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     Humana Inc. 
     500 W. Main St. 
     Louisville, KY 40202-2946 
     www.humana.com 

 
January 23, 2019 
 
Seema Verma, Administrator 
Centers for Medicare & Medicaid Services  
7500 Security Boulevard  
Baltimore, Maryland 21244 
Submitted electronically via regulations.gov 

 

RE: CMS-4180-P 

 

Dear Administrator Verma: 

 

This letter is in response to the Centers for Medicare and Medicaid Services (CMS) request for 
comments regarding the proposed rule “Modernizing Part D and Medicare Advantage to Lower Drug 
Prices and Reduce Out-of-Pocket Expenses Proposed Rule”[CMS-4180-P], published in the November 30, 
2018 Federal Register. Humana is pleased that CMS recognizes that components of this proposed rule 
“would improve the regulatory framework to facilitate development of Part C and Part D that better 
meet the individual beneficiary’s health care needs.” 
 
Humana Inc., headquartered in Louisville, Kentucky, is a leading health care company that offers a wide 
range of insurance products and health and wellness services that incorporate an integrated approach 
to lifelong well-being. As one of the nation’s top contractors for Medicare Advantage (MA) with 
approximately 3.1 million members and Medicare Prescription Drug Plans (PDPs) with approximately 5.1 
million members,  we are distinguished by an over 30-year, long-standing, comprehensive commitment 
to Medicare beneficiaries across the United States. These beneficiaries – a large proportion of whom 
depend on the Medicare Advantage program as their safety net and many in underserved areas – 
receive integrated, coordinated, quality, and affordable care through our plans. 
 
In summary, Humana is pleased and supportive of providing increased plan flexibility to manage the 
protected classes.  The existing protected class policy has imposed a one-size-fits-all policy on a program 
built upon the premise of encouraging competition and innovation, yet at the same time, has not 
adapted to the robust competition that now exists within these classes. We support the codification of 
existing guidance through regulation that permits plans to use evidence-based utilization management 
tools for Part B covered drugs. Allowing MA plans to manage the utilization of Part B drugs is a policy we 
have long supported, and we are pleased that it was formally proposed in regulation.  The proposal to 
require Part D plan sponsors to implement an electronic, real-time benefit tool (RTBT) capable of 
integrating with prescribers’ e-Prescribing (eRx) and electronic medical record (EMR) systems is a 
concept we have advocated.  This change will improve transparency of drug coverage and cost sharing 
information for both the member and prescriber at the point of care. 

http://www.humana.com/
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While we have numerous technical suggestions, our greatest concerns focus on the application of all 
pharmacy Direct and Indirect Remuneration (DIR) into negotiated price. Humana does not support the 
inclusion of all price concessions in the negotiated price.  Humana’s approach with performance-based 
contracting with network pharmacies closely aligns with our value-based payment initiatives for 
providers, hospitals, and other healthcare providers. In all of our value-based reimbursement programs, 
we seek to incent our partners to improve the quality of care delivered to our members by more closely 
aligning reimbursement with member outcomes, thus moving away from a traditional FFS 
reimbursement model. We have found that our current performance-based contracts with pharmacies 
are effective tools for incenting effective pharmacy behavior, and ultimately driving improved 
medication adherence for Humana Medicare members that improves health outcomes. 
 
As always, we value this opportunity to provide comments, and are pleased to answer any questions 
you may have with respect to the comments below. We hope that you consider our comments as 
constructive feedback aimed at ensuring that together we continue to advance our shared goals of 
improving the delivery of coverage and services in a sustainable, affordable manner to Medicare 
beneficiaries, focused on improving their total health care experience.  
 

Sincerely, 

 

 
 

Mark A. Newsom 

Vice President, Public Policy  

mnewsom@humana.com 

  

mailto:mnewsom@humana.com
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Providing Plan Flexibility to Manage Protected Classes 

CMS proposes three changes to Medicare Part D protected class regulations. First, plan sponsors would 
be permitted to implement broader use of prior authorization (PA) and step therapy (ST) for protected 
class drugs, including determining whether the drug is being used for a protected class indication. 
Second, plan sponsors would be allowed to exclude a protected class drug from a formulary if the drug 
represents only a new formulation of an existing single-source drug or biological product, regardless of 
whether the older formulation remains on the market. Lastly, plan sponsors could be permitted to 
exclude a protected class drug from their formularies if the price of the drug increases faster than the 
rate of inflation. CMS estimates this policy change would save the government $1.85 billion and reduce 
member cost-sharing by $692 million over 10 years.  

 
Comment: On January 1, 2006, Medicare officials and prescription drug plan sponsors faced a 
number of unique challenges, none more vexing than the large number of former Medicaid-
covered, dual-eligible beneficiaries who were auto-enrolled into new Part D plans. In order to 
ease the transition of dual-eligible beneficiaries from a fee-for-service (FFS) pharmacy benefit in 
Medicaid into a Medicare Part D managed care pharmacy benefit, CMS established six classes of 
clinical concern and required “all or substantially all” of the drugs in the antidepressant, 
antipsychotic, anticonvulsant, anticancer, immunosuppressant and HIV/AIDS categories to be 
included on the formularies of Part D plans. Although Part D plan sponsors are required to have 
both a formulary exception process and a transition process to ensure members have clinically 
appropriate access to non-formulary medication, for these six drug classes, CMS imposed 
additional, and we believe unnecessary, requirements on the formulary decision-making process 
that are inconsistent with widely-accepted clinical best practices. 
  
While the protected class policy had a laudable goal, to protect transitioning seniors from 
coverage restrictions that “would have major or life-threatening clinical consequences,” it has 
imposed a one-size-fits-all policy on a program built upon the premise of encouraging 
competition and innovation, but has not adapted to the robust competition that now exists in 
these classes. If all Part D plan sponsors are required to cover every medication within any 
therapeutic category, the competitive goal of the Part D program is compromised, making it 
very difficult for plan sponsors to obtain price concessions from pharmaceutical companies. Part 
D plan sponsors must have the latitude and flexibility to develop prescription drug formularies 
that best fit the needs of their members, accommodate variations in prescriber practice 
patterns, and align with evidence-based clinical guidelines. 
 
Independent health policy experts have expressed similar concerns.  For example, Professor 
Rachel Sachs, at Washington University recently wrote in Health Affairs, “Fundamentally, the 
‘protected classes’ requirement tells pharmaceutical companies that there is a guaranteed 
payer for their product, no matter how high of a price they set for it. As a result, the 
requirement shifts bargaining power to pharmaceutical companies (away from the government 
and patients) and artificially limits potential competition between pharmaceutical companies in 
these classes.”1 Similarly, the Pew Charitable Trusts states that rescinding the protected class 
designation for certain therapeutic classes could improve a Part D plans ability to secure larger 
discounts from drug manufacturers, as it would allow a plan to exclude a drug from its 

                                                           
1
 Sachs, Rachel. Administration Proposes Strategies To Lower Pharmaceutical Prices In Medicare Part D. Health 

Affairs Blog. November 28, 2018. Accessed January 14, 2019 
(https://www.healthaffairs.org/do/10.1377/hblog20181128.20531/full/)  

https://www.healthaffairs.org/do/10.1377/hblog20181128.20531/full/
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formulary.2   This is specifically applicable to protected classes whose utilization is dominated by 
generic and therapeutically similar alternatives to brand name drugs within the applicable class. 
 
In 2018, 84 percent of Humana’s branded drug spending in non-protected Part D classes was 
subject to a Humana-negotiated discount with pharmaceutical manufacturers, while only 33 
percent of protected class-branded drug spending was subject to a Humana-negotiated discount 
with manufacturers. Based upon Humana Part D claims from 2018, our actuaries estimate that 
the protected class policy was directly responsible for an additional $479 million in costs for 
members and the federal government. This estimate is based solely on Humana Part D member 
claims, and has not been extrapolated to the entire Part D population. The portion of total lost 
savings attributable to each specific protected class is detailed in Figure 1 (note that we 
estimate a 0 percent savings opportunity in the antidepressant class because the most 
commonly used drugs in this class are now generic).  Humana further estimates that the 
protected class policy has led to lower discount amounts and increased utilization of certain 
therapies that collectively increased its member premiums by an estimated $2.79 per-member 
per-month (PMPM, $34 per-member-per-year) in 2018.  
 
Figure 1: Proportional Allocation of Total Savings Opportunity from Protected Class Revisions  

 
 
Broader use of Prior Authorization and Step Therapy 
Humana fully supports the expanded use of utilization management tools such as prior 
authorization and step therapy – including the expanded use of non-formulary drug status. 
Specifically, we support the proposal to allow prior authorization for any protected class drug 
with more than one medically-accepted indication to determine that it is being used for a 
protected class indication, regardless of its status as a new start or existing therapy. A key 
barrier to ensuring clinically appropriate therapy and controlling for inappropriate use or 

                                                           
2
 Policy Proposal: Revising Medicare’s Protected Classes Policy, available online at 

https://www.pewtrusts.org/en/research-and-analysis/fact-sheets/2018/03/policy-proposal-revising-medicares-
protected-classes-policy?_sm_au_=iVVrRTvZPZMRpNPr  

https://www.pewtrusts.org/en/research-and-analysis/fact-sheets/2018/03/policy-proposal-revising-medicares-protected-classes-policy?_sm_au_=iVVrRTvZPZMRpNPr
https://www.pewtrusts.org/en/research-and-analysis/fact-sheets/2018/03/policy-proposal-revising-medicares-protected-classes-policy?_sm_au_=iVVrRTvZPZMRpNPr
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overutilization is the requirement to cover and include on a plan’s formulary – or approve new 
or continuation of therapy through the coverage determination process – the use of drugs not 
intended to be subject to the protected class policy. Plans are authorized to utilize their 
pharmacy and therapeutic (P&T) committees, which make their own assessments of clinical 
appropriateness and therapeutic alternatives based upon labeling from the Food & Drug 
Administration (FDA), clinical guidelines, peer-reviewed literature, and the medical compendia, 
which is a critical component of a well-managed drug plan. In fact, one study provides evidence 
that plan sponsors could narrow formularies and reduce total costs without compromising care.3 
Humana’s P&T committee evaluates each member case individually to ensure members stable 
on their drug therapies receive evidence-based quality care.  
 
Although current protected class policy and CMS formulary rules permit the use of prior 
authorization and step therapy in certain instances, the use of these tools is largely prohibited in 
the HIV antiretroviral protected class. The anti-infective class comprised 2.8 percent of 
Humana’s total Part D drug spending in 2018 and the class has a generic utilization rate of 33 
percent (Table 1). This extremely low generic utilization rate is driven by the rules in Section 
30.2.5 of Chapter 6 of the Prescription Drug Benefit Manual, which states that utilization 
management tools such as prior authorization and step therapy are generally not employed in 
widely-used, best-practice formulary models for anti-infective drugs. By comparison, Humana’s 
generic utilization rate is greater than 90% among products with currently available FDA AB-
rated generic alternatives.4 This rule also prohibits plan sponsors from applying prior 
authorization on brand name drugs in the class with Orange Book-rated generic equivalents 
widely available in the market. For example, plan sponsors are prohibited from implementing 
prior authorization or step therapy to require the use of the anti-infective protease inhibitor 
atazanavir sulfate, the Orange Book-rated generic equivalent to brand name Reyataz, before 
providing coverage for Reyataz.  While prescribers may perceive elements of prior authorization 
as friction points, physicians and health plans are working together to implement policies 
minimizing these points of friction.5  For example, health plans have implemented practices to 
streamline the application of prior authorization based on provider performance on quality 
measures, adherence to evidence-based treatment guidelines, or other contractual agreements.  
In addition, health plans regularly review prior authorization practices to identify therapies that 
no longer warrant prior authorization due low variation in utilization or high rates of prior 
authorization approval. Humana recommends that CMS permit the broad expansion of the use 
of evidence-based prior authorization and step therapy for all protected classes, including the 
anti-infective class.  
 
Non-formulary Drug Status 
The requirement for formularies to include all or substantially all drugs in the protected classes 
is the primary competitive barrier to recognizing utilization management savings from increased 
utilization of generic alternatives and the negotiation of manufacturer discounts. Specifically, 
the existing protected class policy prohibits plan sponsors from utilizing one of the most 
powerful tools available for negotiating drug discounts – the ability to designate a drug as non-

                                                           
3
 Shirneshan, E, et al, “Impact of a Transition to More Restrictive Drug Formulary on Therapy Discontinuation and 

Medicare Adherence,” Journal of Clinical Pharmacy and Therapeutics, 2016 Feb 41(1):64-9  
4
 Humana FY 2017 Medicare Part D claims   

5
 See https://www.ama-assn.org/sites/ama-assn.org/files/corp/media-browser/public/arc-public/prior-

authorization-consensus-statement.pdf  

https://www.ama-assn.org/sites/ama-assn.org/files/corp/media-browser/public/arc-public/prior-authorization-consensus-statement.pdf
https://www.ama-assn.org/sites/ama-assn.org/files/corp/media-browser/public/arc-public/prior-authorization-consensus-statement.pdf
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formulary. If a plan sponsor is required to include a drug on its formulary, the plan sponsor’s 
negotiating leverage is significantly reduced. Pharmaceutical companies offer discounts and 
rebates in exchange for preferential formulary placement in the hope of gaining additional 
market share for their product. Having the ability to designate a product as non-formulary 
creates a powerful incentive for pharmaceutical companies to offer discounted pricing. 
 
The anticonvulsant, antipsychotic, and antidepressant classes vividly illustrate this dynamic. 
These three therapeutic classes are comprised primarily of lower-cost generic drugs with generic 
utilization exceeding 70 percent in each class (Table 1). Unfortunately, the protected class policy 
currently limits plans from leveraging this robust generic drug competition by requiring that the 
brand name products be included on the plan formulary, despite the absence of clinical 
evidence in professional association treatment guidelines or clinical-indicating superior efficacy 
or safety profiles compared to the generic alternatives. For brand drugs with rebates, drugs in 
classes with brand competition had the highest average manufacturer rebate at 39% of gross 
cost, while protected class drugs had the lowest average rebate at 14% of gross cost6. 
 
Table 1:  2018 Humana Protected Class Drug Utilization 

Protected Class 

Percentage of 

Total Part D 

Drug Spend 

Generic 

Utilization 

# of Drugs in 

Class with a 

Negotiated 

Discount 

Negotiated 

Discount 

Antidepressants 1.5% 82.8% 1 nominal 

Anticonvulsants 3.4% 70.5% 2 10-30% 

Antipsychotics 3.6% 70.5% 6 5-10% 

Immunosuppressant 0.2% 53.3% 0 n/a 

Anti-infective 2.8% 33.3% 0 n/a 

Antineoplastic 13.5% 28.4% 7 3-5% 

 
The Schedule V oral anticonvulsant Briviact, approved by the FDA in 2016, is a prime example of 
how the requirement to cover all drugs in a protected class is a barrier to competition. Briviact is 
indicated for partial seizures and is therapeutically and chemically similar to levetiracetam, a 
market share-leading generic oral anticonvulsant. In late 2017, Briviact received FDA approval as 
a primary therapy for partial onset seizures in patients 16 and older, followed by a May 2018 
approval for treatment in patients four years and older for either mono or adjunctive therapy.  
 
Following these latest two approvals, we have identified a significant growth in the utilization of 
Briviact in 2018 that cannot be explained by the size of the patient populations targeted by new 
indications. Further, Briviact was identified by the National Benefit Integrity Medicare Drug 
Integrity Contractor (NBI MEDIC) as having a substantial increase in utilization in 2018.7 
Humana’s data indicates that Briviact represented 0.05 percent of the total utilization in the 
anticonvulsant class in 2018 while accounting for 5 percent of the total drug spend in the class.  

                                                           
6
 Prescription Drug Rebates and Part D Drug Costs Analysis of historical Medicare Part D drug prices and 

manufacturer rebates. Milliman July 16, 2018 
7
 NBI MEDIC November 2018 Drug Trend Analysis Report 
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Briviact drug spend increased 41 percent while its utilization increased 45 percent in the same 
period (Figure 2). 

Figure 2:  2018 Humana Briviact Utilization 

 
 
In the absence of the protected class policy, plan sponsors could better manage potential 
inappropriate utilization, overutilization or abuse by placing Briviact in non-formulary drug 
status. However, due to the existing protected class policy, plan sponsors are required to include 
Briviact on their formularies despite numerous lower-cost and therapeutically equivalent 
alternatives including levetiracetam, topiramate, carbamazepine, gabapentin, divalproex DR, 
and lamotrigine that are already accessible on the formulary. Through November 2018, 
Humana’s Medicare business paid $5.3 million in Briviact claims with an average allowed cost 
per claim of $1,136. Table 2 shows the average allowed cost per prescription of these drugs in 
November 2018. 

Table 2: 2018 Briviact and Therapeutic Alternative Costs 

Drug Allowed Cost/Rx 

Briviact $1,136.25 

Levetiracetam $24.35 

Topiramate $12.26 

Carbamazepine $61.42 

Gabapentin $14.65 

Divalproex DR $13.26 

lamotrigine $10.80 

 
To harness the competitive market forces of generics drugs in the protected classes, Humana 
recommends that CMS permit plan sponsors to implement broader use of non-formulary drug 
status for protected class drugs when generic utilization is greater than 50% within a 
protected class.  Indeed, the existing transition fill guidance in Chapter 6 of the Part D 
Prescription Drug Benefit Manual equates step therapy and prior authorization with that of 
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non-formulary drug status.8 Prior authorization, step therapy, and non-formulary drug status 
are all tools to conduct utilization management whose use should be expanded in the 
protected classes. Specifically, CMS states that “a formulary drug whose access is restricted via 
utilization management requirements is essentially equivalent to a non-formulary Part D drug to 
the extent that the relevant utilization management requirements are not met for a particular 
enrollee.” P&T committees are required to review and approve clinically sound coverage 
polices, protocols and procedures for the access to both formulary and non-formulary drug 
products. This provides an important member protection to ensure access to non-formulary 
drugs through the formulary exception process required in Chapter 18. 
 

CMS also considered allowing plan sponsors to provide members the option to have higher cost-sharing 
by placing protected class drugs in non-preferred or specialty tiers. However, CMS notes that the 
specialty tier can only be utilized if the drug exceeds its monthly cost threshold. Additionally, LIS 
members are not subject to non-preferred or specialty tier cost-sharing.  
 

Comments: We agree with CMS’ conclusion that this alternative is not an ideal policy solution 
for the protected classes.  While higher tier placement can be utilized to leverage discounts 
and ultimately lower member costs in some situations, it provides plans with little or no 
leverage with regard to protected class drugs.  In attempts to utilize this negotiation strategy 
with pharmaceutical companies, there has been a refusal to negotiate around higher tier 
placement because most utilizers are Low Income Subsidy (LIS) members who have minimal 
exposure to out of pocket spending.9  As a result, there is simply not enough potential 
movement in drug market share to warrant the expense a manufacturer would incur if offering 
a deeper discount for lower tier placement.    The antipsychotic and anti-infective classes have 
the highest percentage of LIS utilization (67 percent and 73 percent respectively) and correlate 
with the lowest generic utilization of the protected classes (19 percent and 4 percent 
respectively) (Table 3).   More specifically, the ability to negotiate a discount based upon tier 
placement is limited for the anti-infective class because the percentage of its drugs in the brand 
and specialty tiers is the highest, but subject to statutorily-determined nominal LIS cost sharing. 
 

Table 3:  2018 Humana LIS Utilization by Protected Class and Formulary Placement 

 

                                                           
8
 Chapter 6, Medicare Part D Prescription Drug Benefit Manual, Section 30.4- Transition 

9
 MedPAC Chapter 6 Report to the Congress:  Medicare and the Health Care Delivery System, June 2016  

Protected Class Percentage of Total 

Claims Attributable to 

LIS Beneficiaries  

LIS Utilization of Drugs 

on Generic Tiers (Tiers 

1 &2) 

LIS Utilization of Drugs 

on Brand/Specialty 

Tiers (Tiers 3-5) 

Antineoplastic 22.74% 4.52% 96.77% 

Anticonvulsants 44.78% 33.93% 73.21% 

Antipsychotics 67.05% 19.30% 80.70% 

Anti-infective 73.48% 4.26% 97.87% 

Antidepressants 35.39% 22.41% 87.93% 

Immunosuppressants  32.79% 8.33% 91.67% 
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Exclusion of Certain New Formulations of Single Source Drugs 
CMS proposes to permit Part D sponsors to exclude from their formularies a protected class single-
source drug or biological product for which the manufacturer introduces a new formulation with the 
same active ingredient or moiety that does not provide a unique route of administration. 
 

Comments: Humana agrees with CMS’s general concern that pharmaceutical “product hopping” 
could be duplicated by a manufacturer of a protected class drug.   A strategy employed by brand 
name pharmaceutical manufacturers, product hopping involves making minor changes to a drug 
at the end of its patent lifecycle in order to thwart generic substitution at pharmacies, through 
the taking of calculated steps to damage the market for the original formulation before the 
entry of a generic competitor.10  Forest Labs, the manufacturer of Namenda and Namenda XR, is 
a specific example of the behavior to which CMS is referring.11  While Namenda’s market 
withdrawal and subsequent replacement by Namenda XR remains one of the  most recent and  
egregious  examples of this type of market manipulation, we share in CMS’s concern that other 
pharmaceutical companies could carry out this practice with protected class drugs where the 
leverage to negotiate discounts in exchange for formulary placement does not exist. 

Humana supports the agency’s proposal in order to prevent similar scenarios from occurring in 
the future.  During CMS formulary outlier review for plan year 2016, because the generic and 
branded versions of Namenda were not in the supply chain, Humana was forced to add 
Namenda XR to its formulary which exposed members to higher out of pocket cots due to the 
absence of a  clinically appropriate lower cost alternative in the marketplace.  

Exclusion of Certain Drugs when Price Increases Exceed Inflation 

CMS proposes to permit Part D sponsors to exclude from their formularies a protected class single-
source drug or biological for which the wholesale acquisition cost (WAC) between the baseline date and 
any point in the applicable period has increased more than the cumulative increase in the CPI-U over the 
same period. 
 

Comments: Humana has previously recommended, both in this comment letter and previous 
letters, policy solutions to address the market distortions created by the protected class 
policy.12 Principally, our policy recommendations are grounded in market-based solutions that 
capitalize on the competition created between drug products based on the clinical 
determinations of our Pharmacy and Therapeutics Committee and evidence-based utilization 
management.  To reiterate, we support market-based solutions that expand the utilization of 
formulary management tools in the protected classes – including prior authorization, step 
therapy, and the expansion of non-formulary drug status to protected class drugs when 
generic utilization within a protected class is greater than 50%.  However, in the absence of 
application of the aforementioned market based drug management tools, we support the 

                                                           
10

 MYLAN PHARMACEUTICALS, INC. v. WARNER-CHILCOTT PLC, ET AL.  On Appeal from the United States District 
Court for the Eastern District of Pennsylvania (No. 2:12-cv-03824-PD). September, 30, 2015. 
11

 Health Affairs Blog, Pharmaceutical Product Hopping: A Proposed Framework for Antitrust Analysis.  June 1, 
2017 accessed January 14, 2019 at https://www.healthaffairs.org/do/10.1377/hblog20170601.060360/full/ 
12

 Humana response to Request for Information on the Administration’s Blueprint to Lower Drug Prices; and 
Humana comments to Contract Year 2019 Policy and Technical Changes to the Medicare Advantage, Medicare Cost 
Plan, Medicare Fee-for-Service, the Medicare Prescription Drug Benefit Programs, and the PACE Program” 
proposed rule published in the November 28, 2017, Federal Register. 
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policy alternative of excluding from formularies a protected class drug when the WAC increases 
more than in the increase in CPI-U over the same period. 
 

Average drug price inflation rates for protected class drugs are two to five percent higher than 
the inflation rates for non-protected drug classes due largely to existing regulatory protections.13 
Pharmaceutical companies that consistently leverage well-intended patient protections to 
implement ever-increasing prices should be denied the financial benefit derived from those 
protections.  A Part D sponsor would gain considerable leverage should they be permitted to 
exclude a protected class drug from its formulary once its WAC increased more rapidly than the 
cumulative increase of inflation.   Our actuaries determined that if pharmaceutical companies 
decided to lower their drug inflation on protected class drugs to CPI-U, the resulting savings for 
Humana members from a decreased allowed cost trend would be nearly $310 million in 2019 
and $353.5 million in 2020.14 

Humana has observed significant inflation on drugs in the protected classes compared to 
standard benchmarks that is in excess of CPI-U, CPI-PD, and CPI-Med, even accounting for 
overall slowing inflation. 

 
 

Should the agency not adopt the market-based solutions previously discussed, we recommend 
that CMS publish a list of protected class drugs approved through the annual formulary 
submission process, then subsequently removed from the formulary by plans due to 
manufacturers excessively increasing drug prices. This is an approach similar to that adopted by 
the Food and Drug Administration (FDA) to address manufacturers seeking to leverage the Risk 
Evaluation and Mitigation Strategies (REMS) program to inappropriately stifle the development 
and approval of biosimilars.  In addition, Humana recommends that a protected class drug that 
exceeds the CPI-U in one year should be removed from a plan formulary until pricing is reduced 
to a value that would place its inflation trend below CPI-U. This would curtail the practice 

                                                           
13

 Humana internal inflation analysis comparing Protected Class WAC inflation and non-protected class WAC 
inflation, CY 2016 and CY 2017, YTD through Oct 2018 
14

 Humana Proprietary Internal Data 
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employed by pharmaceutical companies of significantly raising the price of a protected class 
drug in one plan year to reap the profits of price increases in subsequent years.  
 

CMS requests comment on whether an increase in a price other than the drug’s WAC, should be used to 
determine whether the protected class drug could be excluded from a Part D formulary. 

 
Comments: Should the agency seek to finalize this proposal, we recommend using WAC as the 
pricing standard. WAC is used widely across the pharmacy supply chain, and typically serves as 
the basis for discount negotiations with manufacturers. 

 
CMS notes that the agency considered whether to apply the price threshold exception to all drugs in the 
protected classes of a given manufacturer if any one of those drugs’ WAC, when compared to the 
baseline WAC, increases beyond the cumulative rate of inflation.  
  

Comments: Should the agency finalize this proposal, the price threshold exception should be 
to all drugs in the protected classes of a given manufacturer if any one of those drugs’ WAC, 
when compared to the baseline WAC, increases beyond the cumulative rate of inflation.  
Tables 4, 5, and 6 are actual scenarios where this policy could be applied. In these scenarios, 
pharmaceutical companies have implemented excessive price increases on individual protected 
class drugs while implementing smaller increases on other protected class agents. In Table 4, 
Celgene initiated price increases on Revlimid and Pomalyst of 17 to 20 percent in 2017 while 
Thalomid had no price increase, and Abraxane had a price increase of 7 percent.  

Additionally, this proposed policy could exert strong behavioral influence over pharmaceutical 
companies with substantial protected class product portfolios (e.g., Johnson & Johnson and 
Pfizer), because increasing the price of single products would trigger coverage and market share 
reductions in their entire protected class portfolio (Tables 5 and 6).   

Table 4: Celgene Protected Class Drugs and Year over Year Inflation  

 

Table 5: J&J Protected Class Drugs and Year over Year Inflation  

                                                           
15

 For Tables 5 and 6,”n/a” means the drug was not on market or no pricing data was reported for that time period. 

Mfr 
Protected 

Class 
Brand Name 

Inflation by Year  

2014 2015 2016 2017 2018 

Celgene Antineoplastics Revlimid 9.7% 9.4% 10.0% 19.8% 5.0% 

Celgene Antineoplastics Pomalyst 7.0% 9.4% 10.0% 17.7% 5.0% 

Celgene Antineoplastics Thalomid 6.1% 0.0% 0.0% 0.0% 0.0% 

Celgene Antineoplastics Abraxane 6.0% 7.6% 8.0% 7.2% 5.9% 

Mfr Protected Class Brand Name 
Inflation by Year  

2014 2015 2016 2017 2018 

J&J Antineoplastics Zytiga 7.9% 8.4% 7.9% 8.9% 8.9% 

J&J Antipsychotics Invega Sustenna 6.1% 7.0% 9.0% 8.9% 4.9% 

J&J Antipsychotics Invega Trinza n/a15 n/a 9.0% 8.9% 4.9% 



 

12 
   

 

Table 6: Pfizer Protected Class Drugs and Year over Year Inflation 

  

 
 

J&J Anti-infectives Prezista 6.9% 7.9% 7.9% 7.9% 7.9% 

J&J Anti-infectives Prezcobix n/a n/a 7.9% 7.9% 7.9% 

J&J Antipsychotics Risperdal Consta 9.2% 12.4% 9.7% 8.9% 4.9% 

J&J Anti-infectives Intelence 7.9% 7.9% 7.9% 7.9% 7.9% 

J&J Anticonvulsants Topamax 9.9% 9.9% 9.9% 8.9% 8.9% 

J&J Anti-infectives Edurant 7.9% 7.9% 7.9% 7.9% 7.9% 

J&J Antineoplastics Darzalex n/a n/a n/a 5.1% 4.9% 

J&J Antipsychotics Invega 20.8% 6.0% 9.9% 8.9% 8.9% 

J&J Antipsychotics Risperdal 9.9% 9.9% 9.9% 8.9% 8.9% 

J&J Anticonvulsants Topamax Sprinkle 9.9% 9.9% 9.9% 8.9% 8.9% 

Mfr Protected Class Brand Name 
Inflation by Year  

2014 2015 2016 2017 2018 

Pfizer Anticonvulsants Lyrica 19.8% 19.8% 9.4% 19.8% 7.9% 

Pfizer Antineoplastics Ibrance  n/a n/a 5.0% 6.0% 3.0% 

Pfizer Antineoplastics Premarin 16.5% 19.8% 19.8% 9.4% 3.0% 

Pfizer Antineoplastics Sutent 7.7% 12.3% 10.3% 9.2% 5.0% 

Pfizer Antineoplastics Bosulif 14.9% 16.0% 10.2% 12.7% 5.0% 

Pfizer Antineoplastics Inlyta 11.3% 11.3% 10.3% 9.2% 5.0% 

Pfizer Antineoplastics Xalkori  10.3% 12.3% 5.0% 8.2% 5.0% 

Pfizer Anticonvulsants Dilantin 12.4% 11.3% 31.3% 19.8% 9.4% 

Pfizer Antidepressants Pristiq 20.1% 19.8% 15.2% 19.8% 9.4% 

Pfizer Antidepressants Effexor XR 18.8% 19.3% 19.8% 19.7% 9.4% 

Pfizer Anticonvulsants Neurontin 14.5% 13.0% 23.7% 23.7% 9.4% 

Pfizer Antipsychotic Geodon  18.8% 15.3% 10.7% 19.8% 9.4% 

Pfizer Antidepressants Zoloft 14.5% 16.6% 19.8% 19.8% 9.4% 

Pfizer Immunosupressants Rapamune 20.3% 29.3% 14.5% 12.4% 4.4% 

Pfizer Antineoplastics Menest 14.5% 13.0% 20.0% 19.8% 9.4% 

Pfizer Anticonvulsants Dilantin Infatabs  12.3% 11.3% 31.3% 19.8% 9.4% 

Pfizer Anticonvulsants Celontin 14.5% 16.6% 19.8% 19.8% 9.4% 

Pfizer Antineoplastics Aromasin  18.8% 19.3% 19.8% 19.8% 9.4% 

Pfizer Anticonvulsants Dilantin-125 12.4% 11.3% 31.3% 19.8% 9.4% 

Pfizer Anticonvulsants Zarontin 14.5% 16.6% 19.8% 9.4% 9.4% 

Pfizer Antidepressants Nardil 14.5% 16.6% 19.8% 19.8% 9.4% 

Pfizer Antineoplastics Emcyt 14.5% 16.6% 19.8% 19.8% 9.4% 
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Medicare Advantage and Step Therapy for Part B Drugs 
CMS proposes to permit MA plan sponsors to apply utilization management, such as step therapy and 
prior authorization, to Part B covered drugs. Beginning in plan year 2020, CMS proposes that MA plan 
sponsors have the option to administer Part B drug utilization savings through a rewards and incentive 
program -- coupled with care coordination activities -- or to reflect anticipated savings not shared as a 
reward or incentive in the plan’s bid. In order to ensure that members maintain access to medically 
necessary drugs, CMS proposes to align organizational determinations and appeals time frames for Part 
B covered drugs with the existing time frames for coverage determinations and appeals in the Part D 
program. Additionally, CMS solicits comments on various proposed requirements including that: 1) MA 
plan sponsors with step therapy programs be required to have P&T committees and whether the 
requirement should be expanded to all MA plan sponsors that have any utilization management policy 
applicable to Part B drugs; 2) permitting MA plans to use off-label drugs in a step therapy program only 
when such drugs are supported by widely used treatment guidelines or clinical literature that CMS 
considers to be best practices; 3) restricting utilization management to new starts. 
 

Comments: Humana has long supported the use of evidence-based utilization management 
for Part B drugs to lower out-of-pocket costs for its members and stimulate increased price 
competition in the Part B drug market. The historic barrier to more efficient management of 
Part B drug utilization is that existing Medicare policies made it impossible for MA plans to 
leverage market-based tools of competition to lower costs.16 Without such tools, 
pharmaceutical companies had nearly unlimited pricing power, as evidenced by the ever-
increasing costs of Part B drugs. Since 2009, Medicare Part B drug spending has grown at an 
average rate of 9 percent per year.17 Approximately 50 percent of the growth in Part B drug 
spending from 2009 to 2013 was the result of increased prices for existing products and shifts in 
the mix of drugs, including the adoption of new drugs.18  With the release of the August 2018 
HPMS memo in which CMS reinterpreted MA plan statutory authority in this regard, Part B 
drugs can now be subjected to increased competitive forces to reduce out-of-pocket costs for 
members. We agree with CMS’s preamble affirmation of the statutory authority of MA plans to 
implement utilization management tools.19 We applaud CMS for correcting the previous 
interpretation of this policy as we have long held that it was in error. Further, we fully support 
this regulatory proposal that would memorialize the use of these tools in the MA program with 
appropriate member safeguards and protections. 
 

Part B Drug Management Savings included in Plan Bids 

Applying utilization management techniques permitted in Medicare Part D to the 
management of Part B-covered drug utilization is the logical next step to better managing 
drug costs in the Part B program. Because there is sufficient competition in several Part B drug 
categories and classes, it is reasonable that MA plan sponsors should be permitted to utilize 
evidence-based utilization management and private market-based price negotiation tools to 
reduce costs for their members. Fifty percent of Humana’s Part B drug spending is attributable 
to drug classes where robust competition exists, and safety and efficacy elements are not 
clinically different.   
 

                                                           
16

 HPMS Memo, Prohibition on Imposing Mandatory Step Therapy for Part B Drugs and Services (September 2012) 
17

 MedPAC Report to the Congress: Medicare and the Health Care Delivery System, June 2017 
18

  Ibid. 
19

 Social Security Act Sections 1851 (c)(1)(G) and (c)(2)(B); CFR 422.4(a)(1)(ii) 
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We support the proposed MA plan sponsor flexibility to structure savings associated with a 
Part B drug utilization management program as either a rewards and incentive program or as 
savings reflected in plan bids to lower premiums and/or improve supplemental benefits. 
Typically Part B covered drugs have a 20 percent coinsurance without any differentiated cost 
sharing between clinically comparable therapies. As part of the construct of applying savings 
from Part B drug utilization management to the plan bid, we recommend CMS permit plan 
flexibility to provide at least a two-tiered Part B preferred drug list with differential cost-sharing 
for preferred and non-preferred drugs. For example, in a two-tier preferred Part B drug list, 
preferred (high-value) medications would have a 20 percent coinsurance and the remainder of 
non-preferred Part B drugs would have coinsurance of 30 percent.20 Existing sub-regulatory 
guidance provided annually in the Rate Notice and Call Letter establishes maximum cost sharing 
levels for Part B drugs.  CMS established maximum cost sharing for CY 2019 at 20 percent 
coinsurance or $75 copay for Part B drugs regardless of the applicable Maximum- Out-of- Pocket 
(MOOP).21 Although Humana has a handful of plans that include differentiated cost sharing for 
some part B drugs, the non-preferred drug cost sharing cannot exceed 20 percent coinsurance.  
We recommend that CMS use its authority through the Annual Rate Notice and Call Letter to 
permit MA plans to establish non-preferred Part B drug cost sharing greater than 20 percent. 
The evidence base demonstrates that differentiated cost-sharing produces both member and 
prescriber behavior changes regarding medication selection that aligns incentives with 
evidence-based utilization as well as reduces out-of-pocket costs for some cohorts of 
members.22   
 
In conjunction with a tiered Part B drug preferred drug list with differential cost-sharing, we 
recommend that MA plan sponsors that implement Part B drug utilization, and incorporate such 
savings into the bid, should publish and market the Part B preferred drug list, and provide an 
online link to ensure members have access to preferred Part B drug coverage information to 
make informed purchasing decisions during annual open enrollment. Part B preferred drug 
policies should be publicly accessible.  We support the proposal that utilization management of 
any Part B drugs be approved through the plan sponsor’s P&T Committee process required in 
CFR 423. Further, we support CMS’s proposal to align organizational determinations and appeals 
time frames for Part B covered drugs with the existing time frames for coverage determinations 
and appeals in the Part D program. This is an important member protection that is patterned 
after the current appeals process in Part D.   
 
Off-Label Drug Use in the Context of Part B Drug Utilization Management 
Humana supports the use of off-label drugs in a step therapy program only when such drugs 
are supported by widely used treatment guidelines or clinical literature that CMS considers to 
be best practices. These very same sources are already being used throughout the Medicare 
program to determine whether drugs are covered under the Medicare program. If they are 
sufficiently valid for determining coverage, they should be equally valid for developing 

                                                           
20

 James C. Robinson.  Applying Value-Based Insurance Design to High-Cost Health Services.  Health Affairs 29, NO. 
11 (2010): 2009–2016 
21

 Announcement of Calendar (CY) 2019 Medicare Advantage Capitation Rates and Medicare Advantage and Part D 
Payments Polices and Final Call Letter, April 2, 2018, pages 197-200. 
22

 Oluwatobi Awele Ogbechie, MD, MBA; and John Hsu, MD, MBA, MSCE.  Systematic Review of Benefit Designs 
with Differential Cost Sharing for Prescription Drugs.  American Journal of Managed Care 2015;21 (5): e338-348 
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utilization management programs. Off-label prescribing of drugs is common in clinical practice 
and many off-label uses are effective, well documented in peer-reviewed literature and the 
compendia, and are widely employed as ‘standard of care’ treatments. However, plans should 
not be permitted to implement utilization management programs that require beneficiaries to 
utilize a drug for an indication for which there is no medical evidence supporting its safety 
and/or efficacy. 
 
As expressed in our  comments to the President’s Blueprint, we believe that CMS should also 
take action to ensure that compendia is free from conflicts of interest and is updated regularly 
to reflect changes in clinical research.23 There has been evidence of potential conflicts of interest 
among the authors of treatment guidelines and technical panels used by the compendia 
publishers that has been supported by researchers at AHRQ, UNC Chapel Hill, and at MedPAC. In 
these findings there have been instances which found that of 125 guideline authors studied, 108 
(86%) had at least 1 reported financial conflict of interest.24 In order to address these concerns, 
CMS, in coordination with DHHS, should:  1.Engage AHRQ to periodically update their public 
review of conflicts of interest among the compendia publishers; 2. Revisit Part B drug coverage 
determinations on an ongoing basis to ensure the most rigorous and current clinical evidence is 
used; and 3. Instruct the IRE to consider evidence showing flaws in the compendia as the result 
of conflicts of interest or failure to consider more recent empirical data, especially in the cases 
of off label utilization.  
 
As a result, we recommend that CMS finalize permitting  plans to include off-label drug use in 
the utilization management policies of Part B drugs provided that such use is supported in one 
of the compendia at 1927(g)(1)(B)(i) of the Social Security Act or best-practice clinical guidelines 
recognized by a plan sponsor’s P&T committee. Additionally, CMS should work to ensure that 
the compendia that influence these standards remain free of any conflicts of interest. 
  
Restriction of Part B Utilization Management to New Starts 
Humana estimates that approximately 20 percent of its 2019 calendar year Part B drug utilizing 
members will be managed through the new Part B Drug Step Therapy policy communicated in 
the HPMS memo from August 2018. This is driven by the component of the 2019 policy that 
limits the applicability of step therapy to new-starts only, and significantly limits the cost savings 
opportunities for members and the Medicare program. We agree with the CMS policy decision 
in this regard for 2019 given the unique timing and circumstances that did not avail transparent 
and clear communication and marketing to potential members of the Part B drugs that would be 
subject to step therapy in 2019. However, for plan year 2020 and future years, we recommend 
that CMS permit Part B drug utilization for both new and existing prescriptions. As discussed 
previously, we recommend that MA plan sponsors market and display Part B preferred drug lists 
that clearly communicate which drugs are subject to utilization management. This action will 
inform potential members in their purchasing decisions during annual open enrollment.  
Combining this recommendation with the recommendation to align organizational 
determinations and appeals timeframes for Part B covered drugs with the existing timeframes 
for coverage determinations and appeals in the Part D program provides robust member 
protections to ensure appropriate access to Part B drugs.    

                                                           
23

 Available at https://www.regulations.gov/document?D=CMS-2018-0075-2969  
24

 Mitchell, Aaron P., Ethan M. Basch, and Stacie B. Dusetzina. "Financial relationships with industry among 
national comprehensive cancer network guideline authors." JAMA oncology 2, no. 12 (2016): 1628-1631.   
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Using 2018 Humana Medicare Advantage claims data, we modeled the estimated savings if 
utilization management could be applied to both new and existing prescriptions in Part B drug 
classes managed in in the 2019 plan year. Our estimates indicate a savings for members and 
plans that is 3 to 4 times greater than that which is anticipated in 2019 where the policy limits 
utilization management on Part B drugs to new-starts only. 

 

Pharmacy Direct and Indirect Remuneration (DIR) included in Negotiated Price 
CMS is considering, for a future year, which could be as soon as 2020, adopting a new definition of 
“negotiated price” to include all pharmacy concessions received by the plan sponsor for a covered Part 
D drug, and to reflect the lowest possible reimbursement a network pharmacy will receive in total, for a 
particular drug even when such price concessions are contingent upon performance by the pharmacy. 
The modified definition of negotiated price would be reported to CMS as Prescription Drug Events 
(PDEs), and used to calculate member cost-sharing and generally adjudicate the Part D benefit at the 
point-of-sale. 
 

Comment: Humana recommends that CMS continue to allow performance-based pharmacy 
price concessions to be excluded from the negotiated price and allow such amounts to be 
reported as DIR (as opposed to being reflected in the negotiated price or reported as negative 
DIR.) As we have stated in previous comments to the 2019 proposed rule, Humana does not 
support the inclusion of all price concessions in the negotiated price as we believe that our 
current performance-based contracts with pharmacies are effective tools for incentivizing 
pharmacy behavior and ultimately driving improved medication adherence for Humana 
Medicare members that improves health outcomes.25 
 

Performance-based Contracts  
Humana’s approach to performance-based contracting with network pharmacies closely aligns 
with our value-based payment initiatives for providers, hospitals, and other healthcare 
providers. In all of our value-based reimbursement programs, we seek to incent our partners to 
improve the quality of care delivered to our members by more closely aligning reimbursement 
with member outcomes and moving away from the traditional FFS reimbursement model. 
Humana’s performance-based pharmacy network is also modeled, in part, on CMS’s Star Ratings 
program. Humana received recommendations regarding the design of the performance-based 
network from standard-setting organizations that developed metrics for the Star Ratings 
program to ensure that high-performing pharmacies were rewarded similarly to those plan 
sponsors in the Star Ratings program. 
 

Today, the performance-based pharmacy network is a risk-sharing agreement between Humana 
and the network pharmacies. It is executed through performance-based contract agreements 
which create an unprecedented incentive for pharmacies to achieve medication adherence 
goals that have been defined based upon current Star Ratings measures. Once pharmacies have 
achieved the specified goals for medication adherence, the pharmacy receives a bonus payment 
for their performance. In the two years of the performance-based pharmacy network in 2016, 
we have drastically changed pharmacy behavior, and we continue to make financial adjustments 
to further incent quality efforts while continuing to drive value to members and CMS. Figures 
three and four illustrate the impact that Humana’s performance-based pharmacy network, 
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 Available at https://www.regulations.gov/document?D=CMS-2017-0156-1471  
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along with other Humana quality programs, have had on Stars related adherence metrics that 
have increased year over year due, in part, to the implementation of performance-based quality 
network in 2016. The success and incentives of this program depend upon the DIR structure that 
is in place today. If that lever is removed, so will be the mechanism that allowed Humana to 
drive our pharmacies to a higher standard of care for our members.  
 
Figure 3: Humana PDP Medication Adherence Metrics 2015 to 2018*26 

 
* Projected 2018 adherence metrics with claims through November 2018 

 

Figure 4: Humana MAPD Medication Adherence Metrics 2015 to 2018*27 

 
* Projected 2018 adherence metrics with claims through November 2018 

 

The concept of paying for value and quality, which is at the core of the performance-based 
pharmacy network, can be seen in numerous value-based payment models including those 
implemented or proposed by CMS. For example, the shared savings concept of the CMS 
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 Adherence calculations based upon Humana’s overall company average adherence rates including all eligible 
members from measurement year. Includes contracts not rated for Stars due to contract consolidation. 
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 Ibid.  
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Accountable Care Organizations (ACOs) or the up-front discount applied in the Comprehensive 
Care for Joint Replacement (CJR) Model are value-based models developed by CMS. In both of 
these cases, the reimbursement model has both upside and downside risk associated with the 
value-based agreement, which is paid after the performance has been achieved. Conversely, 
other quality programs such as the MA and Hospital Star Ratings programs are reimbursement 
structures where the performance program only has upside risk which is also paid annually after 
the performance cycle.  
 
In many ways, the performance-based contract established between Humana and a pharmacy 
can be likened to a service-level agreement (SLA) between any plan sponsor and a vendor.  For 
example, plan sponsors typically use printing vendors to support the mailing of various member 
materials.  In contracts with these vendors there are clear SLAs, such as turn-around-time for 
mailings and number of mailings produced per day that the vendor must meet in order to meet 
its contractual obligations. This is done so that members consistently get the standard of service 
that a plan sponsor expects and that CMS requires. The performance-based contracts between 
Humana and its pharmacies are no different. Through performance-based contracts pharmacies 
are incented to hit a certain level of performance, which aligns with both Humana and CMS 
standards, to obtain the highest reimbursement level and meet its contractual obligations.  
 

Similar to CMS, Humana has established performance-based contracts that apply these concepts 
to pharmacy care delivery under the same methodology with payments and price concessions 
after the performance is observed. By creating a performance-based agreement with 
retrospective payments for quality performance for pharmacies, Humana is emulating the same 
types of performance programs that CMS has established. These models do not lend themselves 
to paying the lowest possible rate at the time of service because the performance measures are 
observed over time with payments being released after the evaluation cycle is completed. In 
short, these performance-based arrangements do not lend themselves to being reflected at the 
point of service, but rather, after the performance has been observed. CMS has noted in the 
preamble that they intend to allow plan sponsors to report negative DIR in the event that a 
pharmacy receives a bonus payment above the lowest possible reimbursement. Although this 
proposed approach will provide plan sponsors with some flexibility to continue to shape value-
based contracts, it introduces the unintended consequence of artificially low reimbursement 
rates to pharmacies due to the requirement to pay the lowest possible reimbursement rate. 

 

Preferred Pharmacy Networks  
If the modified definition of negotiated price is implemented as discussed in the proposed rule, 
Humana is concerned about the unintended consequence of severely hindering the ability of 
plan sponsors to develop and maintain preferred pharmacy networks. Currently, over 90 
percent of the PDPs offered in the market for 2019 have a preferred pharmacy network also 
referred to as a preferred cost-sharing network.28 These networks bring significant value to 
members in the form of lower cost-sharing and premiums. For example, some PDP plans offer 
significant reductions in cost-sharing where the co-pay for a drug could be $3 at a preferred 
pharmacy and $20 at a non-preferred pharmacy. The elimination of the preferred cost-sharing 
option would result in an out-of-pocket cost that is five times greater than the preferred 
pharmacy network option. Analysis performed by Oliver Wyman on behalf of the 
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Pharmaceutical Care Management Association (PCMA), of which Humana is a member, found 
that the elimination of preferred pharmacy networks could increase costs by $990 per effected 
enrollee and $24 billion to CMS over a ten-year period.29 A core element of shaping preferred 
pharmacy networks is establishing performance-based arrangements which would be 
considered negotiated price concessions under CMS’s proposed definition. It is our concern that 
without these tools, it will be difficult to continue the partnerships that provided members with 
the preferred cost-sharing pharmacy benefit, ultimately having a negative impact on member 
cost-sharing and the size of the network. Without the ability to create performance-based 
arrangements with both upside and downside risk, we do not foresee broad adoption of the 
preferred cost-sharing pharmacy benefit in the future marketplace. 
 
Increased Premiums for Beneficiaries and Program Cost to Government 
The proposal of eliminating DIR from pharmacies as a method to reduce beneficiary cost-sharing 
would result in higher premiums for all members, and would increase costs for the government 
and taxpayers. According to CMS’s own analysis, the definition change to the negotiated price 
impacts, as outlined in Table 12, will result in a $4.7 billion premium increase for beneficiaries 
and a $13.6 billion increase in cost to the government due to increases in subsidy payments over 
a ten-year period.30 Humana’s own analysis similarly confirms that moving pharmacy DIR to 
point-of-sale will result in at a one percent premium increase across the industry and a three 
percent increase to government annually. Additionally, Humana believes that, as discussed 
earlier, there would be cost-sharing increases for its members due to the elimination of 
preferred cost-sharing networks.  
 
Timing of Implementation of New Definition 
As stated previously, Humana believes that the modification of the negotiated price and price 
concession definitions will limit a plan sponsor’s ability to appropriately incent pharmacies, drive 
up the cost of premiums for all members, and increase the cost to the government. However, if 
CMS chooses to move forward with this proposal, CMS should delay finalizing for 
implementation until contract year 2021. The new requirements for pharmacy DIR will require 
significant operational activities for plan sponsors to implement for 2020 including updating 
pharmacy contracting arrangements, incorporating the new contract agreement into the 2020 
pricing and bid development for submission by June 2019, and operationalizing and quality 
control testing for all systems and processes by January 1, 2020.  
 

 Updating Pharmacy Network Agreements. Creating, negotiating and operationalizing 
pharmacy network agreements takes approximately six months. Humana currently has a 
total of 26,000 contracts with pharmacies nationwide; approximately 95 percent of 
those contracts include performance-based incentives that would need to be re-
negotiated in order to update the price concessions, performance-based goals and the 
definition of negotiated price in accordance with CMS’s proposed definitions should 
they be finalized. There will be a very limited window between the finalization of the 
proposed changes in late March or early April and the bid submission deadline in June. 
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Plan sponsors and pharmacies will have just six to eight weeks to update complex 
contracts for 2020 bid by the deadline. Furthermore, the time limitations are 
complicated by other factors considered in the negotiation process such as network 
adequacy and any willing pharmacy rules for Medicare Part D. Given all of these factors, 
we do not believe that the timeline is sufficient for such a significant network re-
contracting effort that will impact all plan sponsors and the vast majority of pharmacies. 
 

 In addition to the immediate network contracting processes, it is possible that a 2020 
implementation timeline would limit perceived member choice. Members select PDP 
plans for a variety of reasons including the pharmacies that are available in the network. 
Some members may be partial to a particular pharmacy and select a PDP plan solely 
based upon its inclusion in a plan sponsor’s network. If plan sponsors are unable to fully 
re-contract their networks by the start of the annual enrollment period (AEP), it is 
possible that a PDP plan’s full network will not appear in the network displayed on Plan 
Finder during the Annual Enrollment Period (AEP).  Therefore, it will appear as if 
beneficiaries with an affinity to a given pharmacy will have limited PDP choices because 
all re-contracting is not completed.  
 

 Development of 2020 bid by June 2019. As stated above, the pharmacy contracting 
process takes approximately six months, while the proposed timeline between the 
potential finalization of the considered changes and the 2020 bid submission is only six 
to eight weeks. Currently, the drug formulary structure and bid development is 
completed annually by early March. All Humana bids are certified by a third-party 
actuarial firm, which begins this process in early May, to ensure rating integrity prior to 
submission to CMS in early June. Thus, price concession and negotiated rate 
considerations cannot be accounted for in the 2020 bid submission cycle, because the 
majority of the analysis on the bid development has already been completed. 
 

 Operationalizing Systems and Processes. Beyond the contracting and bid submission 
processes, there is also the potential for implementation risks. In order to operationalize 
the considered changes, plan sponsors will be required to modify their existing 
adjudication processes and systems to ensure that pharmacies and members are 
provided with the newly-defined negotiated price. Furthermore, each pharmacy will be 
required to modify its processes for each plan sponsor with whom it contracts, which 
will increase the level of complexity for implementation at the POS. These are 
complicated transactions that require NCPDP standards, switch processors, claims 
adjudication systems and pharmacy practice management systems to work in tandem to 
deliver the appropriate plan benefit information at POS. Depending upon the final policy 
adopted by CMS, operationalization and associated technology enhancement could take 
as long as six to twelve months. For example, if there is capital investment required for 
supporting technology changes to ensure compliance with new price concession 
standards, plan sponsors will need sufficient time to secure the appropriate budget, 
identify necessary technology changes, build the new infrastructure, and test all 
changes prior to January 1. By rushing the implementation of this policy, CMS is creating 
significant risk that plan sponsors and pharmacies will not have enough time to 
implement these types of claims processing changes, ultimately increasing the risk for 
errors or non-compliance and adverse member experiences.  
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Allowing for Price Concessions Below 100 Percent 
CMS requested comments on a potential alternative option of allowing less than 100 percent of price 
concessions to be included in the negotiated price in the event that it provides plan sponsors with more 
flexibility and could potentially drive down beneficiary premiums.  

 

Comment: If CMS chooses to move forward with the rule as proposed, Humana strongly 
recommends that CMS consider allowing plan sponsors to pass less than 100 percent of price 
concessions to the point of sale. Price concessions that the plan sponsor is permitted to omit 
from the negotiated price will support efforts to keep member premiums stable and incent 
quality-based performance standards to improve quality and medication adherence metrics 
which are aligned with the Star Ratings program. One option that CMS could consider is allowing 
plan sponsors to omit any price concessions that are aimed at improving industry-developed 
quality metrics. In this model, plan sponsors would be incented to compete against each other 
while ultimately driving improved quality and health outcomes for their members. However, in 
order for this flexibility to be meaningful, CMS should not place a limit on the percentage of the 
price concession that is allowed to be passed through to be greater than 75 percent of the total 
concession. 
 

Use of Standardize Metrics for Plan Sponsors and Pharmacies 
CMS solicited comments on the potential development of a standard set of metrics from which plan 
sponsors and pharmacies would use to develop the terms of their contractual agreements. 
  

Comment: While Humana appreciates the goal of standardizing information, Humana strongly 
opposes the generation of this type of data set by the Pharmacy Quality Alliance (PQA), the 
National Committee for Quality Assurance (NCQA), URAC, or any other quality standards 
development organization.  The charge of these organizations is to test and develop 
performance and clinical quality measures; it is inappropriate and outside the scope of their 
expertise to engage in measures of price negotiation or reimbursement as a measure of 
pharmacy quality.  By defining a standard data set, CMS would be limiting the levers that plan 
sponsors and pharmacies could use to develop contractual agreements for negotiating payment. 
Furthermore, the generation of a standard data set in this fashion would be an infringement 
upon the contractual relationship between the plan sponsors and the pharmacies and could 
potentially limit future innovation to improve member outcomes.  

 

E-Prescribing and the Part D Prescription Drug Program, Updating Part D E-Prescribing Standards 
CMS proposes requiring Part D plan sponsors to implement an electronic real-time benefit tool (RTBT) 
capable of integrating with prescribers’ e-Prescribing (eRx) and electronic health record (EHR) systems 
by January 1, 2020.  

 

Comment: Humana applauds CMS’s effort to drive implementation of RTBT to convey member-
specific real-time cost and coverage information at the point of prescribing. We have been an 
industry leader in this space since implementing the first industry-wide RTBT with DrFirst in 
October 2015 for approximately 7.6 million Part D members including LiNET. Since the initial 
launch, we have enabled the capabilities for other lines of business including ASO, fully-insured, 
and Medicaid. As the market has continued to mature, we have continued to integrate with 
other intermediaries and electronic health record (EHR) vendors in order to improve prescriber 
adoption rates, which now stand at over 22,000 prescribers, and ultimately create value and 
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transparency for our members. Through our three-year journey with a RTBT, we have found 
numerous benefits and identified additional opportunities for improvement in the future.  

 

CMS solicited comment on the appropriateness of requiring prescribers and dispensers to use the 
NCPDP SCRIPT standard 
 

Comment: Humana appreciates the ongoing effort by CMS to adopt new industry NCPDP 
standards to enable a more effective communication between prescribers and pharmacies and 
ensure enhanced member care. Humana has been involved in various efforts through NCPDP to 
support the development of a business use case for RTBT as well as other industry standards. 
Humana supports the following approach to the NCPDP standards: 
 

 Implementation Guide version 201701: Humana supports the implementation as of January 
1, 2020 and would like to see an effort to incorporate the electronic Prior Authorization 
(ePA) transaction as part of future part D rules; and  

 Formulary and Benefit (F&B) Standard Implementation Guide: Humana currently supports 
this information and has been compliant to ensure prescribers have Humana’s Part D 
formulary and benefits available to them when e-Prescribing.  

 

CMS proposes to require plan sponsors to jointly use RTBT and F&B data to gain a complete view of 
the member’s prescription benefit information 
 

Comment: Humana agrees that RTBT serves as a critical adjunct to the F&B standard. RTBT data 
should be used in partnership with the F&B data in order to provide a holistic view of the 
member’s prescription benefit information. An RTBT does not replace the F&B standard and the 
two data sets should be used in parallel.  
 
While CMS has not defined a requirement that prescribers or dispensers implement electronic 
prescribing, Humana recommends that CMS, in coordination with their partners at ONC, explore 
opportunities in which an RTBT workflow is a required functionality for EHRs achieving 
Meaningful Use. Humana has faced tremendous challenges over the last three years to obtain 
greater prescriber adoption. The primary challenge of RTBT adoption has been the lack of 
incentives for EHR vendors, who have been focused on mandates such as ICD-10 or Meaningful 
Use. Currently, the only incentive for vendors of EHR systems to develop a RTBT workflow is 
revenue from plan sponsors to develop such capabilities.  

 

CMS also encourages plans to use RTBTs to promote full drug cost transparency by showing each 
drug’s full negotiated price  
 

Comment: Humana agrees that a RTBT is the right technology to improve transparency for drug 
cost and coverage, including a member’s out-of-pocket cost information. However, showing 
each drug’s full negotiated price, which could potentially be re-defined as a result of this rule, as 
part of RTBT raises some concern given the resultant broad disclosure of confidential pricing 
data.   This information would be most valuable to those value-based prescribers who are at full-
risk for the Part D benefit with a plan sponsor, which is very limited. Asking a prescriber to 
consider negotiated prices as well as the member’s out-of-pocket costs may become too 
burdensome if they are not adequately trained and educated regarding how to use this 
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information. Another concern is that, by providing the full negotiated price in addition to the 
member’s out-of-pocket cost, we are essentially providing all prescribers with full transparency 
to the entire pharmacy network contracted rates, which is considered proprietary information.  

 

CMS solicits comments on whether any of the standards for a RTBT that currently are under 

development may be suitable  

 

Comment: Humana appreciates the ongoing effort by CMS to adopt new industry standards to 
support the Part D program; especially the implementation of RTBTs. Humana has been at the 
forefront of NCPDP’s effort to develop a new industry RTBT standard, primarily to ensure critical 
business use cases are included in a RTBT standard. Humana would like to emphasize the 
greater importance of a standard set of business use cases and functionality, instead of an 
actual RTBT standard. Humana’s current RTBT solution has the most robust set of business use 
cases in the industry; each use case serves a specific purpose and was developed to benefit the 
prescriber and/or member. For example, Humana’s current RTBT provides up to three low-cost 
formulary alternatives, the associated member cost sharing, and applicable drug safety 
messaging. In particular, the drug safety messaging includes all Part D point-of-sale MME 
(opioid) requirements, drug-drug interactions, and duplicate therapy rules. The inclusion of this 
type of functionality is essential for deriving maximum value from RTBTs.  
 

CMS also inquired about cost considerations and potential savings as a result of the implementation 
of a RTBT including costs incurred by plan sponsors and providers  
 

Comment: As an early adopter of RTBT, Humana and its members have captured a return on the 
investment and an increase in provider adoption since 2015. From 2016-2017, the savings 
associated with prescribers and members using lower-cost drugs tripled due to the use of the 
RTBT. Much of this was the result of the strategic approach to vendor selection that allowed 
Humana to lessen the barriers to prescriber participation and create value to the prescriber 
which ultimately led to rapid RTBT adoption: 
 

 Cloud-based RTBT: Humana’s RTBT is cloud-based which minimized implementation 
barriers and allowed the new RTBT workflow to be deployed to all of its prescribers in a 
few weeks to gain maximum adoption.  

 Integration with POS Claims Engine: Humana built the RTBT software as part of the 
point-of sale claims engine which established speed and reliability. The response time 
for Humana’s RTBT is greater than 99.9 percent, allowing the information to get to 
prescribers in less than one second.  

 Coordination with PA: Humana had a vision to leverage RTBT to alleviate pain points in 
the PA process by avoiding them or processing them using an ePA. By returning up to 
three low-cost formulary alternatives when a drug is non-formulary or requires step 
therapy, many PAs have been avoided. In situations where the prescriber feels an 
exception is needed, Humana also facilitates the ePA workflow to make the PA process 
easier and faster for the prescriber.  
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Savings Associated with RTBT 

The majority of the savings that Humana has experienced from our RTBT is a result of 
prescribers choosing to prescribe lower-tier and lower cost sharing drugs that are on the 
formulary and reducing the utilization of higher-cost brands (or generics) and non-formulary 
drugs that are prescribed. While it does drive savings, Humana does not consider the savings 
accrued from the use of generics over brand drugs as part of its total savings calculations 
resulting from the use of the RTBT. The cost and complexity to build the rules, processes, and 
system to create, manage, and incorporate formulary alternatives in the RTBT was ultimately 
what generated savings in our model – and was the most difficult part of the service to create. 
For example, the functionality to identify lower-cost formulary alternatives from the RTBT in lieu 
of non-formulary drugs or drugs requiring step therapy was extremely complex but ultimately 
was the driver of Humana’s savings associated with the RTBT.  
 

Costs Associated with RTBT 

As CMS creates new standards around the implementation of RTBT, there will be additional 
market forces that will impact that costs incurred by plan sponsors.  

 

 Use of Intermediaries: Intermediaries in the market have already begun putting 
pressure on plan sponsors and providers who are seeking to establish functionality 
similar to a RTBT. Humana has found that EHR vendors are more willing to establish 
direct connections and relationships with plan sponsors given the volume of prescribers 
that it will infuse into the system. Humana does not believe the immediate requirement 
to implement a RTBT will cause a spike in the costs associated with RTBT due to the 
number of large plan sponsors who have already adopted the functionality. However, as 
CMS considers additional requirements regarding the capability of RTBTs, there will 
continue to be mounting financial pressures from the vendor community. Ideally, the 
RTBT should not be an optional additional offering provided by the intermediary, but 
packaged with PBM eligibility, Medication History, F&B, ePA, and RTBT as the 
comprehensive transaction set to drive value from ePrescribing. 

 Implementation of NCPDP/ CMS Selected Standards: If CMS elects to adopt a defined 
transaction standard for the RTBT, such as the one that is currently being developed by 
NCPDP, plan sponsors will incur additional costs to enhance their RTBTs to meet the 
new standard. As part of that implementation, CMS should ensure that there are at 
least 12-18 months allowed to implement such standards prior to enforcing any new 
requirements. As mentioned earlier, Humana supports standardizing a set of business 
use cases and capabilities rather than requiring the use of a new RTBT standard.  

 Transaction Costs: As one of the early adopters of a RTBT, Humana spent considerable 
time to develop a business model with the appropriate incentives for efficiently 
managing ongoing transaction costs. There were many elements of the transaction that 
were outside of the plan sponsor’s control such as the number of times a provider used 
the RTBT. Furthermore, any transaction-based model would not incent EHR vendors to 
create the smoothest user-experiences possible. With this in mind, Humana embraced a 
Per Provider Per Month (PPPM) model with EHR vendors, only paying for active 
providers who access the RTBT during a given month. This model has been widely 
adopted by multiple EHR vendors, PBMs, and health plans. 

 Cost to Prescribers: The effectiveness of the RTBT is only as valuable as the level of 
adoption by prescribers. If prescribers are unable or unwilling to use a RTBT to support 
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decision-making at the point-of-prescribing, then the value of the tool is greatly 
diminished.   As such, prescriber training and awareness of the RTBT information is 
critical for adoption which will result in added time and costs for prescriber offices and 
health systems. Apart from the training, it is important to mention that the ultimate 
success of RTBT at the point-of-prescribing has been tied to the EHR vendor’s 
presentation of the RTBT information. Historically, there have not been EHR vendor 
requirements regarding how the NCPDP standard transactions are used or presented. In 
this case, though, the presentation of the RTBT information is critical to reduce 
prescriber burden and drive evidence based utilization. In addition to prescriber training 
and presentation, Humana has not seen that EHR vendors charge prescribers for the 
RTBT capabilities and would encourage CMS to prevent that from happening.  

 

Part D Explanation of Benefits (EOB) 
CMS proposes to require that Part D sponsors include the cumulative percentage change in the 
negotiated price since the first day of the current benefit year for each prescription drug claim in the 
EOB. Second, CMS proposes to require that Part D sponsors provide information about drugs that are 
therapeutic alternatives with lower cost-sharing, when available as determined by the plan, from the 
applicable approved plan formulary for each prescription drug claim. Also, the plan may include 
therapeutic alternatives with the same copayments if the negotiated price is lower. 

 

Comment: Humana supports providing its members with additional information about the price 
of their drugs and the availability of lower-cost therapeutic alternatives. As discussed in our 
comments to the RTBT proposal, we support providing similar, but more robust information 
through interoperable EHR platforms such as the RTBT, which are utilized by both prescribers 
and members at the point of care to facilitate drug therapy decisions based upon value and 
quality.  


