
described in section 50.1.  In other words, limited access to a Part D drug may not be based 
solely on the placement of a Part D drug in a specialty or high-cost tier because this tier 
placement alone is not indicative of any special requirements associated with such drug. 
 
Part D sponsors may only restrict access to Part D drugs to a subset of their network pharmacies 
for the following reasons: 
 

1. The FDA has restricted distribution of the drug to certain facilities or physicians; or 
 
2. Appropriate dispensing of the Part D drug requires extraordinary special handling, 

provider coordination, or patient education that cannot be met by a network pharmacy. 
 
Additional education or counseling alone does not qualify a drug for limited distribution within 
the overall pharmacy network. 
 
Part D sponsors may specify, on a drug-by-drug basis, reasonable requirements for network 
pharmacies to ensure appropriate handling and dispensing of a particular Part D drug that 
requires special attention.  These drug-by-drug requirements should only apply to special 
handling and dispensing that may be required for a particular “specialty” drug and not to 
reimbursement or other standard contracting terms and conditions.  Offering pharmacies 
unreasonably low reimbursement rates for certain “specialty” drugs may not be used to subvert 
the convenient access standards.  In other words, Part D sponsors must offer reasonable and 
relevant reimbursement terms for all Part D drugs as required by 42 CFR 423.505(b)(18). 
 
In addition, Part D sponsors may not require network pharmacies to qualify as a “specialty” 
pharmacy in order to dispense any drug that requires special attention if the network pharmacy is 
capable of appropriately dispensing the particular Part D drug or drugs in question.  The 
convenient access standards dictate that “specialty” pharmacies be used to supplement network 
pharmacy access when necessary and not otherwise restrict it. 
 
If a Part D sponsor finds it necessary to restrict access to a Part D drug for either of the two 
reasons listed above, it must indicate this on the formulary information page in the Formulary 
Submission module, as well as identifying these drugs in the formulary flat file.  Additionally, 
Part D sponsors must be prepared to provide CMS with documentation substantiating the limited 
access drug criteria. 
 
50.4 - Home Infusion Pharmacy Access 
(Rev. 14, Issued; 09-30-11, Effective: 09-30-11, Implementation: 09-30-11) 
 
In order to meet the requirements for adequate access to home infusion pharmacies, Part D 
sponsors must deliver home infusion drugs to enrollees within 24 hours of discharge from an 
acute setting, unless the next required dose, as prescribed, is required to be administered later 
than 24 hours after discharge.  To ensure Part D sponsors can provide such access, as part of 
their initial pharmacy access submissions, and through Part D annual reporting requirements 
(Information Collection Requirements (ICF) OMB 0938-0992), each Part D sponsor must 
provide a list of all contracted home infusion pharmacies licensed/legally able to serve in all 
State(s) and/or territories in the service area under each CMS pending contract number.  The 



pharmacy list must be submitted using the CMS template, which includes NCPDP/National 
Provider Identifier, pharmacy name, address, and all States and/or territories licensed in/legally 
able to serve. 
 
CMS conducts an outlier analysis using these home infusion pharmacy network submissions to 
evaluate the robustness of home infusion pharmacy networks of all active Part D sponsors.  As part 
of the Part D application, initial applicants to the Part D drug benefit program must demonstrate 
access through submission of their home infusion pharmacy networks, which must be no less 
robust than these outlier levels for their pending service area(s) as identified in Appendix 1.  
CMS will evaluate access for existing sponsors through a modified outlier approach which looks 
at both the number of pharmacies relative to the established outlier level combined with evidence 
that the existing sponsor is meeting the 24 hour delivery standard for its enrollees. 
 
Network robustness is assessed within contract types (e.g., PDP, Regional Prospective Payment 
Organization or RPPO, and MA-PD).  Outliers are those contracts that are in the lowest 25th 
percentile in terms of the number of contracted home infusion pharmacies within a given state. In 
other words, 75 percent of all similarly-situated Part D sponsors have a more robust home infusion 
pharmacy network than the outliers in the lowest 25th percentile.  For organizations whose service 
area comprises an entire state, Appendix 1 provides the minimum number of home infusion 
pharmacies required to surpass the 2010 Reporting Requirement and 2011 Part D Application outlier 
level.  Organizations operating in a service area smaller than an entire state may use the provided 
ratios of the number of home infusion pharmacies to the number of beneficiaries in the state and 
apply it to the number of beneficiaries in the organization’s service area to calculate the minimum 
required number of home infusion pharmacies for that particular service area. 
 
CMS does not expect Part D sponsors to provide or pay for supplies, equipment, or the 
professional services needed for home infusion therapy.  Part D sponsors’ contracted network 
pharmacies must be able to: 
 

• Deliver home infused drugs in a form that can be easily administered in a clinically 
appropriate fashion; 

 
• Provide infusible Part D drugs for both short-term acute care and long-term chronic care 

therapies; 
 

• Ensure that the professional services and ancillary supplies necessary for the provision of 
home infusion therapy are in place before dispensing home infusion drugs, consistent 
with the quality assurance requirement for Part D sponsors described in 42 CFR 
423.153(c); and 

 
• Provide covered home infusion drugs within 24 hours of discharge from an acute setting, 

unless the next required dose, as prescribed, is required to be administered later than 24 
hours after discharge. 

 
While Part D sponsors remain ultimately responsible for complying with all Part D requirements, 
they are also permitted to delegate their responsibilities to plan contractors, such as network 
pharmacies.  Part D sponsors may contractually delegate the responsibility for ensuring timely 
delivery of home infusion drugs to their network pharmacies provided they meet the 

http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr423.153.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr423.153.pdf


requirements of 42 CFR 423.505(i) regarding relationships with pharmacies or other providers, 
related entities, contractors, subcontractors, and first tier and downstream entities. 
 
50.5 - Long-Term Care (LTC) Pharmacy Access 
(Rev. 1, Issued: 07-03-08, Effective: 07-03-08, Implementation: 07-03-08) 
 
As described in section 50.5.1, Part D sponsors must demonstrate that their contracted pharmacy 
network provides convenient access to LTC pharmacies for enrollees who reside in an LTC 
facility.  Part D sponsors must offer standard LTC pharmacy network contracts to all LTC 
pharmacies operating in their service area that request such contracts.  These standard 
contracting terms and conditions must include the performance and service criteria for LTC 
pharmacies specified in section 50.5.2 below. 
 
50.5.1 - Convenient Access to LTC Pharmacies 
(Rev. 8, Issued: 12-18-09, Effective/Implementation: 01-01-10) 
 
Part D sponsors will be required to offer a contract to any pharmacy willing to participate in its 
LTC pharmacy network so long as the pharmacy is capable of meeting the performance and 
service criteria in section 50.5.2 (and relevant State laws governing the practice of pharmacy in 
the LTC setting), as well as any other standard terms and conditions established by the Part D 
sponsor for its network LTC pharmacies (NLTCPs).  Once a Part D sponsor has negotiated an 
agreement with an LTC pharmacy, the LTC pharmacy becomes an NLTCP and is eligible to 
serve the sponsor’s enrollees who reside in LTC facilities. 
 
CMS expects that each LTC facility will select one or possibly more than one eligible NLTCP to 
provide Medicare drug benefits to its residents.  A facility can continue to contract exclusively 
with a single LTC pharmacy if it chooses; however, the features to promote competition 
described above will likely give each facility access to a broader range of potential LTC 
pharmacies than was the case before the implementation of the Part D benefit.  An NLTCP that 
serves a particular LTC facility must provide the same services, as delineated in its contract with 
a Part D sponsor, to all of that sponsor’s enrollees who reside in that LTC facility. 
 
Part D sponsors may not rely on OON access to meet the LTC convenient access standard.  All 
of a Part D sponsor’s enrollees who reside in an LTC facility must be able to routinely receive 
their Part D benefits through the plan’s network of LTC pharmacies in order for a Part D sponsor 
to be in compliance with CMS’ LTC convenient access standard. 
 
In addition, Part D sponsors may not rely upon beneficiary special enrollment periods (SEPs) to 
circumvent the LTC convenient access requirement.  Although individuals moving into, residing 
in, or moving out of an institution are entitled to an SEP, and dually eligible individuals are 
entitled to an ongoing SEP for as long as they are eligible for Medicaid benefits, it is not 
acceptable for Part D sponsors to rely on this beneficiary option in lieu of contracting with a 
sufficient number of pharmacies to ensure that a beneficiary can remain in his or her current plan 
for as long he or she resides in an LTC facility in the Part D sponsor’s service area.  Ultimately, 
all beneficiaries – including those who reside in LTC facilities – should have available to them 
the full array of plans operating in their area. 
 

http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr423.505.pdf

