
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. 
 

                                                 



10.12 - Bundling of Home Infusion Drugs Under a Part C Supplemental 
Benefit 
(Rev. 18, Issued: 01-15-16, Effective: 01-15-16; Implementation: 01-15-16) 
 
Part D sponsors that offer Medicare Advantage (MA) prescription drug plans may choose to 
provide Part D home infusion drugs as part of a bundled service as a mandatory supplemental 
benefit under Part C, provided the sponsor consistently applies the option (i.e., in a given 
contract year, the plan either always covers a particular home infusion drug as part of a bundled 
service under Part C, or always covers a particular home infusion drug under Part D).  Given 
uniform benefits requirements, sponsors electing this option must also ensure that the bundled 
service is available to all enrollees of any MA-PD or cost plan in which it chooses to provide 
Part D home infusion drugs as a mandatory supplemental benefit under Part C. 
 
Interested Part D sponsors must appropriately assign these costs to the Part C component of their 
bids to account for these bundled drugs.  They must also provide, through the Formulary 
Submission module, a file that clearly identifies the Part D home infusion drugs that will be 
offered as part of a mandatory supplemental benefit under Part C for the following contract year.  
CMS will review sponsors’ home infusion drug files as part of our formulary review process to 
ensure that only home infusion drugs are included as part of the Part C supplemental benefit. 
 
Effective with contract year 2010, CMS waived the definition of a Part D drug at 42 CFR 
§423.100 with respect to Part D drugs covered as part of a bundled benefit under a Part C 
supplemental benefit.  Waiver of the definition of a Part D drug will improve benefit 
coordination of home infusion therapy between Parts C and D, particularly since the services and 
supplies necessary for home infusion are never covered under Part D but would be provided as 
part of a bundle of service under a Part C mandatory supplemental benefit.  However, this waiver 
is conditioned on the application of zero cost sharing for the bundle of home infusion services 
provided under a Part C supplemental benefit.  Thus, sponsors will not qualify for the waiver 
and, in turn, will not qualify to cover Part D home infusion drugs as part of a bundle of services 
under a Part C supplemental benefit without indicating on their Plan Benefit Packages (PBPs) 
that the applicable cost sharing for this bundle of services is $0. 
 
In addition, the requirement that Part D sponsors’ formularies include at least two Part D drugs 
in each category and class of covered Part D drugs at 42 CFR §423.120(b)(2)(i) is waived for 
Part D sponsors for applicable formulary categories or classes when Part D home infusion drugs 
are provided as part of a bundled service as a mandatory supplemental benefit under Part C.  
Waiver of the requirement at 42 CFR §423.120(b)(2)(i) will allow Part D sponsors choosing to 
provide Part D home infusion drugs as a part of bundled service under a Part C mandatory 
supplemental benefit to improve benefit coordination of home infusion therapy between Part C 
and Part D.  This improved benefit coordination promotes continuity of care and cost avoidance 
of more expensive institutional care by facilitating continuous access to home infusion drugs, as 
well as the costs of administration and supplies associated with that therapy. 
 
Part D sponsors choosing to provide Part D home infusion drugs as part of a bundled service 
must indicate on their marketed formularies that certain drugs may be covered under the 

http://www.gpo.gov/fdsys/pkg/CFR-2014-title42-vol3/pdf/CFR-2014-title42-vol3-sec423-100.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title42-vol3/pdf/CFR-2014-title42-vol3-sec423-100.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title42-vol3/pdf/CFR-2014-title42-vol3-sec423-120.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title42-vol3/pdf/CFR-2014-title42-vol3-sec423-120.pdf

