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By Harold Bishop, J.D.

Widespread concerns have been expressed by industry stakeholders in response to a March 11, 2016, CMS
Proposed rule outlining a mandatory demonstration project that would reduce the average sales price (ASP)
reimbursement rate for Medicare Part B drugs for all providers located in the geographic area chosen for the
project. Through the project, CMS will test whether revised Part B drug pricing models can be used to remove
what it believes are current financial incentives for providers to prescribe high cost drugs over lower cost ones
when comparable low cost drugs are available. CMS hopes that the project will demonstrate that savings for
Part B drugs can be achieved through alternative payment models that change prescribers’ behavior (see Will
alternative drug payment models reduce Part B expenditures?, March 9, 2016).

After providing a brief background on covered Part B drugs and their current method of payment, this Strategic
Perspective will describe the proposed payment model (81 FR 13230) and analyze its pros and cons based upon
input from industry experts.

Part B Benefit and Current Payment System

Medicare Part B includes a limited drug benefit that encompasses drugs and biologicals described in section
1861(t) of the Social Security Act. The Proposed rule would apply to drugs and biologicals paid under the
Part B program as well as biosimilars. Covered Part B drugs currently fall into three general categories:
(1) drugs furnished incident to a physician's services; (2) drugs administered via a covered item of durable
medical equipment (DME); and (3) other drugs specified by Soc. Sec. Act section 1861(s), including—
immunosuppressive drugs; hemophilia blood clotting factors; certain oral anti-cancer drugs; certain oral
antiemetic drugs; pneumococcal pneumonia, influenza and hepatitis B vaccines; erythropoietin for trained home
dialysis patients; certain other drugs separately billed by end-stage renal disease (ESRD) facilities; and certain
osteoporosis drugs.

Medicare Part B currently pays physicians and hospital outpatient departments the ASP of a drug, plus a 6
percent add-on (ASP+6). The 6 percent add-on is designed to account for handling and overhead costs and
additional mark-up in distribution channels that is not captured in the manufacturer-reported ASP. The ASP
payment amount does not vary based on the price an individual provider or supplier pays to acquire the drug and
CMS’ payment determinations do not take into account the effectiveness of a particular drug. CMS is concerned
that this ASP+6 percent payment formula is encouraging the use of more expensive drugs because the more
expensive the prescribed drug, the more revenue the 6 percent add-on will generate.

Proposed Payment Model

The proposed model would be implemented in two phases:

• Phase 1: Adjustments to the ASP+6 percent formula. In phase 1, the model would test whether
changing the add-on payment to 2.5 percent plus a flat fee payment of $16.80 per drug per day
changes prescribing incentives and leads to improved quality and value. CMS would update the flat fee
at the beginning of each year by the percentage increase in the consumer price index for medical care
for the most recent 12-month period. Phase 1 would begin in late 2016 (no earlier than 60 days after
the Proposed rule is finalized). CMS expects that the add-on payment of 2.5 percent plus a flat $16.80
fee will cover the cost of any drug paid under Medicare Part B. The flat fee is calculated to be budget
neutral in aggregate. CMS intends for the test to result in savings through changes in prescribers’
behavior.

• Phase 2: Value-based purchasing. In phase 2 of the model, CMS proposes to implement value-
based purchasing (VBP) in conjunction with the phase I variation of the ASP add-on payment amount.
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CMS would apply one or more VBP tools, such as (1) discounting or eliminating patient cost sharing;
(2) feedback on prescribing patterns and online decision support tools; (3) indications-based pricing;
(4) reference pricing; and (5) risk-sharing agreements based on outcomes. Phase 2 would begin no
sooner than January 1, 2017, and would run for five years. The pricing under phase 2 would not be
budget neutral.

CMS’ Rationale and Goals

In phase 1, CMS hopes to achieve savings through behavioral responses to the revised pricing. CMS believes
that the revised pricing will remove any excess financial incentive to prescribe high cost drugs over lower
cost ones when comparable lower cost drugs are available. In phase 2, as with phase 1, CMS believes that
implementation of VBP tools will result in some reduction in expenditures.

In an interview with Wolters Kluwer, Lee H. Rosebush of Baker Hostetler in Washington, D.C., stated that
“[w]hile CMS believes that the proposed model will lower drug costs by forcing providers to factor costs into
their prescription decisions, many providers have expressed concerns that they will be financially penalized for
prescribing expensive drugs even if these drugs are in the patient’s best interest. Critics have also argued that
the proposed model does nothing to actually incentivize the best care. Instead, it is focused just on the cheapest
care.”

With regard to mandatory participation in the model by all providers and suppliers in chosen geographic areas
(based on ZIP codes), CMS claims that the requirement is designed “to ensure that observed outcomes in each
arm of the model do not suffer from selection bias inherent in a voluntary participation model and that observed
outcomes can be generalized to all providers and suppliers billing Part B drugs.” Rosebush, however, does not
believe that the focus on ZIP codes provides a complete picture. For example, he notes that certain ZIP codes
may have quality of care centers or physician groups that focus on specific disease states, while other ZIP codes
may be underrepresented in clinics or specialties. Rosebush concludes that “by focusing on ZIP codes, it is clear
that CMS is again focusing on cost rather than quality.” Rosebush further notes that “[w]hile cost is an important
factor in the current healthcare market, patients need quality treatment that is effective and not just cheaper
treatment.”

Support for the Project

A March 8, 2016, issue brief from the HHS Office of the Assistant Secretary for Planning and Evaluation (ASPE)
indicated its support for CMS’ growing concern that the current features of the Part B payment program do not
create appropriate incentives for providers, suppliers, and patients to make high value choices (i.e., the lowest
cost therapy to effectively treat a patient) among treatment options. The brief concludes that the current Part B
payment program (1) provides weak incentives for physician to consider value, and (2) has not implemented
various VBP practices typically used by commercial insurers and Part D sponsors for self-administered drugs.

On April 5, 2016, Peter Bach, Director of the Center for Health Policy and Outcomes at Memorial Sloan Kettering
Cancer Center, spoke at the Medicare Rights Center’s policy breakfast in support the value-based pricing for
prescription drugs and CMS’ proposal to test payment strategies for Part B drugs. According to a Medicare
Rights Center blog post, Bach stated his belief that prices for prescription drugs are not linked to their value
and that drug prices are “unaffordable and unimaginable” for the 14 percent of Medicare beneficiaries who lack
supplemental coverage.

On April 6, 2016, the Medicare Rights Center wrote HHS Secretary Sylvia Burwell to express its support for the
CMS proposal. The Center’s letter made the following points:

• CMS’ proposed test is within the statutory charge and authority of the Center for Medicare and
Medicaid Innovation (CMMI) to test the payment and delivery system models included in the proposal.

• The current Part B prescription drug reimbursement model, determined by ASP+6 percent, establishes
a perverse incentive to prescribe higher cost medications.
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• By testing a variety of reimbursement methods and VBP innovations already in use in the private
insurance market, the proposed test will promote utilization of the most clinically effective medications
—not the most costly.

• As the proposed payment models are implemented, the Center is confident that Medicare beneficiaries
will retain access to needed Part B medications.

• When implementing the project, CMS should focus on the need to include appropriate beneficiary
education and notice, ensure that the mechanics of the pre-appeals exceptions process are truly
accessible to consumers, and establish appropriate monitoring for potential changes in prescribing and
dispensing practices, including those that may shift costs between parts of Medicare.

• CMS must establish adequate, real-time feedback loops to monitor beneficiary experiences with the
program, drawing on existing resources like the Medicare Ombudsman, 1-800-MEDICARE, and the
State Health Insurance Assistance Programs (SHIPs), among others.

Opposition to the Project

The model was first proposed in early February 2016 when CMS posted and then unposted a transmittal
instructing Medicare Administrative Contractors (MACs) to prepare for the implementation of the Part D payment
model. As a result, even before the Proposed rule was officially published on March 11, 2016, on March 4,
2016, a letter asking CMS to permanently withdraw the Part B payment model was sent to Burwell by numerous
providers, provider organizations, and the House and Senate oversight committee leadership of both parties.
The letter expressed numerous concerns, including their belief that:

• The proposed payment model, implemented without sufficient stakeholder input, will adversely
affect the care and treatment of Medicare patients with complex conditions, such as cancer, macular
degeneration, hypertension, rheumatoid arthritis, and primary immunodeficiency diseases.

• Medicare beneficiaries should not face mandatory participation in an initiative that may force them to
switch from their most appropriate treatment.

• These types of initiatives should first be implemented in a targeted, patient-centered and transparent
way that accounts for the unique needs of Medicare beneficiaries.

• CMMI is statutorily required to ensure that its initiatives target “deficits in care,” and can only expand
the scope and duration of a model after careful assessment of the model’s impact on quality of care
and patient access, not just spending.

Both the Republican and Democrat Senate Finance Committee members followed up on the March 4, 2016,
letter with letters to CMS. An April 28, 2016, a letter from Republicans stated, “We are concerned that the
proposed [phase 1 ASP] payment reduction would harm beneficiary access to vital drugs as many providers
would face acquisition costs that exceed the Medicare payment amount. Physicians that have trouble accessing
at the reduced ASP payment would likely refer patient to the hospital outpatient department.”

An April 27, 2016, letter from Democrats said “any proposed changes to the Part B program must be carefully
considered to prevent any disruptions in care for Medicare beneficiaries, particularly those with serious and
complex conditions.” The Democrats urged CMS to resolve the following issues before proceeding with the
model: (1) beneficiary access to Part B medications and quality of care; (2) the potential impact on the site of
service; and (3) interaction with existing delivery and payment reform models.

On March 8, 2016, Allyson Funk, spokesperson for the Pharmaceutical Research and Manufacturers of America
(PhRMA), stated, “[t]he current Medicare Part B drug payment methodology is an effective, market-based pricing
mechanism that works to control costs. Proposing sweeping changes to Medicare Part B drug reimbursement
without thoughtful consideration and stakeholder input is not the right approach and puts Medicare patients who
rely on these medicines at risk.”

The American Society of Clinical Oncology (ASCO) also responded negatively to the mandatory Part B drug
payment proposal, asserting that it will maintain pressure on CMS to withdraw the proposal and focus on real
reforms that cut costs and enhance care, while protecting the health and safety of Medicare patients who rely on
Medicare Part B drugs.
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In the ASCO’s view, the demonstration project is based on the false premise that patients have multiple
treatment options and doctors choose the most expensive treatment. According to ASCO, patients often only
have one suitable treatment option, and oncologists cannot reduce drug utilization costs by selecting lower cost
alternatives. ASCO's preliminary analysis of the reduced reimbursement rate suggests that medical practices,
on average, will lose $30,000-$35,000 per physician. ASCO data also suggests the number of “underwater
drugs” (i.e., a drug in which the practice’s acquisition cost exceeds the reimbursement amount from Medicare)
would increase and, in some practices, more than 50 percent of drugs would be underwater. The ASCO notes
that when a practice faced with an underwater drug is unable to absorb the loss from that drug, it will have to
refer the patient elsewhere for treatment.

Legislative Hearings

On April 29, 2016, House Republicans introduced H.R. 5122 to prohibit HHS from taking further action to finalize,
implement, or enforce the Proposed rule. In a hearing on the bill, some witnesses expressed support for the
Proposed rule, while others were vehemently opposed. Some were concerned that the pricing structure could
limit the availability of drugs, and others noted that the reducing the add-on percentage and VBP payments does
not get to the root of the problem—which is the rising drug costs contained in the ASP (see Witnesses before
committee largely opposed to Part B drug model, May 17, 2016).

At the hearing, Joe Baker, the President of the Medicare Rights Center, expressed support for lowering
or eliminating cost sharing for high-value medications in phase II of the demonstration but gave some
recommendations for particular actions it believes CMS should take, such as incorporating program evaluation
surveys and working with interested groups when designing model communications.

Marcia Boyle, President of the Immune Deficiency Foundation, expressed extreme concerns about the
demonstration’s impact on the availability of drugs for patients with primary immunodeficiency (PI). She noted
that reimbursement for PI medications was significantly reduced by past legislation, which caused patients and
pharmacies to experience extreme difficulties obtaining immunoglobulin (Ig). Patients lost access to Ig both in
office and at home, resulting in hospital stays, according to Boyle. In addition, specialty pharmacies state that
they are nearly underwater with the ASP+6 payment model.

Similarly, Dr. Debra Pratt, an oncologist representing a number of professional organizations, commented that
the demonstration “will be devastating to the advancements made in our continued fight against cancer.” Pratt
believes that the demonstration lacks a patient-centered focus. She also expressed disappointment in CMS’
suggestion that physicians are prescribing more expensive drugs for profit, and believes that CMS is incorrect in
assuming that reducing Part B drug reimbursements will lower costs.

Dr. Michael Schweitz, representing the Coalition of State Rheumatology Organizations, found the demonstration
“misguided” and noted that the proposal does not impact the real problem: manufacturer ASPs. He emphasized
that physicians do not make clinical decisions according to the add-on percentage and rheumatology practices
will be hard pressed to absorb the cost reduction. He predicted that patients will lose access to in-office infusion
services that are vital to their care, and requested that CMS withdraw the model.

Conclusion

While there has been some support of the payment model, particularly from government quarters, the
overwhelming majority of input has been negative. Critics generally have argued that the proposed model will
reduce payments to providers and suppliers, limit drug choices for patients, and do nothing to actually incentivize
the best care.

Even supporters of the payment model, such as the Medicare Rights Center, have suggested that when
implementing the project CMS should focus on the need to include appropriate beneficiary education and
notice, ensure that the mechanics of the pre-appeals exceptions process are truly accessible to consumers, and
establish appropriate monitoring for potential changes in prescribing and dispensing practices, including those
that may shift costs between parts of Medicare.
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Rosebush asks three questions in light of CMS’ attempt to incentivize the use of cheaper medications: What
stick will CMS use to incentivize providers to use the best or most effective medication, instead of just the
cheapest? What is there to incentivize the prescriber to use the more effective medication that may result in
fewer drugs or visits? If providers focus on just the cheapest drug, are they subjecting themselves to potential
malpractice by not using the “best” drug?

Rosebush concludes that “given the number of stakeholders that will be impacted by a change to the Medicare
Part B drug payment system, it would be ideal for CMS to craft a new payment model after taking patient,
provider, supplier, and payor feedback into account.” He further suggests that while stakeholders may have had
a limited opportunity to provide feedback, use of the full Administrative Procedure Act rulemaking process should
be considered.

Attorneys: Lee H. Rosebush (Baker Hostetler).

Companies: Center for Health Policy and Outcomes; Memorial Sloan Kettering Cancer Center; Medicare Rights
Center; Coalition of State Rheumatology Organizations; Immune Deficiency Foundation; American Society of
Clinical Oncology; Pharmaceutical Research and Manufacturers of America

MainStory: StrategicPerspectives CMSNews DrugBiologicNews PaymentNews PartBNews
PrescriptionDrugNews QualityNews

http://researchhelp.cch.com/License_Agreement.htm

