
DSH government funding streams to provide to or pay on behalf of an individual the costs of 
Part D drugs will meet CMS’ definition of a government-funded health program, and any 
reduction or waiver of Part D cost-sharing that it offers will not count toward a Part D enrollee’s 
TrOOP balance. 
 
Similarly, participation in the 340B Drug Pricing Program does not in and of itself render a 
safety-net pharmacy a government-funded health program.  However, as with DSH facilities, any 
use of government funding streams to provide to or pay on behalf of an individual the costs of 
Part D drugs will render a safety-net pharmacy a government-funded health program such that 
any reduction or waiver of Part D cost-sharing that it offers will not count toward a Part D 
enrollee’s TrOOP balance. 
 
However, if an entity can demonstrate to a Part D sponsor that it uses only

 

 non-public funds to 
pay for the cost of Part D drugs, that sponsor may allow for cost-sharing waivers or reductions in 
cost-sharing paid for by that entity’s pharmacies to count toward TrOOP.  Part D sponsors 
remain ultimately accountable for correctly tracking their enrollees’ TrOOP expenditures. 

If, on the other hand, a pharmacy funds Part D cost-sharing waivers using a mix of private and 
public funds, the pharmacy is considered a government-funded health program, and all its drug 
spending is excluded from TrOOP.  If a pharmacy is a government-funded health program or 
other TrOOP-ineligible payer and waives or reduces any applicable Part D enrollee cost-sharing 
after payment of a claim by the Part D sponsor, that claim must be flagged so that any applicable 
beneficiary cost-sharing that is waived or reduced by the pharmacy is not added to a 
beneficiary’s TrOOP balance.  Currently, there does not exist any capability under the National 
Council for Prescription Drug Programs (NCPDP) 5.1 transaction set for pharmacies to indicate 
a pharmacy’s waiver or reduction of any applicable beneficiary cost-sharing so that such 
subsidies are not applied to the beneficiary’s TrOOP balance.  CMS recommends that Part D 
sponsors set up manual processes with safety-net pharmacies in their networks in order to 
accurately maintain beneficiary TrOOP balances. 
 
40 - Prescription Drug Plan Service Areas 
(Rev. 14, Issued; 09-30-11, Effective: 09-30-11, Implementation: 09-30-11) 
 
Prescription drug plan regions are areas in which a contracting PDP sponsor must provide access 
to covered Part D drugs.  The service area for a PDP, with the exception of a fallback plan, 
consists of one or more PDP regions.  A PDP sponsor may offer a PDP in more than one region 
– including in all PDP regions – so long as coverage is provided in all those regions in their 
entirety.  However, the PDP sponsor must submit separate bids for its coverage in each region of 
its service area. 
 
There are currently 34 PDP regions and 26 MA regions (refer to Appendix 2 and Appendix 3, 
respectively, for maps of these PDP and MA regions).  Each of the five U.S. Territories – 
American Samoa, the Commonwealth of the Northern Mariana Islands, Guam, Puerto Rico, and 
the Virgin Islands – constitutes an additional PDP region.  While these regional boundaries are 
currently in effect, CMS may revise both the PDP and MA regions in future years. 
 
 



50 - Access to Covered Part D Drugs 
(Rev. 8, Issued: 12-18-09, Effective/Implementation: 01-01-10) 
 
Part D sponsors must establish a pharmacy network sufficient to ensure access to covered Part D 
drugs for their enrollees.  As detailed below, Part D sponsors must demonstrate that they 
provide: (1) convenient access to retail pharmacies for all enrollees; (2) adequate access to home 
infusion pharmacies for all enrollees; (3) convenient access to LTC pharmacies for enrollees 
residing in LTC facilities; and (4) convenient access to I/T/U pharmacies for American 
Indian/Alaska Native (AI/AN) enrollees.  Except as indicated in section 50.3 for limited access 
drugs, covered Part D drugs must be accessible to enrollees through network pharmacies through 
all phases of the Part D benefit. 
 
Sponsors or their pharmacy benefits manager (PBM) should maintain a contracting log 
documenting their efforts to provide standard terms and conditions to prospective network 
pharmacies as well as any contracting negotiations between the sponsor or PBM and prospective 
network pharmacies.  This contracting log will help CMS in its efforts to ensure compliance with 
pharmacy access requirements, including the any willing pharmacy requirement described in 
section 50.8.1. 
 
After their initial pharmacy access submissions are approved, Part D sponsors must notify their 
CMS account manager of any substantive change in their pharmacy network that may impact 
their ability to maintain a Part D pharmacy network that meets CMS’ requirements.  Substantive 
changes to a pharmacy network include, but are not limited to: 
 

• An inability to meet the convenient access standard for retail pharmacies, as described in 
section 50.1; 
 

• An inability to provide adequate access to home infusion drugs to enrollees within 24 
hours of discharge from an acute setting, as described in section 50.4; 

 
• An inability to provide an enrollee residing in an LTC facility convenient access to a 

network LTC pharmacy that serves the LTC facility, as described in section 50.5.1; or 
 
• Not offering Part D contracts to all I/T/U pharmacies in a Part D sponsor’s service area in 

order to provide convenient access for AI/AN enrollees, as described in section 50.6. 
 
Part D sponsors will be required to provide CMS with data on an annual basis that will allow 
CMS to determine whether their retail, home infusion, and LTC pharmacy networks continue to 
meet CMS’ pharmacy access standards.  For more information about these reporting 
requirements, refer to: 
http://www.cms.hhs.gov/PrescriptionDrugCovContra/08_RxContracting_ReportingOversight.as
p#TopOfPage 
 
A Part D sponsor must notify CMS when it changes PBMs to manage its pharmacy network mid-
year.  Specifically, the sponsor must: 
 

http://www.cms.hhs.gov/PrescriptionDrugCovContra/08_RxContracting_ReportingOversight.asp#TopOfPage
http://www.cms.hhs.gov/PrescriptionDrugCovContra/08_RxContracting_ReportingOversight.asp#TopOfPage

