
For alternative plans, the coverage gap begins for the purpose of applying the coverage gap 
coinsurance based on the plan’s initial coverage limit (approved as part of the bid) and ends at 
the point a beneficiary reaches the catastrophic threshold. 
 
20.6 - Negotiated Prices 
(Rev. 14, Issued; 09-30-11, Effective: 09-30-11, Implementation: 09-30-11) 
 
Part D sponsors must provide enrollees with access to negotiated prices for covered Part D drugs 
as part of their qualified prescription drug coverage.  This access to negotiated prices must be 
provided even when no benefits are otherwise payable on behalf of an enrollee due to the 
application of a deductible or other cost-sharing.  Negotiated prices will take into account 
negotiated price concessions for covered Part D drugs that are passed through to enrollees at the 
point of sale, such as: 
 

• Discounts; 
• Direct or indirect subsidies; 
• Rebates; and 
• Other direct or indirect remunerations 

 
In addition, negotiated prices must include any applicable dispensing fees (discussed in section 
20.7). 
 
Although negotiated prices do not have to be made available for drugs that are not covered Part 
D drugs, they must be made available throughout the benefit – including in any phase of the 
benefit, such as the deductible, in which an enrollee is responsible for 100 percent cost-sharing – 
for all covered Part D drugs.  Part D sponsors must ensure that their payment systems are set up 
to charge beneficiaries the lesser of a drug’s negotiated price or applicable copayment amount in 
all phases of the benefit. 
 

Example

 

:  A beneficiary’s drug is on a $10 cost-sharing tier.  However, the negotiated 
price of the drug is $4.  The beneficiary never pays more than $4. 

In addition, uniform negotiated prices must be available to plan enrollees for a particular covered 
Part D drug when purchased from the same pharmacy.  In other words, the negotiated price for a 
particular covered Part D drug purchased at a particular pharmacy must always be the same 
regardless of what phase of the Part D benefit an enrollee is in.  (To the extent that the negotiated 
price fluctuates based on fluctuations in Average Wholesale Price (AWP), the actual cost to the 
beneficiary may vary from purchase to purchase; however the negotiated rate, absent any 
contractual changes in the reimbursement rate between the pharmacy and the Part D sponsor, 
will remain constant for that drug.) 
 
20.7 - Dispensing Fees 
(Rev. 14, Issued; 09-30-11, Effective: 09-30-11, Implementation: 09-30-11) 
 
As discussed in section 20.6, negotiated prices must include any applicable dispensing fees.  
Provided that Part D sponsors include only those activities allowed under CMS’ definition of 
dispensing fees in the dispensing fees negotiated with network pharmacies and offer standard 



contracting terms and conditions to all similarly situated pharmacies, in accordance with section 
50.8.1, CMS notes that Part D sponsors have the flexibility to vary the actual dispensing fee paid 
to pharmacies.  For example, Part D sponsors may need to increase the dispensing fees paid to 
rural or long-term care pharmacies in order to obtain their participation in networks and meet the 
pharmacy access standards.  Table 2 below provides a summary of the costs that may be 
included in dispensing fees, as well as those that may not. 
 

Table 2 
Costs that May and May Not Be Included in Dispensing Fees 

 
Costs That May 
be Included in 
Dispensing Fees 

• Costs that are incurred at the point of sale and pay for costs 
in excess of the ingredient cost of a covered Part D drug each 
time a covered Part D drug is dispensed. 

 
• Pharmacy costs associated with ensuring that possession of 

the appropriate covered Part D drug is transferred to a Part D 
enrollee.  These pharmacy costs include, but are not limited 
to: 

 
o The salaries of pharmacists and other pharmacy 

workers; 
 

o Any reasonable costs associated with a pharmacist's time 
in checking the computer for information about an 
individual’s coverage; 

 
o Performing quality assurance activities consistent with 

 

42 
CFR 423.153(c)(2); 

o Measurement or mixing of the covered Part D drug, 
including any labor costs associated with mixing a 
compounded product that contains at least one Part D 
drug component, as detailed in section 10.4 of chapter 6; 

 
o Filling the container; 

 
o Physically providing the completed prescription to the 

Part D enrollee; 
 

o Delivery; 
 

o Special packaging, e.g., assistive technology packaging; 
and 

 
o Overhead associated with maintaining the facility and 

equipment necessary to operate the pharmacy, including 
costs associated with the acquisition and maintenance of 

http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr423.153.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr423.153.pdf
http://www.cms.hhs.gov/PrescriptionDrugCovContra/12_PartDManuals.asp#TopOfPage


technology. 
 

• Reasonable pharmacy costs that are appropriate for the 
typical beneficiary in that pharmacy setting, for example: 

 
o Costs associated with postal or freight shipping (to 

include air courier) to beneficiaries located in remote and 
frontier areas with limited or no access to roads.  While 
the typical beneficiary served by a retail pharmacy in 
most areas of the country would not require postage, 
freight or other transport costs for delivery of drugs, 
CMS believes that it is reasonable to assume that the 
typical beneficiary in remote and frontier areas with 
limited or no access to roads would require delivery of 
drugs via postal or freight shipping (to include air 
courier). Because such a circumstance constitutes a 
distinct pharmacy setting, CMS believes that the costs 
associated with postal or freight shipping (to include air 
courier) to such remotely located beneficiaries would 
constitute reasonable costs that could be reimbursed as 
part of the dispensing fee negotiated between a Part D 
sponsor and a contracted network pharmacy. 

 
o Costs associated with special packaging and delivery for 

residents of non-LTC facilities (e.g., assisted living 
facilities and other forms of congregate residential 
settings) with the same level of care need as residents of 
LTC facilities.  It is reasonable to assume that the typical 
enrollee residing in a non-LTC facility setting who meets 
the same level of care need as a beneficiary in an LTC 
facility would require the provision of dispensing related 
services such as unit-dose packaging and home delivery 
that are provided by LTC pharmacies to the residents of 
LTC facilities.  For this reason, CMS believes that non-
LTC facilities in which individuals meeting an 
institutionalized level of care need constitute a distinct 
pharmacy setting, and one in which specialized services 
such as specialized packaging and home delivery would 
be appropriate for Part D sponsors to reimburse LTC 
pharmacies via the dispensing fee.  However, CMS notes 
that it would not be appropriate for Part D sponsors to 
reimburse LTC pharmacies for these specialized services 
for individuals who do not meet an institutionalized level 
of care need. 
 

o With respect to LTC pharmacies, dispensing fees should 
take into consideration any incremental costs associated 



with any increased number of dispensing events in a 
billing cycle due to the dispensing methodology used to 
minimize the dispensing of unused drugs. 
 

o Costs associated with data collection on unused Part D 
drugs and restocking fees associated with return for 
credit and reuse in LTC pharmacies when return for 
credit and reuse is permitted under State law and is 
allowed under the contract between the Part D sponsors 
and the pharmacy. 

 
Costs That May 
Not be Included 
in Dispensing 
Fees 

• Administrative costs incurred by the Part D sponsor in the 
operation of the Part D benefit, including systems costs for 
interfacing with pharmacies. 

 
• Supplies, equipment, and services associated with administration 

of covered Part D drugs, including those associated with home 
infusion therapy of covered Part D drugs or with vaccine 
administration.1

 

  With the exception of costs associated with 
vaccine administration, these costs may also not be paid by Part 
D sponsors through a separate fee or additional compensation to 
home infusion pharmacies and other providers.  Other than 
medication therapy management programs, medical or clinical 
services may not be included in administrative fees.  In addition, 
professional services, including those associated with home 
infusion, may not be included in supplemental Part D benefits.  
The costs associated with supplies, equipment, and services for 
home infusion therapy of covered Part D drugs must be paid by 
either the enrollee or another payer. 

• Reasonable pharmacy costs that are not appropriate for the 
typical beneficiary in that pharmacy setting, for example: 

 
o Home delivery by retail pharmacies, since the typical retail 

customer does not require home delivery.  While it would be 
appropriate for Part D sponsors to reimburse LTC, mail-
order, and home infusion pharmacies for home delivery costs 
via the dispensing fee, this would not be the case for retail 
pharmacies, where the term “delivery” would be limited to 
the transfer of a covered Part D drug from the pharmacist to 
the patient at the point of sale. 
 

o Costs associated with delivery of drugs from manufacturers 

                                                 
1 The administration of a Part D-covered vaccine is included in the definition of a “Part D drug,” 
effective January 1, 2008.  Consequently, the Part D program covers vaccine administration costs 
associated with Part D vaccines.  For more information, refer to section 10.14 of chapter 6. 

http://www.cms.hhs.gov/PrescriptionDrugCovContra/12_PartDManuals.asp#TopOfPage


or distributors to dispensing pharmacies. 
 
20.8 - Ensuring Meaningful Differences in Approved Bids 
(Rev. 14, Issued; 09-30-11, Effective: 09-30-11, Implementation: 09-30-11) 
 
20.8.1 - General 
(Rev. 14, Issued; 09-30-11, Effective: 09-30-11, Implementation: 09-30-11) 
 
CMS ensures that plan offerings by Part D sponsors represent meaningful differences to 
beneficiaries with respect to benefit packages and plan cost structures.  Specifically, 
§423.272(b)(3)(i) stipulates that CMS will only approve a bid submitted by a Part D sponsor if 
its plan benefit package or plan cost structure was substantially different from those of other 
plan offerings by the sponsor in the service area with respect to key characteristics such as 
premiums, cost-sharing, formulary structure, or benefits offered.  Section 423.265(b)(2) also 
requires that Part D sponsors may submit multiple bids in the same area only if the offerings are 
substantially different from each other. 
 
While CMS supports the concept of a wide variety of prescription drug coverage choices for 
Medicare beneficiaries, CMS believes it is necessary to ensure that those choices represent 
meaningfully different options in order to simplify beneficiaries’ enrollment decision making 
process.  Ensuring that, within each service area, PDP sponsors offer only plan options that are 
meaningfully different will maximize opportunities for beneficiaries to select the most 
appropriate plan for their needs and reduce beneficiary confusion with respect to choices offered 
by the same Part D sponsor. 
 
To determine whether there  are meaningful differences amongst plans offered by the same 
sponsor, CMS will evaluate and compare plan offerings in a service area by evaluating plan-
specific benefit data (e.g., cost sharing, formulary, and benefits) for each offering.  CMS will 
provide additional information regarding our meaningfully different bid evaluation processes in 
our annual payment notice and call letter prior to the date of plan bid submissions. 
 
20.8.2 - Meaningful Differences in Basic Prescription Drug Coverage Options 
(Rev. 14, Issued; 09-30-11, Effective: 09-30-11, Implementation: 09-30-11) 
 
To determine whether there are meaningful differences between basic prescription drug coverage 
options (which includes defined standard, actuarially equivalent standard, and basic alternative 
benefit designs) offered by the same PDP sponsor in a region, CMS’ analysis focuses on whether 
there are significant differences in proposed beneficiary out-of-pocket costs and/or formularies.  
It is important to note that, even though a sponsor may submit different formularies for different 
Part D offerings, all submitted formularies must be sufficiently robust to pass CMS’ rigorous 
formulary reviews and checks and be determined not to discourage enrollment by certain types 
of beneficiaries.  Based on CMS’ experience and given statutory actuarial equivalency 
requirements, CMS does not expect that – absent substantial differences in approved formularies 
– PDP sponsors can demonstrate meaningful differences between plans offering basic 
prescription drug coverage. Therefore, CMS believes sponsors should submit only one basic 
offering (where basic offering includes defined standard, actuarial equivalent and basic 
alternative drug benefit types) for a stand-alone prescription drug plan in a service area. 


