansas law requires an annual inventory of all CS's.   

 


