
10.8 - Drugs Used to Treat Opioid Dependence 
(Rev. 18, Issued: 01-15-16, Effective: 01-15-16; Implementation: 01-15-16) 
 
Part D sponsors must include coverage for Part D drugs, either by formulary inclusion or via an 
exception, when medically necessary for the treatment of opioid dependence.  Coverage is not 
limited to single entity products such as Subutex®, but must include combination products that 
are Part D drugs when medically necessary (e.g., Suboxone®).  For any new enrollees, CMS 
requires sponsors to have a transition policy to prevent any unintended interruptions in 
pharmacologic treatment with Part D drugs during their transition into the benefit.  This 
transition policy, along with CMS’ non-formulary exceptions/appeals requirements, should 
ensure that all Medicare enrollees have timely access to their medically necessary Part D drug 
therapies for opioid dependence. 
 
A Part D drug is defined, in part, as “a drug that may be dispensed only upon a prescription.”  
Consequently, methadone is not a Part D drug when used for treatment of opioid dependence 
because it cannot be dispensed for this purpose upon a prescription at a retail pharmacy.  
(NOTE:  Methadone is a Part D drug when used for pain).  State Medicaid Programs may 
continue to include the costs of methadone in their bundled payment to qualified drug treatment 
clinics or hospitals that dispense methadone for opioid dependence. 
 
10.9 - DESI Drugs 
(Rev. 2, Issued:  07-18-08; Effective/Implementation Date:  07-18-08) 
 
For a drug to be available for reimbursement by a Part D sponsor it must meet the definition of a 
Part D drug.  Section 1860D–2(e)(1) of the Social Security Act (the Act) generally defines a Part 
D drug to include those drugs that may be dispensed only upon a prescription and that meet the 
requirements of section 1927(k)(2) of the Act.  Section 1927(k)(2) generally requires that the 
drug be approved by the FDA or otherwise described under sections 1927(k)(2)(A)(ii) or (A)(iii) 
of the Act.  These provisions address those drugs affected by the Drug Amendments of 1962 
(amending the Federal Food, Drug & Cosmetic Act), which require that a new drug be proven 
effective, as well as safe.  FDA’s Drug Efficacy Study Implementation (DESI) evaluates the 
effectiveness of those drugs that had been previously approved on safety grounds alone.  FDA 
indicates that these drugs, and those identical, related, and similar to them, may continue to be 
marketed until the administrative proceedings evaluating their effectiveness have been 
concluded, at which point continued marketing is permitted only if a new drug application 
(NDA) or abbreviated new drug application (ANDA) is approved.  The vast majority of the 
DESI proceedings have been concluded, but a few are still pending. 
 
The definition of a Part D drug does not include less than effective (LTE) DESI drugs or those 
identical, related or similar drugs to the LTE DESI drug.  As FDA continues to undertake 
reviews under the DESI program and announces results of its hearings, CMS would expect Part 
D sponsors to adjust their formularies accordingly, as they should with any other applicable FDA 
drug product announcement.  If a sponsor discovers the presence of any LTE DESIs on its 



formulary based on an FDA announcement or otherwise, it should remove these drugs from the 
formularies on accordance with section 30.3.1 
 
10.10 - Over-the-Counter Products (OTCs) 
(Rev. 2, Issued:  07-18-08; Effective/Implementation Date:  07-18-08) 
 
The definition of a Part D drug does not include OTCs.  Therefore, Part D sponsors cannot cover 
OTCs under their basic prescription drug benefit or as a supplemental benefit under enhanced 
alternative coverage.  However, CMS will allow Part D sponsors the option to provide OTCs as 
part of their administrative costs structure.  Refer to chapter 7, section 60, of this manual for 
further discussion of this option. 
 
When an existing formulary product switches to an OTC status during the contract year, any 
existing inventory of the previous legend product (manufactured under the legend New Drug 
Application (NDA) and possessing the legend National Drug Code (NDC) number) will continue 
to satisfy the Part D drug definition.  Given the potential for beneficiaries requiring conversion to 
other therapeutically equivalent legend products, CMS strongly recommends immediate 
notification of affected enrollees using the notification criteria outlined in section 30.3.4.  CMS 
will direct sponsors to remove the converted legend product from their formulary at the next 
formulary submission window after the OTC product becomes available. 
 
Providing the OTC product at no cost to beneficiaries, as outlined in chapter 7, section 60, of this 
manual, will not satisfy CMS’ formulary requirements and Part D sponsors may need to add 
additional drugs when the OTC is removed from its formulary.  However, adjudication of the 
legend product may continue as long as the market holds residual inventory. 
 
10.11 - Common Home Infusion Drugs 
(Rev. 2, Issued:  07-18-08; Effective/Implementation Date:  07-18-08) 
 
CMS has identified a list of acute care drugs that are most commonly utilized in the home 
infusion setting.  The use of these drugs or drug classes often results in an earlier hospital 
discharge and reduced healthcare costs.  Rapid access to these agents is imperative for these 
health care transitions.  It is CMS’ expectation that Part D sponsors will not implement policies 
that could potentially delay or restrict beneficiary access to these important agents.  In general, 
should prior authorization or other utilization management edits apply to any of these agents, 
CMS would expect that Part D sponsors handle these in an expedited manner in order to 
facilitate hospital discharge in appropriate time frames.  In addition, it is CMS’ expectation that 
Part D sponsors ensure appropriate beneficiary access to these drugs or drug classes via 
formulary inclusion.  See Appendix A for a list of commonly utilized home infusion drugs. 
 

 
1 If, based on an FDA announcement, a Part D sponsor recognizes and removes a non-Part D drug from its 
formulary; CMS expects that Part D sponsors will provide 60 days of advance notice of the formulary removal. 
 

                                                 


