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III.   Provisions of the Proposed Regulations 
A. Clarifying Various Program Participation Requirements 

A6. Changes to Audit and Inspection Authority (§ 422.503(d)(2) and § 423.504(d)(2)) 
Sections 1857(d)(2)(A) and 1860D–12(b)(3)(C) of the Act specify that each contract under these sections 
must state that CMS has the right to audit and inspect the facilities and records of each organization. We 
are proposing three changes to our audit and inspection authority. First, under section 6408 of the 
Affordable Care Act new authority  was provided to the Secretary that now requires that each contract 
provide the right to ‘‘timely’’: (1) Inspect or otherwise evaluate the quality, appropriateness, and timeliness 
of services performed under the contract; (2) inspect or otherwise evaluate the facilities of the 
organization when there is reasonable evidence of some need for such inspection; and (3) audit and 
inspect any books, contracts, and records of the organization that pertain to (a) the ability of the 
organization or its first tier or downstream providers to bear the risk of potential financial losses; or (b) 
services performed or determinations of amounts payable under the contract. 
 
Therefore, we are proposing to revise both § 422.503(d)(2) and § 423.504(d)(2) to reflect this change. 
Specifically, we are proposing to insert the word ‘‘timely’’ at the end of both of the introductory paragraphs 
for § 422.503(d)(2) and § 423.504(d)(2). 
 
Second, we are proposing to add authority that will allow CMS to require MA organizations and Part D 
sponsors to hire an independent auditor to perform full or partial program audits to determine compliance 
with CMS requirements. 
 
MA organizations and Part D sponsors must adhere to CMS requirements to properly administer Part C 
and Part D benefits. These requirements are contained in statute, regulations and in the Part C and Part 
D sponsor agreements themselves. CMS needs assurance that MA organizations and Part D sponsors 
are substantially adhering to Part C and/or D requirements, and that Medicare beneficiaries are receiving 
the benefits to which they are entitled. To determine the extent of MA organization and Part D sponsor 
compliance with program requirements, CMS uses a variety of oversight and monitoring tools including 
CMS-conducted program audits. 
 
CMS conducts a program audit by examining core operational areas and functions and determining the 
sponsors’ level of compliance with these Part C and Part D program requirements. CMS may audit any 
program requirement, but in recent years we have focused on Part C and Part D coverage decisions, 
appeals, grievances, compliance program effectiveness, and formulary administration. CMS reviews a 
number of targeted samples to evaluate MA organizations and Part D sponsors’ processes and systems. 
Targeting samples is an efficient way to highlight deficiencies and ensure that they are quickly and 
successfully remediated. The process is primarily designed to be educational for the MA organization 
and/or Part D sponsor as it expands the sponsor’s understanding of CMS’ expectations, and how 
program requirements are to be applied. It also identifies areas of risk or actual noncompliance so 
sponsors can quickly correct the deficiency. This understanding allows the MA organization and/or Part D 
sponsor to develop and implement a robust internal auditing and monitoring program to identify 
deficiencies before they reach a level of substantial noncompliance in the future. An effective monitoring 
program should result in early detection of system and process failures and should lead to problems 
being fixed quickly and steps being implemented to prevent future failures. 
 
Organizations that are chosen for audit fall into at least one of the five following categories: High Star 
rated plans; sponsors with a Low Performing Icon (LPI); high risk plans (based on a data driven risk 
assessment); sponsors not audited in last 3 years, and CMS Regional or Central Office referrals. 
Annually, CMS conducts a risk assessment to determine which high risk organizations to audit. Many of 
the program audits currently being conducted are with organizations whose contract performance or data 
indicators demonstrate the potential risk of failing to perform core program functions that, if not complied 
with, may result in potential beneficiary harm. These audits are a useful tool to help identify systemic 
deficiencies and failures in meeting CMS requirements and they help to promote compliance with those 
requirements. While these types of audits are necessary because these organizations pose the most risk, 
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not all organizations are receiving the benefit of having an independent audit of their organization on a 
regular basis. 
 
CMS is constrained in the number of program audits we can conduct each year, due to limited resources. 
Currently, CMS has close to 300 parent organizations that perform MA and/or Part D functions. CMS is 
only able to audit approximately 30 parent organizations per year; or roughly 10 percent of all MA 
organizations and/or Part D sponsors. CMS believes that MA organizations and/or Part D sponsors, their 
enrollees, and the Medicare program all benefit from a regular cycle of independent auditing. Therefore, 
we are proposing to revise our regulations to allow CMS to require MA organizations and/or Part D 
sponsors to hire an independent auditor to conduct regularly scheduled program audits in accordance 
with CMS specifications. 
 
We currently make all of our program audit protocols available to MA organizations and/or Part D 
sponsors through our Web site. Pursuant to the proposed new regulatory provision, CMS would notify the 
MA organization and/or Part D sponsor that it has been selected to perform a full or partial program audit. 
The MA organization and/or Part D sponsor would then be required to engage an independent auditor to 
perform a full or partial program audit as directed by CMS using the CMS published protocols, 
methodologies, and methods of evaluation. At the conclusion of the audit, at the direction of the MA 
organization and/or Part D sponsor, the independent auditor will provide a draft copy of its findings to 
CMS and the MA organization and/or Part D sponsor. Once the MA organization and/or Part D sponsor 
has had an opportunity to rebut any findings, the independent auditor will provide its final report of 
findings to CMS and the MA organization and/ or Part D sponsor. CMS anticipates that additional 
instruction will be necessary to interpret and implement this audit requirement of a complete and full 
independent review. Therefore, we intend to develop and release sub regulatory guidance to address, 
among other things, language and specifications which should be included in the contract between the 
sponsoring organization and the independent auditor conducting the audit. The proposed authority will 
allow CMS to better evaluate MA organizations’ and Part D plan sponsor’s performance. With the 
proposed approach, each MA organization and/or Part D sponsor will be required to undergo an 
independent program audit at least every 3 years. Under this proposal, more organizations will be audited 
each year, which will provide CMS with substantially more data to evaluate program-wide performance, 
improve industry performance and protect beneficiaries enrolled in the Medicare Advantage and 
Prescription Drug Benefit programs. This will enhance CMS’s oversight and provide us with information 
that enables us to focus our time and resources in the areas most needed to ensure compliance with Part 
C and Part D program requirements. 
 
CMS will continue to perform program audits in limited scenarios, such as when indicated by a risk 
analysis; and will perform limited ‘‘look back’’ audits to ensure the integrity of the independent audit 
process proposed here. The latter audits will focus on reviewing the program audit findings that we 
receive from the independent auditors engaged by the Part C and Part D organizations, to ensure that the 
independent auditor conducted the audit in accordance with CMS specifications. We think that this 
additional authority will significantly strengthen the Medicare Parts C and D audit and oversight program. 
 
Therefore, we are proposing to add language to § 422.503(d)(2) and § 423.504(d)(2) that will allow us to 
require a MA organization or Part D sponsor to hire an independent auditor, working in accordance with 
CMS specifications, to perform program audits to determine compliance with CMS requirements and 
provide to CMS an attestation affirming that the audit has been completed as required. 
 
Third and finally, we are proposing to revise our regulations to specifically permit CMS to require MA 
organizations or Part D sponsors with audit results that reveal non-compliance with CMS requirements to 
hire an independent auditor to validate that correction has occurred. We may invoke this authority 
regardless of whether an independent auditor or CMS conducted the program audit that identified the 
programmatic deficiencies. 
 
When program audits are conducted, non-compliance with CMS requirements is often found. When CMS 
finds these deficiencies, it notifies the MA organization or Part D sponsor of its non-compliance and 
requires correction. We do not close out audits until we have validated that correction has occurred. While 
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we firmly believe in the value of such validation, these efforts are also limited by resources. In order to 
assist us in making the determination that the deficiencies found during the audit have been corrected 
and are not likely to recur, we need to have greater flexibilities in performing validation activities. 
Therefore, we are proposing that we may require a MA organization or Part D sponsor to hire an 
independent auditor to provide us with additional information to determine if the deficiencies found during 
the course of the audit have actually been corrected and are not likely to recur. The independent auditor 
would be hired by the MA organization and/or Part D sponsor and work in accordance with our 
specifications in order to provide accurate and reliable information to CMS. 
 
CMS often relies on self-disclosed information from the MA organization or Part D sponsor, CMS and plan 
data; in the alternative, we must attempt to engage in a process to independently verify that deficiencies 
have been corrected. Given the nature and extent of some compliance deficiencies and the level of skill 
and experience required to conduct an exhaustive verification of correction, we have concluded that an 
independent auditor hired by the MA organization or Part D sponsor would be beneficial for both the 
organization and CMS. 
 
This proposal is also consistent with our regulatory authority at 42 CFR 422.756 and 423.756 which 
permits us to require a sanctioned organization to hire an independent auditor to help us determine if a 
sanction should be lifted. Program experience has demonstrated other situations when the expertise of 
an independent auditor would be helpful in determining correction. For example, an independent auditor 
who specializes in complex information technology systems and who has specialized knowledge of how 
those systems interact with each other, in order to be compliant with our requirements, may be helpful in 
ensuring timely and successful correction of complex claims processing deficiencies. This is one example 
of a situation where we may require the MA organization or Part D sponsor to hire an independent auditor 
in order to assist in making the determination that the deficiencies found during the program audit have 
been corrected. 
 
Therefore, we are proposing to add language to § 422.503(d)(2) and § 423.504(d)(2) that will allow us to 
require that a sponsoring organization hire an independent auditor, working in accordance with CMS 
specifications, to provide us with additional information to determine if the deficiencies that were found 
during a program audit have been corrected. 
 

NCPDP Comments:  
NCPDP suggests that CMS use the NCPDP Audit Standard as a means of standardizing the 
communication of an audit. The NCPDP standard would allow formal communication of the audit with 
the sponsor or independent contractors as outlined in CMS protocol.     

 
A7. Procedures for Imposing Intermediate Sanctions and Civil Money Penalties Under 
Parts C and D (§ 422.756 and § 423.756) 
Sections 1857(g) and 1860D– 12(b)(3)(E) of the Act provide the Secretary the ability to impose 
intermediate sanctions on MA organizations and PDP sponsors. Intermediate sanctions consist of 
suspension of enrollment, suspension of marketing and suspension of payment. Current regulations 
governing intermediate sanctions are contained in subparts O of part 422 and part 423. Sections 422.756 
and 423.756 provide specific procedures for imposing intermediate sanctions, and include provisions 
which address the duration of the sanction and the standard that we apply when determining if a sanction 
should be lifted. As specified in the Act and regulations, when intermediate sanctions are imposed on 
sponsoring organizations, the sanctions remain in place until we are satisfied that the basis for the 
sanction determination has been corrected and is not likely to recur.\ 
 
Because sanctions remain in place until the deficiencies have been corrected and we are assured that 
they are not likely to recur, we are unable to fully test the contracting organization’s compliance with 
certain requirements until the sanction is lifted. Therefore, in the October 2009 proposed rule, entitled 
‘‘Medicare Program; Policy and Technical Changes to the Medicare Advantage and the Medicare 
Prescription Drug Benefit Programs’’ (74 FR 54634), we proposed a rule, later finalized in the April 15, 
2010 ‘‘Medicare Program; Policy and Technical Changes to the Medicare Advantage and the Medicare 
Prescription Drug Benefit Programs’’ (75 FR 19678), that allows us to require a plan under a marketing 
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and/or enrollment sanction to engage in a test period of marketing or accepting enrollments or both for a 
limited period of time. As we explained in that proposed rule, the purpose of the test period is to assist us 
in making a determination as to whether the deficiencies that are the bases for the intermediate sanctions 
have been corrected and are not likely to recur. The test period provides us with the opportunity to 
observe a sanctioned plan’s ability to enroll or market to Medicare beneficiaries prior to lifting the 
sanction. Since finalizing that rule in April 2010 (75 FR 19678), we have further considered its utility as a 
result of compliance issues that we have encountered over the past 2 years. We are proposing two 
modifications to this existing rule. First, we are proposing to expand the potential applicability of the test 
period requirement to all types of all intermediate sanctions. The existing regulation would only allow 
CMS to require this test period in instances where CMS has imposed a marketing and/or enrollment 
sanction. However, the type of intermediate sanction imposed is not necessarily related to the particular 
violations that form the basis for the sanction. Therefore, we are proposing to modify the existing rule to 
clarify that CMS may require a test period for a sponsoring organization that has had any of the three 
types of intermediate sanctions imposed: marketing, enrollment and/or payment.  
 
We also want to clarify that our ability to require this test period is not limited to sanctions stemming from 
marketing or enrollment violations. In the preamble language for the October 2009 proposed rule, (74 FR 
54634), we stated that ‘‘[t]he basis for this proposal is that we have found that there is often not a 
satisfactory way to determine if marketing and/or enrollment problems have been corrected while a 
sanction is in place and no such activities are permitted.’’ Upon reflection, we are concerned that this 
statement may have given the impression that the test period would only be used in instances where the 
underlying bases for the sanction are marketing and/or enrollment deficiencies. Therefore, we are 
clarifying here that the purpose of the test period is to assist us in making a determination as to whether 
the deficiencies that are the bases for the intermediate sanction have been corrected and are not likely to 
recur. The aforementioned deficiencies may be in any operational area, and are not limited or restricted to 
enrollment and/ or marketing deficiencies. 
 
Second, we are proposing to clarify the enrollment parameters for Part D contracting organizations that 
are under the benchmark and would normally participate in the annual and monthly auto enrollment 
process for beneficiaries who receive a low income subsidy (LIS) during a test period. During a test 
period, sanctioned Part D plans may not be allowed to receive or process these types of enrollments. 
 
LIS beneficiaries are a vulnerable population who are particularly sensitive to financial instability. It is 
critical that Part D sponsors correctly identify a beneficiary’s LIS status. Our goal when enrolling this 
particular population is to ensure that these vulnerable beneficiaries are best able to access their drugs 
and services in the manner to which they are entitled under the Part D program. We believe that if we 
allow auto-enrollments into a plan that has recently demonstrated substantial non-compliance with our 
regulations as evidenced by the imposition of an intermediate sanction, these vulnerable beneficiaries 
may experience difficulties in accessing prescription drugs. Therefore, we are proposing to make clear 
that we may determine that a sanctioned plan is not available to receive automatically assigned 
beneficiaries for the entire duration or a portion of the testing period. 
 
We are proposing to modify the regulation text at § 422.756 and § 423.756 to reflect these changes. 
 

NCPDP Comments: 
NCPDP suggests that CMS use the NCPDP Audit Standard as a means of standardizing the 
exchange of financial information of an audit. The NCPDP standard would allow formal 
communication of the audit with the sponsor or independent contractors as outlined in CMS protocol. 

     
A21. Efficient Dispensing in Long-Term Care Facilities and Other Changes (§ 423.154) 
We are proposing changes to the rule requiring efficient dispensing to Medicare Part D enrollees in Long 
Term Care (LTC) facilities. For background, section 3310 of the Affordable Care Act amended the Act to 
add a new paragraph (3) to section 1860D–4(c) of the Act. Section 1860D–4(c)(3) of the Act provides that 
the Secretary shall require Medicare Part D sponsors of prescription drug plans to utilize specific, uniform 
dispensing techniques, such as weekly, daily, or automated dose dispensing, when dispensing covered 
Part D drugs to enrollees who reside in a LTC facility in order to reduce waste associated with 30-day fills. 
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The section states that the techniques shall be determined by the Secretary in consultation with relevant 
stakeholders. 
 
After extensive consultation with stakeholders, in the April 15, 2011 Federal Register entitled ‘‘Medicare 
Program; Changes to the Medicare Advantage and the Medicare Prescription Drug Benefit Programs for 
Contract Year 2012 and Other Changes’’ (‘‘April 15, 2011 Final Rule’’), we published a final rule at 76 FR 
21432 which governs the appropriate dispensing of prescription drugs in LTC facilities under Part D 
plans. Pursuant to this regulation, Part D sponsors generally must require their network pharmacies to 
dispense certain solid oral brand covered Part D drugs in quantities of 14 days or less, unless an 
exemption applies. The regulation is found at § 423.154. 
 
We are proposing the following specific changes to the LTC short cycle dispensing requirements: 

 Add a prohibition on payment arrangements that penalize the offering and adoption of more 
efficient LTC dispensing techniques. 

 Eliminate language that has been misinterpreted as requiring the proration of dispensing fees. 

 Incorporate an additional waiver for LTC pharmacies using restock and reuse dispensing 
methodologies under certain conditions. 

 Make a technical change to eliminate the requirement that Part D sponsors report on the nature 
and quantity of unused brand and generic drugs. 

 
After providing a summary of the current LTC short cycle dispensing rule, we will address each proposed 
change in more detail. Section 423.154 requires that all Part D sponsors require all pharmacies servicing 
LTC facilities to dispense solid oral doses of covered Part D brand name drugs to enrollees in such 
facilities in no greater than 14 day increments at a time. Part D sponsors must also require such 
pharmacies to permit the use of uniform dispensing techniques, as defined by the LTC facility. The 
regulation refers to definitions in existence at the time of its promulgation. Brand name and generic drugs 
are defined in §423.4, and the definition specifically refers to a brand name drug as being one approved 
under an NDA. 
 
In order to quantify waste more precisely, the regulation requires Part D sponsors to collect and report 
information to CMS on the dispensing methodology used for each dispensing event, and on the nature 
and quantity of unused brand and generic drugs dispensed to enrollees in LTC facilities. Reporting on 
unused drugs is waived for Part D sponsors when both brand and generic drugs are dispensed in no 
greater than 7-day increments  
 
The regulation excludes: (1) Solid oral doses of antibiotics; and (2) solid oral doses that are dispensed in 
their original container as indicated in the Food and Drug Administration (FDA) prescribing information or 
that are customarily dispensed in their original packaging to assist patients with compliance. Thus, the 
regulation does not apply to drugs that are not typically dispensed in greater than 14-day supplies (for 
example: inhalers, eye drops, ear drops, steroid dose packs). LTC facilities are defined in 
§ 423.100, which definition excludes assisted living facilities. Intermediate care facilities for the mentally 
retarded and institutes for mental disease are specifically waived from the requirement in the regulation, 
as are I/T/U pharmacies, due to specific problems with delivery and dispensing to closed (often locked) 
facilities. 
 
With respect to copayments, the regulation states that regardless of the number of incremental 
dispensing events, the total cost sharing must be no greater than the total cost sharing that would be 
imposed if the regulation did not apply. 
 
When permitted under applicable law, the regulation requires Part D sponsors to include provisions that 
address the disposal of drugs that have been dispensed to an enrollee in an LTC but not used, and then 
returned to the pharmacy, in the terms and conditions that they must offer to pharmacies, including 
whether return for credit and reuse is authorized. 
 
a. Prohibition on Payment 
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Arrangements That Penalize the Offering and Adoption of More Efficient LTC Dispensing Techniques 
(§423.154). Our first proposed change is to add a clause to § 423.154 prohibiting payment arrangements 
that penalize the offering and adoption of more efficient LTC dispensing techniques. It is our 
understanding that for 2013, some of the largest PBMs have prorated LTC pharmacy dispensing fees for 
medications subject to the LTC short cycle requirements. Under such dispensing fee payment 
arrangements, if a medication is discontinued before a month’s supply has been dispensed, a pharmacy 
that dispenses the maximum amount of medication at a time permitted under § 423.154 collects more in 
dispensing fees than a pharmacy that utilizes dispensing techniques that result in less than maximum 
quantities being dispensed at a time. 
 
We provide the following example of two pharmacies—one more efficient at dispensing than the other— 
to illustrate our concern: A $4.00 dispensing fee for a 30-days’ supply is prorated, and a medication is 
discontinued after 21 days. The first pharmacy dispenses 14-days’ supply at a time and receives 
approximately $3.73 in total dispensing fees for a 28-days’ supply, which results in 7 days’ worth of 
medication waste. The second pharmacy dispenses 3-days’ supply at a time and receives approximately 
$2.80 in dispensing fees for a 21-days’ supply in total, which results no medication waste. We believe this 
example is contrary to the Congress’ intent in enacting section 3310 of the Affordable Care Act. In this 
example, the second pharmacy’s more efficient dispensing techniques save facility, sponsor, and Part D 
program costs associated with reducing the amount of medication waste, but the pharmacy itself receives 
less in dispensing fees than it would if it had dispensed in 14-day increments. This approach creates a 
perverse incentive for LTC pharmacies to adopt less efficient dispensing techniques, if available. Rational 
self- interest on the part of any LTC pharmacy with the flexibility to dispense greater quantities 
encourages wasteful dispensing and additional costs to the Part D program, in direct opposition to the 
intent of the law. 
 
During the extensive industry consultation conducted prior to the rulemaking required to implement 
section 3310 of the Affordable Care Act, CMS was repeatedly informed by multiple stakeholders that 
dispensing costs did not vary on the basis of the quantity of medication dispensed, but only by the 
number of dispensing events and the type of dispensing technique utilized. Therefore, there is no 
justifiable rationale for proration, since the cost of dispensing is not directly related to the quantity 
dispensed. In order to align incentives, we encouraged Part D sponsors to do quite the opposite to 
prorating dispensing fees, and offer differentially higher dispensing fees to promote the adoption of the 
most efficient dispensing methodologies. Starting in the fall of 2012, we have received numerous 
complaints about proration of dispensing fees from multiple LTC pharmacy organizations, LTC 
pharmacies, and LTC facilities that represent, offer, or have contracted to utilize more efficient dispensing 
methodologies. Some smaller LTC pharmacies, which rely upon their relative greater efficiency in 
reducing waste from unused drugs for competitive advantage, have complained that they were unable to 
negotiate appropriate terms through their intermediary group purchasing and contracting organizations 
and could not negotiate directly with Part D sponsors. Small LTC pharmacies have also reported that they 
risked losing their LTC facility contracts to larger LTC pharmacies if they did not accept the payment 
terms that, in effect, penalize their efficiency. These pharmacies have indicated that prorated dispensing 
fees are not mutually agreeable terms, and that this fee structure threatens the survivability of the most 
efficient dispensing techniques.  
 
It is unclear why Part D sponsors and their agents would choose to reimburse LTC pharmacies in a 
manner that does not promote more efficient dispensing methodologies. One possibility is that the smaller 
LTC pharmacies lack the leverage to negotiate differential fees due to the market power of the largest 
LTC pharmacies, which control more than 60 percent of the market. This would be the case only if the 
largest LTC pharmacies had the market power over the largest PBMs to not only set their own dispensing 
fees, but also the dispensing fees of their competitors. However, we have not heard any evidence or 
testimony that would support that conclusion.  
 
Another possibility is that Part D sponsors are not motivated to promote efficiencies in long-term care 
prescription drug utilization. This could be the case because their liability for these costs is substantially 
less than that of the federal government. Since most LTC residents are LIS-entitled individuals or likely to 
incur costs subject to catastrophic coverage, or both, sponsor liabilities are actually minimized when the 
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LTC resident beneficiary reaches the TrOOP threshold as quickly as possible. Thus, sponsors’ interests 
may actually be aligned with those LTC pharmacies with the least efficient dispensing methodologies, 
since both parties’ interests may be served by higher costs. 
 
A final possibility is that Part D sponsors believe the § 423.154 and/or the upcoming daily cost-sharing 
rate requirement at § 423.153(b)(4)(i) (which becomes effective January 1, 2014) mandate the proration 
of dispensing fees when less than 30 days is dispensed. This is not accurate, and we discuss this 
misunderstanding both further in this section and in the section entitled, ‘‘Application and Calculation of 
Daily Cost-Sharing Rates’’ of this proposed rule. 
 
Given the clear intent of the Affordable Care Act to reduce wasteful dispensing in the LTC setting, CMS is 
proposing to prohibit payment arrangements that penalize the offering and adoption of more efficient LTC 
dispensing techniques. This would be accomplished by adding a new clause (f) in § 423.154 that would 
state that a Part D sponsor must not, or must require its intermediary contracting organizations not to, 
penalize long-term care facilities’ choice of more efficient uniform dispensing techniques by prorating 
dispensing fees based on days’ supply or quantity dispensed. This clause would also state that a sponsor 
or its intermediary contracting organizations must ensure that any difference in payment methodology 
among LTC pharmacies incentivizes more efficient dispensing techniques. 
 
b. Misinterpretation of Language as Requiring the Proration of Dispensing Fees (§ 423.154) 
Our second proposed change to § 423.154 is to eliminate paragraph (e), which we believe has caused 
confusion. Section 423.154(e) currently states: ‘‘Regardless of the number of incremental dispensing 
events, the total cost sharing for a Part D drug to which the dispensing requirements, under this 
paragraph (a) apply must be no greater than the total cost sharing that would be imposed for such Part D 
drug if the requirements under paragraph (a) of this section did not apply.’’ The purpose of this language 
was to ensure that sponsors did not assess multiple monthly copayments for each incremental dispensing 
event. We believe misinterpretation of paragraph (e) may have prompted some sponsors to prorate 
dispensing fees, even though the regulation does not address dispensing fees. 
 
Moreover, effective January 1, 2014, the daily cost-sharing rate requirement will apply whenever a 
prescription is dispensed by a network pharmacy for less than a 30 days’ supply, unless the drug is 
excepted pursuant to § 423.153(b)(4)(i), regardless of the setting in which the applicable drugs are 
dispensed. In other words, the daily cost-sharing rate requirement will apply to brand drugs dispensed in 
LTC facilities to the extent they must be dispensed in supplies less than 30 days pursuant to § 423.154, 
and to generic drugs, to the extent a sponsor voluntarily dispenses generic drugs in LTC facilities in 
supplies less than 30 days. Consequently, the requirement of § 423.153(b)(4)(i) will make § 423.154(e) 
unnecessary, and we believe retaining both    provisions could cause further confusion. (Note that we 
propose some technical changes to the daily costsharing rate requirement in the section, entitled 
‘‘Application and Calculation of Daily Cost-Sharing Rates’’ of this proposed rule) For these reasons, we 
propose to delete § 423.154(e). 
 
c. Additional Waiver for LTC Pharmacies Using Restock and Reuse Dispensing Methodologies 
Under Certain Conditions (§ 423.154) (Page 1964) 
Our third proposed change to § 423.154 is to waive the short-cycle dispensing requirements for LTC 
pharmacies meeting certain conditions. Currently, § 423.154(c) waives the requirements for pharmacies 
when they dispense brand name Part D drugs to enrollees residing in intermediate care facilities for the 
mentally retarded and institutes for mental disease, as well as for I/T/U pharmacies. We have learned that 
some institutional pharmacies maintain custody of medications within the LTC facilities through operating 
a closed pharmacy within the facility, and as a result can ensure sufficient quality control over these 
medications to return all unused medications to stock for reuse that are eligible for return and reuse under 
applicable law. This has led us to believe there is another category of pharmacies, such as some on site 
pharmacies in veterans’ homes, for which a waiver from the LTC short cycle dispensing requirement may 
be appropriate, if they meet certain conditions that demonstrate that applying the 14-day dispensing 
requirements in these instances would not serve to reduce waste. 
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We are proposing to waive the requirements of § 423.154(a) for an LTC pharmacy that exclusively uses 
the dispensing technique of returning all unused medications to stock that can be restocked under 
applicable law for reuse and rebating full credit for the ingredient costs of the unused medication to the 
PDP sponsor. The proposed waiver would also require that for those drugs that cannot be returned for full 
credit and reuse under applicable law, such as controlled substances, the pharmacy uses a dispensing 
methodology that results in the delivery of no more than 14 days of a drug at a time. We would propose 
that the waiver would apply on a uniform basis to all similarly situated LTC pharmacies, but not to a 
pharmacy organization that is contracted to use this technique at some, but not all, of its pharmacies. 
Rather, the waiver would only apply to the qualifying pharmacies themselves. We would not require the 
pharmacy to credit back any amount of the dispensing fee when drugs are returned for reuse, since the 
level of effort for the pharmacies would not be expected to be decreased in any way. If anything, the level 
of effort would be increased to implement the appropriate internal controls for inspection and return to 
inventory of the unused medication. 
 
We solicit comments on whether there are any variations in operations that may exist among LTC 
pharmacies that we need to consider in determining whether to implement this waiver. We also solicit 
comments on how such pharmacies could be identified in industry standard transaction coding, as well as 
in network contracting and auditing protocols. We believe that such pharmacies would be expected to 
have documentation of relevant protocols approved by Pharmacy and Therapeutics (P&T) committees of 
the LTC facility, as well as records supporting the returns to inventory that could be compared with billing 
credits. We solicit comments on this understanding as well. 
 
We further solicit comments on our proposal that to qualify for the waiver, a pharmacy would have to 
dispense any drugs that cannot be restocked under applicable law, such as controlled substances, in no 
greater than 14-day supply increments. Our rationale in proposing this condition to the waiver is that we 
do not want the waiver to inadvertently result in large quantities of medications being dispensed to Part D 
enrollees serviced by the pharmacies that would qualify for the waiver because they cannot be restocked 
under applicable law. Therefore, we are proposing that such drugs should still effectively be subject to the 
short-cycle dispensing requirement. In this regard we wish to understand the extent of waste in 
pharmacies that would qualify for the waiver we are proposing, if we did not impose the requirement that 
drugs that cannot be restocked would be subject to a dispensing increment of 14-day supply or less if 
they cannot be restocked under applicable law. If persuaded that the waste would be insignificant, we 
may be persuaded to eliminate this condition to the waiver. 
 
We acknowledge that in the aforementioned April 15, 2011 Final Rule, we responded to some comments 
requesting that we exempt from the short-cycle dispensing requirement those pharmacies that already 
utilize low waste practices or ‘‘return for credit and reuse.’’ In response, we stated that although ‘‘return 
for credit and reuse’’ could reduce unused drugs in LTC facilities, there are limitations to this approach, 
especially because not all states allow ‘‘return for credit and reuse,’’ and reuse of controlled substances is 
limited by the Drug Enforcement Administration. Because of these limitations, we stated that we believe 
financial waste is more effectively reduced by preventing the accumulation of unused drugs in the first 
place, rather than addressing handling of unused drugs after they have accumulated in the LTC facilities. 
 
This proposal means that we have reconsidered our decision not to waive the short-cycle dispensing 
requirement for LTC pharmacies that use ‘‘return for credit and reuse’’ dispensing practices, because we 
did not fully consider such a waiver previously in the context of comments received about return and 
reuse being a universal alternative approach to short-cycle dispensing. In addition, we continue to receive 
persuasive arguments that such pharmacies should be exempt; for example, from some veterans’ homes 
with on-site pharmacies. However, as we explained previously, we are still concerned about waste   
associated with drugs that are not permitted to be returned for reuse and credit under applicable law in 
such LTC pharmacies in considering this additional exemption, and for this reason have specifically 
solicited comments on the extent of waste in such pharmacies that would qualify for the proposed 
additional waiver. 
 

NCPDP Comments:   
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NCPDP has visited the concept of return and reuse previously. There is no current transaction 
standard that accommodates transmitting a net quantity for payment following the acceptance of a 
returned medication applied against a quantity dispensed for ingredient cost credit.  There are other 
downstream credit implications such as copays, coordination of benefits, TROOP, etc. The WG14 
LTPAC Return Credit Task Group examined the use of the NCPDP Telecommunication Standard 
vD.Ø Rebill (B3) transaction. It was determined the use of the B3 transaction for the purpose of 
crediting a previous claim due to the return of unused medication was a violation of the standard and 
therefore a violation of HIPAA. A new HIPAA standard transaction would be required to support the 
many facets of return and reuse. 
 
Without an industry standard, CMS will not be able to audit return and reuse, since each pharmacy 
would have developed their own protocols and recordkeeping and would not be sufficient for plan 
auditing purposes. The plan would have to audit the claim to ensure the credit for the unused 
medication was issued and ensure the pharmacy was qualified to not use appropriate dispensing for 
the medication. 

 
A25. Pharmacy Price Concessions in Negotiated Prices (§ 423.100) 
We have learned that some Part D sponsors have been reporting costs and price concessions to CMS in 
different ways. This reporting differential matters because this variation in the treatment of costs and price 
concessions affects beneficiary cost sharing, CMS payments to plans, federal reinsurance and low-
income cost-sharing (LICS) subsidies, and manufacturer coverage gap discount payments. Differential 
treatment of costs would also be expected to affect plan bids. We do not collect sufficient detail in price 
concession data reported to CMS to quantify this impact, but this conclusion follows from the admitted 
reporting of some pharmacy price concessions in the annual aggregate price concession reporting (that 
is, the DIR reporting) during the coverage year payment reconciliation process, rather than as part of the 
negotiated price. (This issue, and its financial effect, have been discussed in the Announcement of 
Calendar Year (CY) 2014 Medicare Advantage Capitation Rates and Medicare Advantage and Part D 
Payment Policies and Final Call Letter (2014 Call Letter), [at http://www.cms.gov/Medicare/Health-
Plans/MedicareAdvtgSpecRateStats/Downloads/Announcement2014.pdf] and will be discussed in more 
detail in the discussion which follows.) If the projected net costs a sponsor is liable for in its bid are 
understated because the sponsor has been reporting certain types of price concessions as direct or 
indirect remuneration (DIR) rather than as price concessions that affect the negotiated price, it follows 
that the sponsor may be able to offer a lower bid than its competitors and may achieve a competitive 
advantage stemming not from greater efficiency, but rather from a technical difference in how costs are 
reported to CMS. When this happens, such differential reporting could result in bids that are no longer 
comparable, and in premiums that are no longer valid indicators of relative plan efficiency. We are 
therefore proposing changes to rectify this concern. 
 
The MMA established Part D as a voluntary, private-market-based program that would rely on private 
plans to provide coverage and to bear some of the financial risk for drug costs. These private plans would 
determine premiums through a bid process and would compete with other plans based on premiums and 
negotiated prices. [The Medicare Prescription Drug, Improvement, and Modernization Act of 2003 
Conference Agreement (Conference Agreement), page 4] Premiums are set through a statutory formula 
that ensures that premium levels are commensurate with bid levels. Therefore, all other things being 
equal, the lowest premium for a given level of benefits should signal the most efficient plan. Premiums are 
established through a prospective bidding process in which costs are projected and evaluated in 
accordance with actuarial guidelines set by the CMS Office of the Actuary. 
 
Negotiated prices are the payment amounts pharmacies receive from plans for covered Part D drugs 
dispensed to plan enrollees. CMS payments to plans are based on the reporting of negotiated prices 
(through PDE reporting) that are actually paid and are then offset by any other price concessions 
(submitted in aggregate through the separate annual DIR reporting process). CMS establishes rules for 
cost and price concession reporting through both PDE and DIR guidance and other payment 
reconciliation rules, and has regulated the definition of negotiated price and how it is to be treated in Part 
D benefit administration and in payment reconciliation. Since 2010, the regulatory definition has been: 
"Negotiated prices means prices for covered Part D drugs that: (1) The Part D sponsor (or other 



NCPDP Comments - CMS-4159-P, Medicare Program; Contract Year 2015 Policy and Technical Changes to the 
Medicare Advantage and the Medicare Prescription Drug Benefit 
Page 11 

   

intermediary contracting organization) and the network dispensing pharmacy or other network dispensing 
provider have negotiated as the amount such network entity will receive, in total, for a particular drug; (2) 
Are reduced by those discounts, direct or indirect subsidies, rebates, other price concessions, and DIR 
that the Part D sponsor has elected to pass through to Part D enrollees at the point of sale; and (3) 
Include any dispensing fees." 
 
We intended clause 2 to primarily refer to price concessions from parties other than pharmacies, since 
these would be price concessions that were not based on the sale of the drug by the pharmacy and 
calculated when the claim adjudicated and, in fact, could not be calculated until a later date. In particular, 
we expected these other non-claim-based price concessions to be in the form of rebates offered by 
prescription drug manufacturers. Since prescription drugs are dispensed by pharmacies and purchased 
through transactions between Part D sponsors (or their intermediary contracting organizations) and 
pharmacies, manufacturers are never in a position to apply price concessions to negotiated prices at 
point of sale. We now understand that clause 2 is ambiguous and permits sponsors and their 
intermediaries to elect to take some price concessions from pharmacies in forms other than the 
negotiated price and report them outside the PDE. When this occurs, the increased negotiated prices 
generally shift costs to the beneficiary, the government and taxpayer, and when applicable to certain 
brand name drugs, to prescription drug manufacturers. (The mechanism of this sort of cost shift was 
discussed at length in the analogous context of lock-in pricing in our 2008 proposed rule entitled 
"Medicare Program; Revisions to the Medicare Advantage and Prescription Drug Benefit Programs" 
which as published on May 16, 2008 in the Federal Register,--FR 28563 through 28566.) 
In addition, when price concessions from pharmacies are reflected in forms other than the negotiated 
price, the degree of price concession that the pharmacy has agreed to is no longer reflected in the 
negotiated prices available at point of sale or reflected on the Medicare Prescription Drug Plan Finder 
(Plan Finder) tool. Thus, the true price of drugs at individual pharmacies is no longer transparent to the 
market. Consequently, consumers cannot efficiently minimize both their costs (cost sharing) and costs to 
the taxpayers by seeking and finding the lowest-cost drug/pharmacy combination. Moreover, as the 
coverage gap closes, there are fewer and fewer beneficiaries who are exposed to the full cost of drug 
products, either at the point of sale or as reflected in Plan Finder estimates. When this occurs, the basis 
of competition shifts from prices to cost sharing, and the pricing signals available to the market can be 
distorted when lower cost sharing is not aligned with lower prices. Thus, we believe the exclusion of 
pharmacy price concessions from the negotiated price thwarts the very price competition that the 
Congress intended when it said that private plans would compete with other plans on both premiums and 
negotiated prices. 
 
We are aware that certain pharmacy price concessions are being excluded from the determination of the 
negotiated price because they are being characterized as "network access fees", "administrative fees," 
"technical fees" or "service fees" that are frequently imposed through PBM-issued manuals rather than 
explicit contractual terms. Pharmacies and pharmacy organizations report that they do not receive 
anything of value for those fees other than the ability to participate in the Part D network. The itemized 
types of services for which their payments are offset reportedly include things such as transaction fees for 
submission of claims, help desk support, information technology and telecommunication systems 
connectivity, electronic funds transfers, and other expenses associated with credentialing, maintaining, 
and auditing pharmacy networks. These fees take the form of deductions from payments to pharmacies 
for drugs dispensed, but in our view clearly represent charges that offset sponsor/PBM operating costs. 
We believe that if the sponsor or its intermediary contracting organization wishes to be compensated for 
these services and have those costs treated as administrative costs, such costs should be accounted for 
in the administrative costs of the Part D bid. If instead these costs are deducted from payments made to 
pharmacies for purchases of Part D drugs, such costs are price concessions and must be treated as such 
in Part D cost reporting. This is the case regardless of whether the deductions are calculated on a per-
claim basis or not. In our view, the decision on how such network management costs are funded between 
the PBM and the sponsor is not governed by our rules, but our rules do require that price concessions be 
fully disclosed and net against drug costs in reconciliation. 
 
We have also heard from pharmacies that some sponsors apply dispensing fees to claims when they are 
adjudicated at point of sale, but require that these fees later be rebated back to the sponsor and deducted 
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from payment remittances. Such practices again misstate the negotiated price. Our proposal would 
require that dispensing fees could only be applied at point of sale if they are received and retained by the 
pharmacy in the negotiated price. 
 
In comments on our related discussion in the 2014 Call Letter, one commenter argued that these other 
amounts charged to pharmacies are actually valid administrative costs. In contrast, all other sponsors and 
PBMs that commented on that section acknowledged these amounts to be price concessions. More 
significantly, all pharmacies and pharmacy organizations we have heard from assert that these are price 
concessions. When reported as DIR, these price concessions have the effect of offsetting price 
concessions disproportionally against just the costs the plan is most liable for, as discussed in the 2014 
Call Letter. If not reported at all, these amounts would result in another form of so-called PBM spread in 
which inflated prices contain a portion of costs that should be treated as administrative costs. That is, 
even if these costs did represent services rendered by the PBM or other intermediary organization for the 
sponsor, then these costs would be administrative service costs, not drug costs, and should be treated as 
such. Failure to report these costs as administrative costs in the bid would allow a sponsor to 
misrepresent the actual costs necessary to provide the benefit and thus to submit a lower bid than 
necessary to reflect its revenue requirements (as required at section 1860D-11(e)(2)(C) of the Act and at 
§ 423.272(b)(1)) relative to another sponsor that accurately reported administrative costs consistent with 
CMS instructions. Therefore, we agree with the pharmacy position that an amount deducted from the 
negotiated price otherwise payable to the pharmacy for these sorts of administrative fees is a price 
concession that should be reflected in the negotiated price. Consequently, we believe that the best 
interpretation of statutory intent is that all pharmacy price concessions must be reflected in the negotiated 
price. This would preclude the differential reporting that is taking place today, and put all plans on a level 
playing field in reporting drug costs and price concessions from network pharmacies. Consistent and 
transparent pricing would also promote increased price competition among network pharmacies and will 
align beneficiary and taxpayer interests in minimizing costs. Therefore, we do not believe that other 
pricing arrangements that cannot be calculated at the point of sale, such as risk sharing or conditional 
payments based on volume, are compatible with the price competition envisioned under the statute. Such 
arrangements will tend to overstate negotiated prices at point of sale, and require the subsequent 
adjustments through DIR reporting that may increase beneficiary and government costs if specified 
targets are met. We believe that the advantages of any such incentive arrangement could be achieved 
without the cost shifting by adjusting future negotiated prices. For instance, if specified volume targets 
were met in one quarter, rather than retroactively adjusting that quarter's prices down through DIR 
reporting, the negotiated prices for the next quarter could be reduced, and so on. Therefore we propose 
to reinterpret section 1860D-2(d)(1)(B) of the Act such that negotiated prices are the amounts that a 
network pharmacy receives in total for covered Part D drugs, and that these prices must reflect all price 
concessions from network pharmacies. Therefore, any other negotiated price concessions, such as 
discounts, direct or indirect subsidies, rebates, and (DIR) referenced in the statute would be those price 
concessions offered by sources other than network pharmacies (or their intermediary contracting 
organizations). In practice, this means prescription drug manufacturers. 
 
Some stakeholders have recommended that certain incentive payments to pharmacies, such as generic 
dispensing incentive fees, should not be included in negotiated prices. If these payments are included, 
they explain, the negotiated prices appear higher at the more efficient pharmacy as the result of the 
additional incentive payment. This higher price then proportionally increases costs borne by beneficiaries, 
the government, and manufacturers. These incentives really represent amounts that the sponsor is willing 
to bear in order to encourage the most efficient drug choices, which will drive down total costs overall, 
and thus the sponsor is willing to bear a disproportionate share of such expense. We agree with this 
argument and we believe that this sort of arrangement would not conflict with our proposed requirement 
that all price concessions be reflected in the negotiated price since such additional payments are the 
opposite of price concessions. Instead such incentive fees represent contingent price increases that 
cannot be predicted in advance, and cannot therefore be programmed to be applied at point of sale or 
reflected in the price posted on Plan Finder. We believe it would be appropriate to treat this particular sort 
of price increase differently than price decreases because including such amounts in the negotiated price 
(incentive fee component) at point of sale could disguise the relative competitiveness of the underlying 
pharmacy prices. Incentive fees also primarily benefit the plan sponsor who benefits from the lower costs 
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associated with the incentivized behavior, rather than the beneficiary. Therefore, in this case, we agree 
that it would be more appropriate for such incentive payments to be excluded from the negotiated price, 
and reported later in reconciliation as negative DIR. When reported as negative DIR, these amounts 
disproportionately affect (increase) the amounts the sponsor is liable for in risk sharing, which is 
appropriate given the intent of the incentives to promote least-cost drug product selection at point of sale. 
Least-cost drug product selection will directly reduce the sponsor's allowable risk corridor costs, so any 
incentive paid to encourage this behavior would be expected to be more than offset by the ingredient 
costs savings achieved through avoidance of higher-cost drug selection. This is so because, as we 
learned from numerous commenters to the 2014 draft Call Letter, the incentive payments are generally in 
the range of a dollar or two and the difference between preferred and non-preferred drug products is 
generally much greater. 
 
Therefore, we propose to revise the definition of negotiated prices at § 423.100 to require that all price 
concessions from pharmacies are reflected in these prices. Specifically we propose to redefine negotiated 
prices to mean prices for covered Part D drugs that: 1) the Part D sponsor (or other intermediary 
contracting organization) and the network dispensing pharmacy or other network dispensing provider 
have negotiated as the amount such network entity will receive, in total, for a particular drug; and (2) are 
inclusive of all price concessions and any other fees charged to network pharmacies; and (3) include any 
dispensing fees; but (4) exclude additional contingent amounts, such as incentive fees, only if these 
amounts increase prices and cannot be predicted in advance; and (5) may not be rebated back to the 
Part D sponsor (or other intermediary contracting organization) in whole or in part. 
 

NCPDP Comments: 
1. In this section, CMS is proposing all price concessions from pharmacies to be reflected in the 

negotiated price, which aligns with the final 2014 CMS Call Letter and subsequent memo 
dated 7/3/2013, “PDE Guidance for Post Point-of-Sale Claim Adjustments,” where audit 
adjustments are to be reflected as adjusted PDEs. Based on these recent pieces of guidance 
and clarification there are concerns about the beneficiary impacts in situations where a 
pharmacy or plan is reversing and/or adjusting a claim as a result of an audit. Specifically, 
reversals remove drugs from the beneficiaries’ drug utilization history, which could have a 
negative impact to safety edits and beneficiary financial liability. 
 
We ask that CMS create a focus group which includes all major stakeholders (CMS, NCPDP, 
Plans, Pharmacies and Software Vendors) to establish consistent audit methods and identify 
gaps in plan reporting of audit findings. 

   
A30. Enrollment Requirements for the Prescribers of Part D Covered Drugs (§ 423.120(c)(5) and (6)) 
To improve our ability to oversee the Medicare Part D program, we are proposing to implement section 
6405(c) of the Affordable Care Act effective January 1, 2015.  This section provides the Secretary with 
authority to require that prescriptions for covered Part D drugs must be prescribed by a physician enrolled 
under section 1866(j) of the Act (42 U.S.C. 1395cc(j)) or an eligible professional as defined at section 
1848(k)(3)(B) of the Act (42 U.S.C. 1395w–4(k)(3)(B)). 
 
We are proposing in revised 42 CFR 423.120(c)(5) and new (6) that a prescriber of Part D drugs must 
have: (1) An approved enrollment record in the Medicare FFS program (that is, original Medicare); or (2) a 
valid opt-out affidavit on file with a Part A/ Part B Medicare Administrative Contractor (A/B MAC) for a 
prescription to be eligible for coverage under the Part D program. 
 
To help ensure that Part D drugs are prescribed only by qualified prescribers, we are proposing that 
physicians and eligible professionals enroll in the Medicare program in order to prescribe covered Part D 
drugs. We are proposing an enrollment deadline of January 1, 2015, which would provide physicians and 
eligible professionals with at least 6 months after the publication of a final rule to initiate and complete the 
Medicare enrollment process for the purposes of prescribing covered Part D drugs. 
 

NCPDP Comments: 
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NCPDP commends CMS in its efforts to improve program oversight, however is concerned with the 
proposed aggressive timeline. In order for NCPDP to identify the applicable standardized values and 
processes to support this proposed rule, the pharmacy industry needs to understand CMS’ intent, 
specifically as it relates to patient access to care. New NCPDP reject codes and potential submission 
clarification and approved message code values may need to be developed and implemented to 
support the appropriate communication at point of service. 

 
CMS states, “With more than 1 million physicians and eligible professionals enrolled in the Medicare 
FFS program and more than 9,000 valid opt-out affidavits on file with an A/B MAC, we do not believe 
that there are a large number of physicians or eligible professionals who prescribe covered drugs for 
Part D enrollees who are not enrolled in an approved status in Medicare.” CMS further states that 
they will continue to defer to state law regarding the physicians and eligible professionals that can 
prescribe covered Part D drugs. The pharmacy industry is concerned with the estimations provided, 
as the current Medicare FFS enrollment data may not represent the large number of eligible 
professionals who are not physicians, but based on state law have prescriptive authority (e.g. nurse 
practitioner, physician assistant, residents, dentists and pharmacist). In order to accurately identify 
the risks, a reporting phase is needed by CMS to compare current PDE claim data with Medicare FFS 
active enrollments.   
 
The effective date for the Medicare FFS enrollment validation has been delayed multiple times over a 
period of five years, where as of January 2014 claims in which the ordering referring provider is not 
enrolled will be denied.  Additionally, while state Medicaid FFS programs were to implement similar 
ordering referring provider enrollment requirements, due to the complexity, implementation costs, and 
the access to care risks, the majority of states are not yet supporting the point of service validations.  
Common barriers include prescriber and facility outreach, development of new procedures for 
teaching hospitals, and the extended period (30-60 days) to complete the enrollment process.  With 
the potential shortage of physicians, Medicare Part D beneficiaries may not have access to an 
alternative eligible prescriber, in the event their current practitioner has not completed the enrollment 
process. As a result of these concerns, NCPDP respectfully requests CMS delay the effective date of 
the Medicare Part D prescriber enrollment requirement until CMS is able to: 

 Evaluate the outcome of the non-real-time Medicare FFS enrollment requirements where 
claim denials on provider enrollment began as of January 2014. 

 Process Medicare FFS claims in a real-time environment to determine the patient care impact 
of PECOS provider validation. 

 Evaluate the effects of the Medicaid Ordering Referring Provider enrollment requirements. 

 Establish a reporting mechanism to identify prescribers within current PDE claim data who 
are not enrolled with an active status. This data could then be used for prescriber and facility 
(e.g. teaching hospitals) outreach.  

 Work with the industry stakeholders to establish data integrity criteria, and identify the 
minimum necessary data elements and dissemination frequency, which will support real-time 
validations without compromising patient access to care, and ensure the appropriate 
information is communicated to the pharmacy and patient.   

o NCPDP requests CMS provide sufficient time for industry stakeholders to complete 
system development, internal and external testing. Files should be made available at 
least 180 days in advance of regulation effective date so affected stakeholders can 
make appropriate preparations to manage the file. 

o The file must not only be made available to Medicare Part D sponsors/PBMs, but 
also to prescriber provider data vendors, as well as any other entity impacted by the 
regulation. 

o Sufficient prescriber information must be made available on the file to allow the entity 
to appropriately match the Medicare information with their base prescriber files. 

o An alert process should be established (e.g. real-time inquiry process, list-serve 
notifications) for new enrollments that occur between file deliveries. The subsequent 
dissemination file would represent the effective date of the updated enrollment, 
allowing prescription claims to process accordingly. 
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 Support prescriber outreach and develop educational materials to address: 
o Enrollment fees 
o Policies to prevent gaps in care when renewal of Medicare enrollment is not timely. 
o Conditions which may compromise the prescriber’s Medicare enrollment status, e.g. 

improper prescribing practices, revocation of DEA and/or medical license. 
o Conditions which may not compromise the prescriber’s Medicare enrollment status, 

e.g. new license registrations as a result of a change in practice location, the lack of 
PDE activity for a specific prescriber for a set number of months.    

 
Due to the many unknowns with the proposed rule, it will be difficult, if not impossible for the NCPDP 
membership to coordinate the necessary changes and develop a streamlined process that does not 
compromise patient access to care as of the suggested January 1, 2015 effective date. Until a 
streamlined process is developed, CMS can leverage PDE claim data to determine patient access to 
care risks, and potential gaps in the PECOS enrollment system. Once a workable effective date is 
established, CMS should establish an enrollment deadline of at least 30 days prior to the effective 
date to allow dissemination and then integration of the files into the industry systems. NCPDP also 
requests CMS consider a staggered implementation, where only original prescriptions are subject to 
the prescriber Medicare enrollment validation, as prescription refills represent a prescription that was 
written prior to the enrollment compliance date. This will mitigate access to care issues due to 
administrative enrollment barriers and the delay in data dissemination/integration.    

 
Page 1983 
Our proposal to require physicians and eligible professionals to enroll in the Medicare program to 
prescribe covered Part D drugs does not solicit comment on the types of health care physicians and 
eligible professionals who can write a valid prescription under state law. We will continue to defer to state 
law regarding the physicians and eligible professionals that can prescribe covered Part D drugs. As such, 
a Part D sponsor would remain responsible for ensuring that a prescriber has the authority to prescribe 
under state law. 
 

NCPDP Comments:  
NCPDP commends CMS on their decision to continue to defer to the state laws on the determination 
of prescriptive authority by practitioner type. NCPDP only requests that CMS provide clear guidance 
and prescriber outreach where the state law has deemed the prescriber is eligible to prescribe Part D 
drugs, however CMS has determined the prescriber is not eligible for enrollment in the Medicare 
program. 

 
Page 1983 
Depending on state law, interns and residents may enroll in the Medicare FFS program to receive 
Medicare billing privileges or to solely order/certify services in Part A and Part B of the Medicare program. 
Under our proposal, interns and residents with an approved enrollment record in PECOS would also be 
allowed to prescribe covered Part D drugs in the Medicare program as long as the state permits this 
practice. We believe that this approach is consistent with the policy that we previously established in the 
April 27, 2012 final rule (77FR 25284) entitled, "Medicare and Medicaid Programs: Changes in Provider 
and Supplier Enrollment, Ordering and Referring, and Documentation Requirements; and Changes in 
Provider Agreements. 

 
Medicare and Medicaid Programs; Changes in Provider and Supplier Enrollment, Ordering 
and Referring, and Documentation Requirements; and Changes in Provider Agreements  
Page 25288 
The IFC also required that if the Part B items or services were ordered or referred by a resident or 
an intern, the claim must identify the teaching physician as the ordering or referring supplier, and 
the teaching physician must be identified in the claim by his or her legal name and NPI, and he or 
she must have an approved enrollment record or a valid opt-out record in PECOS.  
Page 25300 
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Response: Neither the IFC, nor this final rule places requirements on prescribers identified in 
claims for drugs. As noted in the IFC, the ordering requirement in this final rule does not apply to 
Part B or D drugs. 
Page 25309 
Second, we modified this final rule to permit residents, as defined in § 413.75, who are enrolled in 
an accredited graduate medical education program in a State that licenses or otherwise enables 
such individuals to practice or order these items or services to enroll in Medicare to order and 
certify. In situations where States do not license or otherwise permit such individuals to practice 
or order and certify services, the teaching physician’s full legal name and NPI must be included 
on the claim as the person who ordered or certified the service. In this latter circumstance, the 
claims will not be paid unless the ordering and certifying physician, in this case, the teaching 
physician, is listed on the claim as the ordering or certifying physician. 

 
NCPDP Comments:  
NCPDP acknowledges the accommodation to the final rule (77FR 25284), to allow licensed residents 
to enroll in the Medicare FFS program for purposes of Ordering and Referring Provider validation on 
Part B claims. The CMS response to comments for this rule specifically states it does not apply to 
claims for Part B or Part D drugs. Since Medicare Part D prescription claim volume is more than 50 
times greater than the volume of Part B claims (drug and non-drug), NCPDP requests CMS to 
consider the transition period, system development and increased budgets that would be needed to 
ensure teaching hospitals are able to support the Medicare enrollment process for transitional 
residency programs. Additionally, further guidance is required to outline the enrollment update 
process when the resident is no longer associated to the facility, as this could result in the association 
of new prescriber identifiers. CMS may be able to leverage the lessons learned with the pharmacy 
provider enrollment process with regards to acquisitions and the maintenance of facility identifiers.     

 
NCPDP supports the enrollment of a resident. We ask, however, that CMS continue to conduct 
outreach to the hospitals to ensure that all residents are registered and that residents update their 
registration if any necessary enrollment data changes. To that end, we ask CMS to consider what 
happens to the patient’s prescriptions when the resident’s enrollment data or the resident’s status has 
changed. What circumstances would require updates/modifications of the enrollment? Examples of 
possible modifications may include: 

Change in practice locations 
Completion of residency 
Transitioning to private practice 
Obtaining an individual DEA Number 

 
To ensure access to care and to address gaps in the timing of data dissemination, NCPDP 
recommends that modifications to the resident’s enrollment do not interrupt the resident’s status so 
that the patient’s Part D prescription claims (fills and refills) remain valid. 

 
Page 1983  
Generally, a physician or eligible professional makes the decision to opt out of the Medicare program 
because they have decided to furnish services on a private contracting basis. Therefore, we are 
proposing a similar opt-out policy as the Medicare FFS program uses for ordering services within Part B 
of the Medicare program and certifying services within Part A of the Medicare program. We believe that 
allowing opt-out physicians and eligible professionals to continue to prescribe covered Part D drugs to a 
Medicare enrollee would ensure consistency with the Part B program in this regard. In addition, an A/B 
MAC verifies medical licensure for opt-out physicians and eligible professionals on a monthly basis. 
Accordingly, we are soliciting comments on whether a prescription of opted-out physicians and eligible 
professionals should be considered covered under the Part D program as long as the opt-out physician or 
eligible professional furnishes their NPI to an A/B MAC. 
 

NCPDP Comments:  
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NCPDP agrees that prescription claims where the prescriber has elected to opt-out should be 
covered under the Part D program as long as the coverage rules are clearly defined. To facilitate a 
streamlined communication process with industry stakeholders, NCPDP requests CMS provide: 

 Clear guidance on how to complete the opt-out affidavit for Medicare Part D  

 The turn-around time to post the information within the enrollment file 

 How an opt-out prescriber will be identified and the information disseminated to industry 
stakeholders. 

 The timeliness of this information   

 Clarification as to which, if any edits (e.g. improper prescribing practices, revoked DEA) apply 
for opt-out prescribers and whether there are overrides to the rejects 

As noted above, in order for NCPDP to identify the applicable standardized values and processes to 
support the enrollment statuses and operational workflow at point of care, the pharmacy industry 
needs to understand CMS’ intent, specifically as it relates to patient access to care.  

 
Page 1984 
Finally, we are also proposing to add provisions to 42 CFR 423.120(c)(6) that a Part D sponsor would not 
be able to submit a PDE to CMS, unless it pertains to a claim for a Part D drug that was dispensed 
pursuant to a prescription written by a physician or, when permitted by applicable law, an eligible 
professional who: (1) is enrolled in Medicare in an approved status; or (2) has a valid opt-out affidavit on 
file with the A/B MAC. Proposed § 423.120(c)(6) would also provide that a Part D sponsor must submit to 
CMS only a PDE that contains an active and valid prescriber NPI. Under our proposal, CMS would furnish 
or make available to Part D sponsors a list of physicians and eligible professionals that have an approved 
enrollment record within the Medicare FFS program or who have a valid opt-out affidavit on file with the 
A/B MAC. Part D sponsors would no longer be required to check the NPPES database to determine 
whether a prescriber has an active and valid individual prescriber NPI. 

 
NCPDP Comments:  
NCPDP requests CMS engage with the pharmacy industry to find workable solutions that will address 
the following concerns. This will mitigate patient access to care risks, eliminate the costly and 
unnecessary process to re-submit PDEs, allow Part D processors to accurately track accumulators 
and down-stream payers to process claims accordingly. 

 Identifying enrollment status and associated guidance that would allow the PDE to process in 
the below situations.    

o Opt-out Pending: Prescriber has completed the opt-out affidavit; however the 
information is not yet posted on the Part D prescriber enrollment file. 

o Enrollment Pending: Prescriber has completed the enrollment application; however 
there is a delay in processing the volume of requests in a timely manner. 

o Enrollment Active: Prescriber’s enrollment has been activated; however there is a 
delay integrating this information in the industry. 

o Enrollment Terminated: Prescriber is deceased, same grace period rules should 
apply, as do today 

o Enrollment Terminated: Effective and termination dates relative to suspended or 
revoked enrollment status due to improper Prescribing Practices 
 Will CMS notify the prescriber at least 30 days in advance of the enrollment 

termination? 

 Potential timing delays need to be addressed: 
o Claim adjudication and PDE submission 
o The timing of the dissemination and the application of the Part D Prescriber 

Enrollment file to pharmacy and payer systems. 
The timing of terminated enrollments is of critical concern as prescription claims processing is real 
time and prescription orders may be applicable to future fills.  As a result, NCPDP requests CMS not 
apply retroactive termination that would impact prescriptions written prior to the enrollment status 
change (new/refills) and claims in progress. 

 
Page 1984 
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We are also soliciting comments on whether we should consider requiring all pharmacies (for example, 
network, non-preferred, home infusion, non-retail or mail order, and out-of-network) to enroll or maintain 
enrollment in the Medicare FFS program in order to dispense covered Part D drugs. In a May 2013 OIG 
report titled, "Retail Pharmacies with Questionable Part D Billing, (OEI-02-09-00600)," the OIG found that 
2,637 or approximately 4.4 percent of pharmacies, had questionable billing in 2009. The report also 
highlighted several cities (Miami, Florida, Los Angeles, California, and Detroit, Michigan) with significantly 
high levels of questionable billing than the national average. 
 
We believe that requiring Medicare FFS enrollment for network pharmacies would leverage the 
credentialing, identity verification and other safeguards that are part of the FFS enrollment process, 
allowing Part D sponsors to leverage an important program integrity tool for their networks. Alternatively, 
we seek comment on whether requiring FFS enrollment for network pharmacies is a "best practice" in 
pharmacy contracting by plan sponsors, and should be an integral part of sponsors' required fraud, waste 
and abuse programs. 

 
NCPDP Comments:  
NCPDP does not recommend that pharmacies be required to enroll in the Medicare FFS program in 
order to dispense covered Medicare Part D drugs. Based on the below current practices and risks 
associated to additional enrollment requirements, CMS’ intent in enrolling all pharmacies for purposes 
of dispensing Medicare Part D prescriptions is unclear. 

 There are industry established enrollment processes and an industry recognized database.  
Medicare FFS enrollment for purposes of Part D prescription claims processing would 
introduce redundancy, as well as concerns of synchronization of the data. 

 Requiring enrollment for Part D is an additional cost to the pharmacy, specifically in situations 
where Medicare B claim activity is not applicable 

o Not all Medicare D beneficiaries are enrolled in Medicare B 
o Medicare B claim volume is low, where inactivity risks termination of the pharmacy’s 

enrollment status 
o Additional administrative and financial burden to maintain a specific Medicare D 

enrollment status in PECOS 
o The enrollment process for new pharmacies is not timely thereby impacting 

beneficiaries at point of care 
It is recommended that existing PDE data evaluations and audit functions be used to address 
questionable pharmacy billing pharmacies. 

 
Page 1984 
Finally, we are soliciting public comments from doctors of dental surgery or dental medicine, including 
family dentists, regarding our proposal that doctors of dental surgery or dental medicine enroll in the 
Medicare program in order to prescribe covered Part D drugs. 

 
NCPDP Comments: 
NCPDP supports the enrollment of doctors of dental surgery or dental medicine in the Medicare 
program in order to prescribe covered Part D drugs. NCPDP recommends that Medicare allow all 
Medicare Part D drugs be covered when the doctor of dental surgery or dental medicine is enrolled, 
regardless of the service provided. 

 
A31. Improper Prescribing Practices (§ 424.535) 
To be covered under Part D, Medicare requires that a drug be dispensed upon a prescription that is valid 
under state law, that the drug meets the definition of a Part D drug, and that it be prescribed by a valid 
prescriber for a medically accepted indication. Therefore, a physician or eligible professional evidencing a 
pattern or practice of prescribing without valid prescribing authority, or for controlled substances outside 
the scope of the prescriber’s DEA Certificate of Registration, would face potential revocation of Medicare 
enrollment. In addition, a physician or eligible professional with a consistent pattern or practice of 
prescribing drugs for indications that were not medically accepted—that is, for indications neither 
approved by the FDA nor medically accepted under 1860D–2(e)(4) of the Act—could potentially face 
revocation. 



NCPDP Comments - CMS-4159-P, Medicare Program; Contract Year 2015 Policy and Technical Changes to the 
Medicare Advantage and the Medicare Prescription Drug Benefit 
Page 19 

   

 
We welcome and indeed encourage comments on our proposed additions of § 424.530(a)(11) and of § 
424.535(a)(13) and (14). We are especially interested in receiving comments on the following issues: 

 Whether certain proposed criteria should not be used. 

 Whether criteria that we did not propose should be used. 

 Whether certain criteria should be given more or less weight than others. 

 Whether our proposed additions of § 424.530(a)(11) and of § 424.535(a)(13) and (14) should be 
expanded to include pharmacy activities. 
 

NCPDP Comments: 
NCPDP applauds CMS for establishing additional controls to ensure the safety of Medicare Part D 
beneficiaries. These controls however, may have a greater negative impact with patient access to 
care if the implementation is not carefully coordinated with the industry stakeholders. The most critical 
pieces of the proposed regulation include the timing and content of the enrollment file, and the 
various methods of data integration into the point of sale adjudication systems. While the majority of 
pharmacy industry entities subjected to this regulation rely on vendors to supply prescriber 
information, some may elect to independently access the Medicare FFS enrollment data.  As with any 
project this size, the industry requires sufficient time and access to detail in order to construct the 
applicable framework and system rules to ensure all use cases are addressed with an appropriate 
end result, consistent messaging is developed and data integrity is maintained. The following 
comments and recommendations are just a few pertinent areas of concern.   

 The file must not only be made available to Medicare Part D sponsors/PBMs, but also to 
prescriber provider data vendors, as well as any other entity impacted by the regulation. 

 Sufficient prescriber information must be made available on the file to allow the entity to 
appropriately match the Medicare information with their base prescriber files. 

 Suspension, revocation or other changes that result in a terminated enrollment status must 
be post-dated by at least 30 business days to allow sufficient time for: 

1. Prescriber/Provider data vendors to acquire, match, and integrate the file 
2. Part D sponsors/PBMs and pharmacies to integrate the data from vendors; Or  
3. For Part D sponsors/PBMs and pharmacies to integrate the data directly 

 An alert process should be established (e.g. real-time inquiry process, list-serve notifications) 
for reinstated or new enrollments that occur between file deliveries. The enrollment record 
would then indicate the effective enrollment date that occurred prior to dissemination of the 
file. 

 Active status periods (i.e., start – end date periods) cannot be retroactive and therefore must 
always allow time for integration of the file before changes in enrollment status are enforced.  
There should be no retroactive recoupment of payment by Part D sponsors of pharmacies for 
prescribers who were indicated as enrolled by the most current information available at the 
time the prescription was filled. 

 NCPDP will need sufficient advance notice of the enrollment status specific indicators in 
order to develop and publish the necessary codes, and for the industry to integrate properly 
into their systems.  

 Consistent and streamlined override processes need to be developed to ensure access to 
care for data file timing conflicts or appeals processes.   

 If Medicare’s process results in a prescriber’s enrollment status different than indicated on the 
most recent file, NCPDP will need to understand the override (such as Submission 
Clarification Code(s)), exception, and the appeal processes from point of service to PDE.  

 Changes to the PDE process may be necessary to support multiple Submission Clarification 
Codes. 

 A communication process should be established to notify the prescriber and beneficiary to 
changes in the prescriber’s Medicare enrollment status. This would be for the purpose of 
explaining why a beneficiary can no longer have their prescriptions filled from the preferred 
physician or medical professional. If the expectation is for pharmacy to communicate this 
information, specific indicators must be provided in the enrollment file to indicate reasons why 
an individual’s enrollment status changed.   
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 It is requested that CMS clarify that they will support a call center to which the pharmacy 
provider or plan sponsor can refer the prescriber or beneficiary. It is also requested that CMS 
provide the industry stakeholders a reference to the Medicare terminated enrollment appeals 
process.   

 
NCPDP also expresses concern with some of CMS’ proposed criteria to determine revocation of 
a prescriber’s Medicare enrollment. Plan sponsors, processors, pharmacies and their contracted 
prescriber data vendors have extensive experience with addressing gaps in/between regulated 
prescriber registries, where information provided within their data files lacks standardization and 
applicable identifiers. Additionally, some of the criteria outlined below appears to be specific to a 
medical claim process, and does not align with the prescription claim model. NCPDP asks CMS 
to consider the following concerns and recommendations when developing criteria to determine a 
revocation Medicare enrollment. 

 Whether there are diagnoses to support the indications for which the drugs were prescribed; 
o The diagnosis code is currently not a required field for prescription claims processing 

and physicians do not readily provide this detail on the prescription order. 
Additionally, the risks associated to the October 2014 transition to ICD-10 will not be 
evident until 2015 or later. NCPDP recommends that CMS place diagnosis criteria on 
hold until the effects of ICD-10 are evaluated and addressed, and diagnosis codes 
become a required element on the prescription order.  

 Whether there are instances where the necessary evaluation of the patient for whom the drug 
was prescribed could not have occurred (for example, the patient was deceased or out of 
state at the time of the alleged office visit); 

o NCPDP agrees that a prescription claim with a date of service after the patient’s 
death date is an area of concern which is currently addressed through audit 
processes between the plan and the pharmacy. Since the conflict may be the result 
of either a pharmacy or prescriber error, NCPDP requests CMS consider a triage 
process to determine the root cause.  

o For other situations of potential prescriber/patient relationship conflicts, NCPDP 
requests CMS eliminate this criteria if based solely on the PDE data. While there is a 
prescription written date associated to a prescription, this date does not indicate the 
order was based on an office visit. Refill renewals are often authorized based on prior 
patient and clinical evaluations.    

 Whether the physician or eligible professional has prescribed controlled substances in 
excessive dosages that are linked to patient overdoses; 

o NCPDP commends CMS for leveraging these criteria in efforts to improve patient 
safety. As outlined above, NCPDP requests CMS work with the industry stakeholders 
to develop a streamlined process, working in coordination with improving existing 
drug utilization review (DUR) processes.   

 The number and type(s) of disciplinary actions taken against the physician or eligible 
professional by the licensing body or medical board for the state or states in which he or she 
practices, and the reason(s) for the action(s); 

o As noted above, regulated prescriber registries (e.g. medical licensing boards, DEA), 
do not provide standardized identifiers indicating a disciplinary action (e.g. 
suspension, revocation, restriction) has applied. Often, such disciplinary actions are 
tracked manually, making it difficult to obtain applicable documentation and automate 
systems in a timely manner. It is important to note that disciplinary actions do not 
always result in a revocation of prescriptive authority and actions by the board may 
be unclear. The same risks apply when a disciplinary action is overturned and the 
prescriber’s license is re-instated. Due to these risks, NCPDP requests CMS to 
consider the following when developing the processes associated to the disciplinary 
action criteria: 

 Communicate CMS processes to the industry stakeholders 
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 In the case where disciplinary action is unclear, enrollment status should not 
be impacted; CMS should communicate the rationale used when impacting 
enrollment status. 

 Provide a support center to field calls  
 Support post-dated revocations 
 Incorporate an appeals process 
 Provide a real-time Medicare enrollment validation access tool to all industry 

stakeholders 
 Establish guidance that supports an override process, to ensure the 

prescription claim is not at risk from point of sale to PDE processing. 

 Whether the physician or eligible professional has any history of "final adverse actions" (as 
that term is defined under § 424.502); 

o NCPDP requests CMS to clarify whether the situation that results in one of the 
following should be represented as a revoked Medicare enrollment status, or an OIG 
excluded provider. This is key to the pharmacy industry to ensure standardization of 
processes and the appropriate reject code and message is returned on the rejected 
prescription claim response.     

(4) A conviction of a Federal or State felony offense (as defined in § 424.535(a)(3)(i)) 

within the last 10 years preceding enrollment, revalidation, or re-enrollment; or  

(5) An exclusion or debarment from participation in a Federal or State health care 

program. 

 The number and type(s) of malpractice suits that have been filed against the physician or 
eligible professional related to prescribing that have resulted in a final judgment against the 
physician or eligible professional or in which the physician or eligible professional has paid a 
settlement to the plaintiff(s) (to the extent this can be determined); 

o NCPDP commends CMS for leveraging these criteria, in efforts to improve patient 
safety. As outlined above, NCPDP requests CMS work with the industry stakeholders 
to develop a streamlined process with access to information. 

 Whether any State Medicaid program or any other public or private health insurance program 
has restricted, suspended, revoked, or terminated the physician or eligible professional's 
ability to prescribe medications, and the reason(s) for any such restriction, suspension, 
revocation, or termination;  

o NCPDP requests CMS to clarify whether State Medicaid program prescriber 
sanctions would be represented as a revoked Medicare enrollment status, or an OIG 
excluded provider. This is key to the pharmacy industry to ensure standardization of 
processes and the appropriate reject code and message is returned on the rejected 
prescription claim response. As outlined above, NCPDP requests CMS work with the 

industry stakeholders to develop a streamlined process. 
 Any other relevant information provided to CMS. In determining whether a physician or 

eligible professional has a pattern or practice of prescribing that fails to meet Medicare 
requirements, CMS would consider the following factors, including whether the physician or 
eligible professional -- 
1. Has a pattern or practice of prescribing without valid prescribing authority; 

o Inconsistencies with data file dissemination, and the need for the receiver to 
create historical views, creates significant risks of unintended results. NCPDP 
requests CMS consider processes that are currently in place to validate 
prescriptive authority at point of service and eliminate this criterion for 
determining Medicare enrollment revocations. 

2. Has a pattern or practice of prescribing for controlled substances outside the scope of the 
prescriber's DEA Certificate of Registration; 

o Prescribers select the drug DEA classes which they prescribe as part of their 
DEA registration process. While the registration process appears to be simple, 
the identification of the drugs and their associated schedule are not clear (e.g. 
narcotic, non-narcotic). Additionally, states frequently override the federal DEA 
schedules for specific drugs, requiring the prescriber to update their registration 

http://www.law.cornell.edu/cfr/text/42/424.535#a_3_i
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prior to the actual renewal date.  These complicated factors are considered with 
the point of service reject and submission clarification code process that is 
currently in place. NCPDP requests CMS consider processes that are currently in 
place to validate prescriptive authority at point of service and eliminate this 
criterion for determining Medicare enrollment revocations.   

3. Has a pattern or practice of prescribing drugs for indications that were not medically 
accepted—that is, for indications neither approved by the Food and Drug Administration 
(FDA) nor medically accepted under 1860D-2(e)(4) of the Act – and whether there is 
evidence that the physician or eligible professional acted in reckless disregard for the 
health and safety of the patient. 

o A number of drugs are prescribed for a purpose other than the primary indication. 
As mentioned above, the diagnosis code is currently not a required field for 
prescription claims processing and physicians do not readily provide this detail 
on the prescription order. It is unclear how this data would be captured. NCPDP 
requests CMS work with the industry stakeholders to develop a streamlined 
process. 

4. Whether our proposed additions of § 424.530(a)(11) and of § 424.535(a)(13) and (14) 
should be expanded to include pharmacy activities. 

o The criteria outlined are for prescribing activities; it does not describe pharmacy 
activities. NCPDP requests that CMS provide the considered criteria under which 
a pharmacy would be held liable under this section and not already addressed in 
state or federal processes.  

 
Page 1986  
Similarly, we propose to add a new § 424.535(a)(13) granting CMS the authority to revoke a physician or 
eligible professional 's Medicare enrollment if (1) his or her DEA Certificate is suspended or revoked, or 
(2) the applicable licensing or administrative body for any state in which the physician or eligible 
professional practices suspends or revokes the physician or eligible professional's ability to prescribe 
drugs. Again, this approach is consistent with our requirement that providers and suppliers maintain 
compliance with all applicable licensure and certification requirements. We believe that the loss of the 
ability to prescribe drugs via a suspension or revocation of a DEA Certificate or by state action is a clear 
indicator that a physician or eligible professional may be misusing or abusing his or her authority to 
prescribe such substances. This raises concerns that the physician or eligible professional's improper 
practices may be duplicated in the Medicare program. We must therefore take steps to ensure that 
Medicare beneficiaries are protected and the Medicare Trust Funds. 

 
NCPDP Comments: 
Clarification from CMS is requested as to how a prescriber’s Medicare enrollment status would be 
reflected when the criteria is based on a revoked/suspended DEA license? Would only controlled 
substance prescriptions not be allowed or any Part D drug? 
 

A33. Broadening the Release of Part D Data (§ 423.505).   
CMS is proposing to revise our regulations governing the release of Part D data to expand the release of 
unencrypted prescriber, pharmacy, and plan identifiers contained in prescription drug event (PDE) 
records, as well as to make other changes to our policies regarding release of Part D PDE data. 

 
NCPDP Comments: 
The release of this information could have significant negative impact on prescribers and dispensers, 
depending on the entity to which the information is supplied and how the data is interpreted. NCPDP 
has concerns with the release of unencrypted information and therefore recommends that CMS 
continue to restrict access to prescriber, pharmacy and plan identifiers and leverage the use of an 
encryption key for data analytics. 
 

A34. Establish Authority To Directly Request Information From First Tier, Downstream, and 
Related Entities (§ 422.504(i)(2)(i), and § 423.505(i)(2)(i)) 
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Pursuant to section 1857(d)(2) and 1860D–12(b)(3)(c) of the Act, existing regulations at 42 CFR 
422.504(i) and 42 CFR 423.505(i) establish various conditions that entities contracting as a first tier, 
downstream, or related entity (FDR) to an MA organization or Part D sponsor must agree to in order to 
participate in the MA or Part D program. One such condition at § 422.504(i)(2)(i) and § 423.505(i)(2)(i) is 
that HHS, the Comptroller General, or their designees have the right to audit, evaluate, and inspect any 
books, contracts, computer or other electronic systems, including medical records and documentation of 
the first tier, downstream, and related (FDR) entities related to CMS’ contract with the Part C and D 
sponsor. 
 
CMS (or its designee(s)) conduct routine audits of Part D sponsors and MA organizations, as well as 
conduct audits to investigate allegations of noncompliance with Part C and/or Part D rules and 
requirements. While § 422.504(d) and § 423.505(d) address Part D and MA organizations’ own 
maintenance of records and the rights of CMS to inspect those records, § 422.504(i)(2)(i) and § 
423.505(i)(2)(i) also require plan sponsors require that their FDRs agree to this CMS right to inspection. 
Plan sponsors regularly contract with FDRs to perform critical Part C and D operating functions. For 
example, many (if not most) Part D sponsors delegate critical Part D functions to their PBMs. As a result, 
many of the records that we or our designees would need to review and evaluate when we audit a Part D 
sponsor or MA organization reside with its FDRs. 
 
Our existing regulation at § 423.505 (i)(3)(iv) states that the contracts between the Part D sponsor and its 
FDRs must indicate whether records held by the FDR pertaining to the Part D contract will be provided to 
the sponsor to provide to CMS (upon request), or will be provided directly to CMS or its designees by the 
FDR (the Part C regulation is silent on this matter). As such, we have not previously required Part C or 
Part D FDRs to provide information directly to CMS.  
 
Two separate reports by the OIG (OEI–03–08–00420, dated October 2009 and OEI 03–11–00310, dated 
January 2013), have highlighted barriers experienced by the Medicare Drug Integrity Contractor (MEDIC), 
the entity contracted by CMS to be responsible for detecting and preventing fraud, waste, and abuse in 
the Medicare Parts C and D programs nationwide, in obtaining requested information in an expeditious 
manner. The 2009 OIG report discussed that CMS’ and its designees’ (in this case, the MEDIC) lack of 
authority to directly obtain information from pharmacies, PBMs, and physicians has hindered the MEDIC’s 
ability to investigate potential fraud and abuse and the OIG recommended that CMS change its 
regulations to establish its authority to obtain necessary information directly from FDRs. The OIG’s 2013 
report reiterated the recommendation that CMS have a more direct route to obtain records held by FDRs 
so that CMS would be able to obtain necessary records in a timely fashion. While the 2013 report pointed 
out that sponsors and their FDRs generally cooperate in providing the information requested by the 
MEDIC, it often takes months for it to reach the MEDIC because the MA organization or Part D sponsor 
acts as a gatekeeper. 
 
In the past, we chose not to be prescriptive regarding whether a first tier, downstream, or related entity 
must make its books and records available to us directly or through the Part C or D sponsor. As a 
consequence of what we have learned through the OIG investigations and the seriousness with which we 
approach our fraud, waste, and abuse oversight obligations, we are now proposing to specify at § 
422.504(i)(2)(ii) and § 423.505(i)(2)(ii) that HHS, the Comptroller General, or their designees have the 
right to audit, evaluate, collect, and inspect any records by obtaining them directly from any first tier, 
downstream, or related entity. This proposed regulatory change would not grant CMS any investigative or 
audit authority that we do not already possess. It would merely guarantee us a direct and expeditious 
route to the information we need to obtain for purposes of program oversight. This regulatory change 
would also reduce the burden on the plan sponsor. The plan sponsor would no longer need to act as the 
gatekeeper between CMS and its first tier, downstream, or related entity.  Upon making contact with the 
first tier, downstream, or related entity, we would simultaneously notify the plan sponsor concerning the 
nature of the request. This will ensure that the plan sponsor will have notice that we are contacting one of 
its subcontractors. 
 
We are proposing to revise the regulation at § 422.504(i)(2)(i) a d § 423.505(i)(2)(i) to make clear that 
CMS and its designees may ‘‘collect’’ records in addition to our existing authority to  ‘‘audit, evaluate, and 
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inspect’’ information. The addition of ‘‘collect’’ removes any doubt that, in addition to our other options for 
obtaining records, we have the authority to request information to be reviewed in some location other than 
onsite at a sponsor’s or FDR’s facility. Furthermore, the proposed provision is intended to clarify only that 
CMS may contact FDRs directly and request that they provide Part C or D-related information directly to 
CMS. The question as to whether CMS has the authority to enter the premises of FDRs, is to be 
determined by interpreting other applicable statutory and regulatory authority. 
 
We also propose to delete the existing provision at § 423.505(i)(3)(iv) which gives Part D sponsors the 
choice as to how information sought from their FDRs will be provided to CMS. Section 423.505 would be 
renumbered so that paragraphs (v)–(viii) would become paragraphs (iv)–(vii). 
 

NCPDP Comments: 
NCPDP suggests that CMS use the NCPDP Audit Standard as a means of standardizing the 
communication of an audit. The NCPDP standard would allow formal communication of the audit with 
the sponsor or independent contractors as outlined in CMS protocol.   

 
III.B.1. Implementing Overpayment Provisions of Section 1128J(d) of the Social Security Act 
(§422.326 and §423.360) 
This section of the proposed rule would implement section 6402 of the Affordable Care Act, which 
established new section 1128J(d) of the Act entitled Reporting and Returning of Overpayments. Section 
1128J(d)(4)(B) of the Act defines the term overpayment as any funds that a person receives or retains 
under title XVIII or XIX to which the person, after applicable reconciliation, is not entitled under such title. 
The definition of person at section 1128J(d)(4)(C) of the Act includes a Medicare Advantage organization 
(as defined in section 1859(a)(1) of the Act) and a Part D sponsor (as defined in section 1860D– 
41(a)(13) of the Act). The definition does not include a beneficiary. 
 
Section 1128J(d)(1) of the Act requires a person who has received an overpayment to report and return 
the overpayment to the Secretary, the state, an intermediary, a carrier, or a contractor, as appropriate, at 
the correct address, and to notify the Secretary, state, intermediary, carrier or contractor to whom the 
overpayment was returned in writing of the reason for the overpayment. Section 1128J(d)(2) of the Act 
requires that an overpayment be reported and returned by the later of: (1) The date which is 60 days after 
the date on which the overpayment was identified; or (2) the date any corresponding cost report is due, if 
applicable. Section 1128J(d)(3) of the Act specifies that any overpayment retained by a person after the 
deadline for reporting and returning an overpayment is an obligation (as defined in 31 U.S.C. 3729(b)(3)) 
for purposes of 31 U.S.C. 3729. 
 
Finally, section 1128J(d)(4)(A) of the Act defines ‘‘knowing’’ and ‘‘knowingly’’ as those terms are defined 
in 31 U.S.C. 3729(b). Specifically, the terms ‘‘knowing’’ and ‘knowingly’’ mean that ‘‘a person with respect 
to information: (1) Has actual knowledge of the information; (2) acts in deliberate ignorance of the truth or 
falsity of the information; or (3) acts in reckless disregard of the truth or falsity of the information.’’ There 
need not be ‘‘proof of specific intent to defraud.’’  
 
To implement section 1128J(d) of the Act for the Part C Medicare Advantage program and the Part D 
Prescription Drug program, we are proposing two new sections, §422.326 and §423.360, respectively, 
both titled, ‘‘Reporting and Returning of Overpayments.’’ These sections propose rules for MA 
organizations and Part D sponsors to report and return an identified overpayment to the Medicare 
program. We are using the term Part D sponsor, as defined at §423.4, to refer to the entities that offer 
prescription drug plans (PDPs) under part 423 and thus are subject to section 1128J(d) of the Act. 
 
We propose conforming amendments to §422.1, §422.300, and §423.1 that add a reference to section 
1128J(d) of the Act to the existing list of statutory authorities for the regulations governing the MA 
organizations and Part D sponsors. We also propose to amend §422.504(l) and §423.505(k) to 
incorporate a reference to the proposed §422.326 and §423.360, respectively, in order to extend the 
existing data certification requirement to data that MA organizations and Part D sponsors submit to CMS 
as part of fulfilling their obligation to return an overpayment under section 1128J(d) of the Act. Section 
422.504(l) refers to certification of data ‘‘as a condition for receiving a monthly payment’’ and § 423.505(k) 
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refers to certification of data for enrollees ‘‘for whom the organization is requesting payment.’’ Our 
proposal to implement section 1128J of the Act contains requirements that apply after CMS has 
completed prospective monthly payments for a year, and organizations are no longer ‘‘requesting 
payment’’ because applicable reconciliation has occurred. Applicable reconciliation is the point when 
organizations submit their final data for the previous payment year. Accordingly, if an MA organization or 
Part D sponsor has identified an overpayment, there clearly is a different state of ‘‘best knowledge, 
information, and belief’’ than the state of knowledge, information, and belief that existed prior to applicable 
reconciliation. Thus, we propose to require that the CEO, CFO, or COO must certify (based on best 
knowledge, information, and belief) that information the MA organization or Part D sponsor submits to 
CMS for purposes of reporting and returning of overpayments under §422.326 and §423.360 is accurate, 
complete, and truthful. 
 
We remind all stakeholders that even in the absence of a final regulation on these statutory provisions, 
MA organizations and Part D sponsors are subject to the statutory requirements found in section 1128J 
(d) of the Act and could face potential False Claims Act liability, Civil Monetary Penalties (CMP) Law 
liability, and exclusion from Federal health care programs for failure to report and return an overpayment.  
Additionally, MA organizations and Part D sponsors continue to be obliged to comply with our current 
procedures for handling inaccurate payments. 
 

NCPDP Comments: 
NCPDP suggests that CMS use the NCPDP Audit Standard as a means of standardizing the 
exchange of financial information of an audit. The NCPDP standard would allow formal 
communication of the audit with the sponsor or independent contractors as outlined in CMS protocol.   

 
III.C.2. MA-PD Coordination Requirements for Drugs Covered Under Parts A, B, and D (§422.112) 
Under §422.112(b) of the MA program regulations, coordinated care plans must ensure continuity of care 
and integration of services through arrangements with contracted providers. We believe that an important 
aspect of this coordination is ensuring that all needed services, including drug therapies, are provided in a 
timely manner. We have become aware of situations in which enrollees’ access to needed Medicare-
covered drugs has been delayed or denied due to the MA organization’s failure to effectively coordinate 
Part B and Part D benefits for certain drugs, both at the point-of-sale (POS) and during the coverage 
determination process. 
 
As defined in §423.100, “Part D” drugs do not include drugs for which payment as so prescribed and 
dispensed or administered to an enrollee is available for that enrollee under Part A or Part B. In other 
circumstances, these drugs are covered under the Part D benefit, but coverage generally cannot be 
determined based solely on the drug itself. These drugs include certain infusion agents, oral anti-cancer 
therapies, oral anti-emetics, immunosuppressants, and injectables. 
 
We do not believe MA-PD plans are adopting or administering uniform policies that allow them to 
expeditiously determine whether a drug is covered under Part A/Part B or Part D at the POS. The 
resulting POS rejection of coverage under the Part D benefit does not uniformly include messaging that a 
Part B prior authorization determination is required, nor consistently result in a corresponding 
authorization under Part B. This can result in lengthy drug treatment delays while the enrollee or his or 
her provider attempts to determine why the drug was not covered and then pursues a coverage 
determination from the MA-PD plan. For example, an MA-PD enrollee may present a prescription for a 
covered chemotherapy drug at his or her pharmacy only to be told that the claim has been rejected under 
the Medicare Part D benefit, resulting in the enrollee leaving the pharmacy counter without his/her drug. 
The enrollee may not know that the drug is covered under Part B. In some cases, the enrollee must take 
steps on his or her own to find out why coverage for a prescription was rejected at the POS and then 
contact the plan to obtain the Part B-covered medication. Unless the MA-PD plan has a robust process in 
place to make a timely and appropriate payment determination at the POS, there may be unnecessary 
delays, during which the enrollee is denied access to the needed medication. 
 
We have issued guidance in section 20.2.2. Chapter 6 of the Medicare Prescription Drug Benefit Manual 
related to how Part D plan sponsors should make determinations whether a drugs is covered under Part 
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B or Part D. We have also outlined in Appendix C of Chapter 6 considerations for Part D plan sponsors – 
and by extension, MA organizations that offer MA-PD plans – to take into account when making 
determinations as to whether a drug is covered under Part B or Part D. We expect plans to work with 
network pharmacies and providers to determine coverage and payment for these drugs with the goal of 
limiting disruptions to beneficiaries and pharmacies and ensuring access to medically necessary 
prescription drugs. For example, we have stated in subregulatory guidance that, when adjudicating claims 
for these drugs, Part D plan sponsors are permitted to rely on information submitted on the prescription 
(for example, to determine whether the prescription is related to a Medicare covered organ transplant) 
and may require their network pharmacies to obtain documentation to determine whether payment should 
be made under Part B or Part D. 
 
During recent MA-PD plan audits, we also have seen that some plans are not adequately coordinating the 
respective Part D and Part B drug benefits when an enrollee or his or her provider requests a drug 
coverage determination from the plan. For example, in response to a POS claim rejection for an 
immunosuppressant drug that cannot be resolved at the POS, an enrollee’s provider may submit a 
coverage determination request to the MA organization offering an MA-PD, which is generally processed 
under the Part D benefit. In some cases, MA-PD plans deny coverage and issue a denial notice under the 
Part D benefit on the basis that the drug is, or may be, covered by Part B, but the plan either fails to make 
a determination regarding Part B coverage or does not authorize payment under the Part B benefit. 
 
Occurrences like these cause inappropriate and avoidable delays, or, even worse, result in situations in 
which the enrollee fails to receive needed medication altogether. In the case of chemotherapy or 
immunosuppressive drugs, such delays could have rapid and serious medical consequences for the 
beneficiary. 
 
Part D drug benefits and drug benefits under Parts A and B should be coordinated by MA organizations 
offering MA-PDs so that enrollees receive needed medications on a timely basis. We are proposing to 
add a new paragraph (b)(7) to §422.112 to require MA-PDs to establish adequate messaging and 
processing requirements with network pharmacies (that is, Part D contracted providers) to ensure that 
appropriate payment is assigned at the POS, and to ensure that, when coverage is denied under Part D 
due to available coverage under Part A or Part B, such Part A or Part B coverage is authorized or 
provided to the enrollee as expeditiously as the enrollee’s health condition requires. Our proposed 
regulation would require that MA PDs have systems in place to accurately and timely adjudicate claims at 
the POS. 
 
In addition, we would like to ensure that MA-PD plans are coordinating their drug benefits appropriately 
during the coverage determination process. If an MA organization offering Part D denies Part D coverage 
due to the availability of Part A or Part B coverage, we expect the MA organization to ensure the decision 
results in authorization or provision of the drug under Part A or Part B pursuant to the requirements in 
parts 422 and 423, subpart M under our proposed regulation. We do not expect MA-PD enrollees to have 
to request an initial coverage determination more than once. 
 
To avoid unnecessary delays and inappropriate denials of critical medications, we have considered 
requiring MA-PD plans to authorize coverage of all Part A, Part B and D medications at the POS so that 
the enrollee can receive covered medication without delay. The determination as to whether the drug is 
covered under Part A, Part B or Part D and the amount of the appropriate cost sharing would occur later if 
necessary. However, we recognize that such a requirement may interfere with medically appropriate pre-
authorization requirements, and may trigger retrospective enrollee liability depending on the difference in 
enrollee cost sharing for coverage under Part A, Part B and Part D and retrospective TROOP 
adjustments and Part D reconciliation. 
 
We solicit comments on our proposal, as well as other possible approaches to minimizing delays in 
beneficiary access to needed medications caused by inadequate coordination of the Part A, Part B and 
Part D drug benefits at the POS and during the coverage determination process. In particular, we would 
appreciate organizations sharing their expertise regarding best practices for this benefit coordination at 
the POS and plan processes that enhance those coverage determinations. We also are soliciting 
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comments on challenges MA organizations offering Part D currently encounter in their efforts to integrate 
these benefits. 
 

NCPDP Comments: 
NCPDP agrees with CMS in that adjudicating the claim at point of service and making the Medicare 
Part B verses Medicare Part D determination retrospectively is problematic. We also agree with CMS 
that patient care should not be delayed as a result of coverage determination. The Part B drug 
coverage and Part D drug coverage situation is causing issues that even the combined wisdom of 
NCPDP has been unable to resolve. If given the opportunity, we will be more than willing to share 
these issues with the appropriate regulatory or legislative body and to recommend changes that could 
successfully address these issues:  

 Delay in patient care 

 Patient co-pay differences/adjustments  

 Pharmacy reimbursement differences/adjustments 

 PDE reporting adjustments 

 Medicare Part D reporting  

 Reprocessing of COB claims  

 Retrospective follow up with the Pharmacy, Prescriber and Patient to obtain applicable 
information/documentation 

 
While we wait for the legislative changes, NCPDP can initiate discussions within our appropriate task 
groups to identify potential interim solutions to help address some of the areas of concern. At the 
same time we ask that CMS work to make the Medicare Part B eligibility information available to the 
Medicare Part D plans/processors.  

 
III.E.9. Application and Calculation of Daily Cost-Sharing Rates (§ 423.153) 
We are proposing technical changes to the daily cost-sharing rate rule to clarify the application and 
calculation of daily cost-sharing rates and cost-sharing under the rule. We reminded Part D sponsors in 
the contract year 2014 Final Call Letter that, beginning January 1, 2014, in accordance with 
§423.153(b)(4)(i), they must establish and apply a daily cost-sharing rate whenever a prescription is 
dispensed by a network pharmacy for less than a 30 days’ supply, unless the drug is excepted in the 
regulation. These provisions were finalized in a rule entitled ‘‘Medicare Program; Changes to the 
Medicare Advantage and the Medicare Prescription Drug Benefit Programs for Contract Year 2013 and 
Other Changes’’ (77 FR 22072) (‘‘April 12, 2012 final rule’’). We provided information in the contract year 
2014 Final Call Letter about changes to the PBP to accommodate a mandatory Daily Copayment field for 
any tier where the plan enters a Copayment Field to assist sponsors that have been confused about how 
to calculate daily cost-sharing rates. We also noted in the contract year 2014 Final Call Letter that the 
daily cost-sharing rate rule does not address how pharmacy dispensing fees are to be negotiated, 
calculated, or paid. We did so because we had heard that some sponsors are prorating dispensing fees 
as part of implementing the LTC shortcycle dispensing requirement of § 423.154 effective beginning 
January 1, 2013 and may be incorrectly referencing the upcoming daily cost-sharing rate rule as the 
reason. We made clear that there is no necessary connection between daily cost-sharing rates charged 
to beneficiaries and how dispensing fees are paid to pharmacies. Nothing in the daily cost-sharing rate 
rule at § 423.153(b)(4) requires the proration of dispensing fees, and we proposed a prohibition on the 
proration of dispensing fees in the LTC setting in another section of this proposed rule, because we 
believe it encourages inefficient dispensing in LTC facilities. In light of continuing confusion among some 
Part D sponsors about the daily cost-sharing rate rule, we believe technical changes to the rule are 
warranted.  

 
Currently, under § 423.100, in cases when a copayment is applicable, ‘‘daily cost-sharing rate’’ is defined 
as the ‘‘monthly copayment under the enrollee’s Part D plan, divided by 30 or 31 and rounded to the 
nearest lower dollar amount, if any, or to another amount, but in no event to an amount that would require 
the enrollee to pay more for a month’s supply of the prescription than would otherwise be the case.’’ 
When we drafted this definition, we used the numbers ‘‘30’’ and ‘‘31,’’ as these are the numbers of days 
that are typically in a month’s supply in Medicare Part D prescription drug benefit plans. However, we 
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clarified in the Call Letter that the maximum amount that can be entered for the Daily Copayment field in 
the PBP will be based on the 1-month copayment amount divided by the actual number of days entered 
for the 1-month supply for that specific tier. Therefore, we are proposing to replace these numbers with 
the phrase ‘‘the number of days in the approved month’s supply for the drug dispensed’’ to address how 
Part D sponsors that have other days’ supplies as their month’s supplies are to calculate daily costsharing 
rates. 
 

NCPDP Comments: 
We agree with the proposed changes, but ask that CMS also clarify that Part D sponsors may apply the daily 
cost sharing rate whenever an enrollee asks for an amount that is less than the plan specified number of days 
per month. This will ensure that beneficiaries are not required to pay more than they otherwise would have, 
consistent with CMS’ intent that even when the member does receive the remainder of a month’s supply, the 
total payment not exceed the one-month’s cost sharing except by a nominal rounding amount. 

  
Consistent with the final rule it is stated that these daily cost sharing amounts 

(1)  Are for an initial fill of a new medication;  
(2)  Are intended to allow the enrollee to synchronize refill dates of multiple drugs; or  
(3) Are dispensed in accordance with § 423.154 (which sets forth the requirements placed on 

Part D sponsors with respect to dispensing of prescription drugs in long-term care facilities 
beginning January 1, 2013). 

  
In addition the final rule states: 
Neither sponsors nor the Federal government would determine whether a beneficiary should receive 
less than a month’s supply of a new medication. Rather, such a decision should be made solely by 
the beneficiary and his or her prescriber. 

  
We ask CMS to confirm that in the following situations daily cost sharing would not be applicable: 

1.    Assume a plan’s “monthly supply” is 34 days, for which it charges a copay of $30. Assume 
the member first obtains a 30-day supply and then requests a four-day supply.  Under one 
interpretation of the current rule, which is that it applies only when a member seeks less than 
a 30-day supply (as opposed to less than the plan’s one-month supply, whatever that is), the 
member would pay $30 for the first supply since it is not for “less than 30 days” and then 
$3.52 (4 times $0.88) for the second supply, for a total of $33.52.   

  
This would appear to violate the intent of the requirement that the daily cost sharing rate for 
the following reasons: 

The 2014 Call Letter specified that: 
a.      An example of the benefit of this requirement is that it provides Part D enrollees, in 

consultation with their prescribers, the option of shorter days’ supplies of initial fills of 
new prescriptions without the disincentive of the enrollees having to pay a full 
month’s copayment or coinsurance.  

  
If the amount prescribed is for 34 days there is no incentive for the prescriber and patient 
to limit the fill to 30 days and the daily cost sharing should not be applied. 

  
The second possible scenario for application of the daily cost sharing is: 

b.      Another example of the benefit of this requirement is that it also allows beneficiaries 
the ability to synchronize their prescriptions in consultation with their pharmacists 
without having to pay a full month’s cost sharing when less than a month’s supply of 
medication(s) is dispensed during the synchronization process until all medications 
are on the same thirty or more days refill schedule.  

  
The daily cost sharing again would not meet the requirements of the rule. 

  
2.      Similarly, in the example provided by CMS of a plan that uses a 31-day supply as its one-

month supply and establishes a one-month copayment of $70, a daily cost sharing rate of 
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$2.26 as permitted under the proposed rule could result in the member paying $2.25 more, 
rather than only a few cents more, unless CMS clarifies that the rate be applied to any fill less 
than the plan’s one-month supply, as specified in the bid. Specifically, instead of paying 
$70.06 as stated, the member would actually pay $72.25 (i.e. a 30-day supply at the flat 
copay of $70 and a one-day supply of $2.25).  By contrast, if the daily cost sharing rate had 
applied to both supplies, the member would have paid a total of $70.06 as stated by CMS.  

  
Again this would appear to violate the intent of the requirement that the daily cost sharing rate 
for the following reasons: 
 
The 2014 Call Letter specified that: 

a.      An example of the benefit of this requirement is that it provides Part D enrollees, in 
consultation with their prescribers, the option of shorter days’ supplies of initial fills of 
new prescriptions without the disincentive of the enrollees having to pay a full 
month’s copayment or coinsurance.  

  
If the amount prescribed is for 31 days there is no incentive for the prescriber and 
patient to limit the fill to 30 days and the daily cost sharing should not be applied. 

  
The second possible scenario for application of the daily cost sharing is:  

b.      Another example of the benefit of this requirement is that it also allows beneficiaries 
the ability to synchronize their prescriptions in consultation with their pharmacists 
without having to pay a full month’s cost sharing when less than a month’s supply of 
medication(s) is dispensed during the synchronization process until all medications 
are on the same thirty or more days refill schedule.  

  
The daily cost sharing again would not meet the requirements of the rule. 

  
Also in the final rule, CMS stated: 

In the proposed rule, we urged the industry to develop coding to be used by network pharmacies 
to communicate to sponsors whether a less than month’s fill is to align refill dates, or for that 
matter, is an initial fill of a new medication, or in the case of the LTC setting, is to communicate 
the dispensing methodology employed. We stated such coding would allow sponsors to be able 
to monitor the prevalence and appropriateness of the dispensing of prescriptions in shorter than a 
month’s supply to ensure that a pharmacy does not dispense a prescription for 30 days’ supply in 

stages in order to increase dispensing fees.  
 

A code has been created by NCPDP for the purpose of noting that the fill is for a short day supply. 

  
With the above discussion items defined, we ask CMS’s clarification/confirmation of the following 
conditions and that the daily cost sharing only be applied: 

1. When the claim is specified as either daily cost sharing or a LTC shortened day supply. 
2. The days supply used to determine the daily cost sharing denominator will be as defined in 

the bid. 
3. The daily cost sharing meets CMS’ intent for less than a full month’s supply as specified in 

the final rule dated April 2012 and reiterated in this paragraph 
4. Drugs pre-packaged as a one-month’s supply which is less than 30 days are not be subject 

to daily cost sharing as specified in 423.153(b)(4)(i)(B). 
5. The one-month supply is interpreted as the days supply written (between 28 – 34 days is 

typical) and not specifically 30 days unless specifically noted as an initial fill. 

   
CMS should clarify that in those cases where the plan’s one-month supply exceeds 30 days, the daily 
cost sharing rate may be applied for any days’ supply up to the one-month supply, rather than only to 
supplies of less than 30 days. This will result in members not paying more, except potentially a few 
cents more as a result of rounding, than for the one-month’s supply when obtaining the remainder of 
a one-month’s supply after an incremental fill of 30 days.     
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Plans are required to use at a minimum 30 days for retail and 31 for long term care so it would not be 
less than 30 but some plans use up to 34.  This is specified in the bid. 


