
 
CMS will use its authority under section 1857(c)(2)(B) of the Act, as incorporated by reference 
for Part D at section 1860D-12(b)(3)(B) and codified in 42 CFR §423.507(b)(1)(iii), to non-
renew plans at the benefit-package level that do not have sufficient number of enrollees after a 
specified length of time to establish that they are viable plan options, because, as a general 
matter, continuing low enrollment plans is not consistent with the effective and efficient 
administration of the Medicare program.  Consistent with that authority, CMS will be 
scrutinizing low-enrollment plans during the bid review period and alerting sponsors of low-
enrollment plans that CMS expects them to withdraw or consolidate prior to submitting bids for 
the next calendar year.  Before CMS would take any action to non-renew a plan pursuant to 42 
CFR §423.507(b)(1)(iii), CMS would take into account all relevant factors. 
 
CMS’ scrutiny of low-enrollment plans will not apply to employer stand-alone Part D plans. At 
this time, a waiver of the minimum enrollment requirements at 42 CFR 423.512(a) (minimum 
enrollment requirements) for sponsors of employer group applies. 
 
20.11 - Manufacturer Drug Discount Program 
(Rev. 14, Issued; 09-30-11, Effective: 09-30-11, Implementation: 09-30-11) 
 
Beginning January 1, 2011, discounts were available to applicable Medicare beneficiaries 
receiving applicable drugs while in the coverage gap.  Generally, the discount on each 
applicable drug is 50% of the negotiated price (excluding dispensing fee).  An applicable drug is 
covered under Part D only if the manufacturer has signed agreement with CMS to provide the 
discount on coverage gap claims for all of its applicable drugs and remains compliant with the 
terms of the agreement (assuming all other coverage criteria are met).  Part D sponsors provide 
the discounts for applicable drugs in the coverage gap at the point-of-sale.  A CMS contractor 
will coordinate the collection of discount payments from manufacturers and payment to Part D 
sponsors. 
 
For additional details regarding the policies, and administration of, the Manufacturer Drug 
Discount program as it evolves, Part D sponsors should consult HPMS. 
 
30 - Incurred/ “True Out-of-Pocket” (TrOOP) Costs 
(Rev. 1, Issued: 07-03-08, Effective: 07-03-08, Implementation: 07-03-08) 
 
Not all enrollee out-of-pocket expenditures are considered incurred (or “true-out-of-pocket,” or 
TrOOP, expenditures) for purposes of applicability toward beneficiary spending against the 
annual out-of-pocket threshold described in section 20.3.1.  Sections 30.1 and 30.2 provide 
further detail on whether certain expenditures are TrOOP-eligible or not, and Table 3 provides a 
summary of those discussions. 
 
30.1 - Costs that Count as Incurred Costs 
(Rev. 14, Issued; 09-30-11, Effective: 09-30-11, Implementation: 09-30-11) 
 
Costs are considered incurred costs and can be added to an enrollee’s TrOOP balance if all of the 
following conditions are met: 
 



1. Costs are incurred against any annual deductible, any applicable cost-sharing for costs 
above the deductible and up to the initial coverage limit, and any applicable cost-sharing 
for costs above the initial coverage limit and up to the annual out-of-pocket threshold. 

 
2. Costs are incurred with respect to covered Part D drugs that are either included in a PDP 

or MA-PD plan’s formulary or treated as being included in a plan’s formulary as a result 
of a coverage determination, redetermination, or appeal under chapter 18. 

 
 
3. Costs are: 

 
o Incurred by the enrollee; 

 
o Incurred by another person (including charities, if they are not otherwise excluded as 

TrOOP-eligible payers as provided in section 30.2) on behalf of the enrollee other 
than costs reimbursed by a group health plan, insurance or otherwise (including a 
government-funded health program), or another third party payment arrangement; 

 
o Paid by Medicare on behalf of a low-income individual under the Part D subsidy 

provisions described in 42 CFR 423.782;  
 
o Discounts paid by manufacturers as part of the Medicare Coverage Gap Discount 

program; 
 

o Paid on behalf of the enrollee under a qualified State Pharmaceutical Assistance 
Program (SPAP) described in 42 CFR 423.454. 

 
o Paid by the Indian Health Service (IHS), an Indian tribe or tribal organization, or an 

urban Indian organization (as defined in section 4 of the Indian Health Care 
Improvement Act); and 

 
o Paid by AIDS Drug Assistant Program (ADAP) under Part B of title XXVI of the 

Public Health Service Act. 
 

4. Costs are incurred at a network pharmacy or an out-of-network (OON) pharmacy, 
consistent with the sponsor’s out-of-network access policy (refer to section 60 for more 
information on out-of-network access requirements). 

 
Following are examples of costs considered incurred costs for purposes of TrOOP calculations: 

 
Example 1

 

:  Any differential charged to a beneficiary between a network retail pharmacy’s 
contracted rate and a network mail-order pharmacy’s contracted rate for an extended (for 
example, 90-day) supply of a covered Part D drug purchased at a retail pharmacy, as 
described in section 50.10. 

Example 2:  For a covered Part D drug obtained OON consistent with the sponsor’s OON 
policy, any differential charged to the beneficiary between an OON pharmacy’s usual and 
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customary price for the covered Part D drug and the plan allowance for that covered Part D 
drug. 
 
Example 3:  As provided in section 50.4.2 of chapter 14, costs incurred by enrollees by 
using a discounted cash price, and not their Part D benefit, provided the purchase is for a 
covered Part D drug; the purchase is made at a network pharmacy; the discounted cash price 
is lower than the negotiated price offered by the enrollee’s Part D plan; the enrollee is in any 
applicable deductible or coverage gap phase of his or her benefit; and the enrollee submits 
appropriate documentation to his or her Part D plan to be credited for the purchase. 
 
Example 4

 

:  Covered Part D drug cost-sharing waived or reduced by a pharmacy that is not a 
group health plan, insurance, government-funded health program, or party to a third party 
payment arrangement with an obligation to pay for covered Part D drugs, as described in 
section 30.4. 

30.2 - Costs that Do Not Count as Incurred Costs 
(Rev. 14, Issued; 09-30-11, Effective: 09-30-11, Implementation: 09-30-11) 
 
The following are not considered incurred costs and cannot be added to an enrollee’s TrOOP 
balance: 
 

1. Costs for non-formulary Part D drugs unless treated by the Part D sponsor as being 
included in the sponsor’s formulary as a result of a coverage determination, 
redetermination, or appeal as described in chapter 18. 

 
2. Costs for non-Part D drugs, as described in section 20.1 of chapter 6. 

 
3. Costs paid for covered Part D drugs obtained out-of-network when OON access is not 

consistent with the OON access policy (refer to section 60 for more information on OON 
access requirements). 

 
4. Costs that are paid for or for which an enrollee is reimbursed by insurance or otherwise, 

including a government-funded health program.2

 
 

5. Costs that are paid for or for which an enrollee is reimbursed by a group health plan. 
 

6. Costs that are paid for or for which an enrollee is reimbursed by another third party 
payment arrangement. 

 
7. Covered Part D drug cost-sharing waived or reduced by a pharmacy that is also a TrOOP-

ineligible payer, as described in section 30.4. 
 
                                                 
2 If an entity providing for or paying the cost of drugs receives a government grant none of which 
is used to pay for drugs (for example, a low-income housing grant), such an entity is not 
considered a government-funded health program.  If an entity pays for Part D drugs using a mix 
of private and public funds, the entity is considered a government-funded health program, and all 
its drug spending is excluded from TrOOP. 
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