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RXCROSSROADS SPECIALTY SOLUTIONS
REIMBURSEMENT & COVERAGE POLICY UPDATES

RxCrossroads Specialty Solutions provides legislative updates related to reimbursement and  coverage 
news that closely impacts the pharmaceutical and biotech marketplaces. We monitor the payer landscape 
to proactively inform programs and services designed for clients.

TOP NEWS
Repeal and Replace of the Affordable Care Act Dominates Early 2017 Health Care Agenda

The 115th Republican-controlled Congress has begun taking steps to repeal and replace the Affordable 
Care Act (ACA) as part of President Donald Trump’s campaign pledge to swiftly do so upon taking office. 
Key components of the Republican’s replacement plan may include a combination of health savings 
accounts, high-risk insurance pools, Medicaid reform, and refundable tax credits (to replace current 
ACA subsidies), yet specifics remain fluid and subject to change.

Replacing ACA represents an enormously complex task, and the major near-term goal appears to be keeping current ACA coverage 
stable. A multi-year transition period is widely expected to be part of any replacement plan.

Recent developments on ACA repeal and replace include the following:
• Budget Vehicle: The recent budget resolution passed by Congress, which provides instructions to key committees for a 10-year 

federal spending framework, included a procedural mechanism, “budget reconciliation,” under which a new healthcare plan could 
be considered. Two notable aspects of using “budget reconciliation” for this purpose are: 1) only ACA provisions affecting federal 
spending can be considered; and 2) Congress can act with a simple majority (51 votes) in the Senate, without opportunity for fili-
buster, which would require 60 votes to break. Republicans hold 52 seats in the U.S. Senate.  

• HHS Secretary: Congressman Tom Price was recently confirmed by the Senate as Secretary of the U.S. Department of Health and 
Human Services (HHS). Tom Price, a physician, most recently was a Member of Congress from Georgia, during which he held the 
influential position of House Budget Committee Chairman. 

• Executive Order: In one of his first official actions, President Trump signed a broadly-worded executive order to scale back ACA, 
which instructs federal agencies to utilize “all authority and discretion available to them to waive, defer, grant exemptions from, or 
delay the implementation” of any ACA provisions. This order means numerous ACA provisions could become non-enforced, signifi-
cantly diminished, or may undergo regulatory repeal. HHS Secretary Price may soon initiate a host of regulatory actions to carry out 
this directive, and take other steps under his secretarial authority to roll back ACA.  
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• Two Senate Bills: An ACA replacement plan recently introduced by Sens. Bill Cassidy (R-LA) and Susan Collins (R-MA) would 
provide states with three options, post-ACA: 1) continue ACA market reforms, individual and employer mandates, and exchange 
subsidies; 2) choose a new state alternative, with some federal funds and subsidies; or 3) design reform without federal assistance.  
Also, Sen. Rand Paul’s (R-KY) new replacement bill eliminates ACA’s essential health benefit requirements, promotes health savings 
accounts, replaces the current employer tax exclusion with a universal tax deduction, encourages new insurance pools, and allows 
purchase of health insurance across state lines. These bills provide insights into the possible direction ACA replacement, though 
Republican leaders continue to work on a House leadership-driven plan. 

• Hearings: The key House and Senate committees with jurisdiction over ACA matters have held hearings in recent days on key 
issues, including the effectiveness of the ACA individual mandate; ACA market stabilization issues; and protecting Medicaid bene-
ficiaries during any transition.  

Drug Costs Remain a Top Policy Issue 
Policymakers at both the federal and state level continue to look for ways to address concerns about 
rising drug costs. Congress must reauthorize the Prescription Drug User Fee Act by September 30, 
2017, which may be a federal legislative vehicle for consideration of drug pricing proposals. 

The following developments highlight attention on drug pricing at both the federal and state level:
• Trump Meets with Industry: A recent meeting between President Trump and drug manufacturer 

representatives focused on speeding the FDA approval process, reducing industry regulations, 
and reforming trade agreements, as part of discussions on drug competition and affordability. The 
Trump Administration continues to make references to support for allowing government to negoti-
ate Part D drug prices.  

• House Bill to Increase Generics: A new House bipartisan bill, titled “Lower Drug Costs Through Competition Act,” would, among 
other things, create a priority review voucher program for certain generic drugs. Eligible generics would be those where a competitor 
drug is not already available, or if the generic is on the FDA drug shortage list. A key House committee may soon markup this bill.   

• Senate Bill to Reform REMS: A bipartisan Senate bill introduced this year, titled “Creating and Restoring Equal Access to Equivalent 
Samples (CREATES) Act,” would limit use of the drug safety programs, known as REMS, as it relates to the timing of generic drug 
market entry. 

• New York: A multi-pronged proposal announced by Governor Andrew Cuomo includes a requirement that drug companies provide 
a 100% supplemental rebate for drug costs reimbursed by Medicaid that exceed a benchmark price set by the state’s Drug Utili-
zation Review Board. The plan also calls for a surcharge when drug costs are more 
than the price ceiling for non-Medicaid participants, with proceeds deposited into a 
fund aimed at lowering insurance premiums. These and other drug pricing propos-
als outlined by the Governor require legislative approval. 

• California: Legislation introduced in the California Assembly would prohibit use of 
drug coupons for medications when lower-cost alternatives are available. The bill’s 
sponsor, Jim Wood (D), is chairman of the Assembly Health Committee.
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• Connecticut: The Connecticut State Comptroller plans to recommend to the General Assembly the following five-point proposal to 
reduce drug costs: 1) require drug price increase justifications; 2) establish oversight of costs exceeding certain thresholds; 3) ensure 
consumers benefit from rebates; 4) promote affordable insurance plans; and 5) restrict incentives for prescribing higher-cost drugs. 

CENTERS FOR MEDICARE & MEDICAID SERVICES NEWS
CMS Releases Part D Draft Call Letter for 2018
CMS recently released the Medicare Advantage and Part D Draft Call Letter for 2018, which is the annual announcement detailing 
payment, performance, and other rules for Part D and Medicare Advantage plans for the next plan year. Of note, CMS maintains the 
$670 specialty tier threshold in 2018, and also makes a policy clarification related to adjudication of requests for tiering exceptions. 
Specifically, according to CMS, sponsors should base tiering exception eligibility on whether a plan covers an alternative drug on a tier 
with lower cost sharing than the requested drug. Further, an exception should apply cost sharing for the requested drug equal to the 
cost sharing applied to the lowest-cost tier where alternative drugs are place. CMS will accept comments on the Draft Call Letter until 
March 3, and plans to release a final version on April 3.

OTHER REGULATORY NEWS
MedPAC Discusses Medicare Part B and Part D Issues, Though No Recommendations

The most recent meetings of the Medicare Payment Advisory Commission (MedPAC), an 
independent entity that makes Medicare policy recommendations to Congress, included a 
discussion on several possible Part B reimbursement changes, given the 9% annual growth 
rate of Part B spending since 2009. For example, MedPAC discussed a proposed voluntary 

“Drug Value Program” whereby private vendors negotiate with drug manufacturers on drug prices. A provider would choose a vendor, 
and each drug would be shipped to the provider, who would pay the negotiated price, and would be reimbursed by Medicare for that 
amount. Providers could share savings if achieved. Vendors also could implement a formulary, though an appeals process would be 
required. MedPAC members generally seemed skeptical of this proposal.

MedPAC also discussed requiring manufacturers to report the Average Sales Price (ASP) for all Part B drugs, and increasing penalties for 
non-reporting. Currently, only Part B drug manufacturers with Medicaid drug rebate agreements report ASP. Other proposals that were 
among those discussed include requiring drug manufacturers to pay a rebate if the ASP exceeds an inflationary threshold; and creating 
consolidating billing codes for certain biologics, biosimilars, and other select drugs.
 
On Medicare Part D, MedPAC discussed rising drug costs and plan sponsors’ strategies to manage spending. There also was some 
discussion on formularies, and whether Part D plans should have the same flexibility to manage them as commercial plans (e.g., midyear 
changes).  MedPAC also discussed how program costs are increasingly driven by beneficiaries who reach the catastrophic threshold, 
with 9% of these ‘high cost’ enrollees accounting for 53% of Part D spending. In the coming months, MedPAC indicated it plans to look 
at options to address drug pricing via Medicare negotiation of drug pricing, setting a cap on the price of high-cost drugs, and using 
evidence of appropriateness and value of medications. 

No formal recommendations on either Part B or Part D were made at the January meeting. MedPAC’s next meeting is in March. 
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Disclaimer: The information contained herein is for informational purposes only, and is not legal advice or a substitute for legal counsel, nor does it constitute advertising or a 
solicitation. RxCrossroads expressly disclaims all liability in respect to actions taken or not taken based on any or all the contents of this newsletter.

FDA Addresses Naming and Interchangeability of Biologic Products in New Guidances
Two guidance documents for industry released by the Food and Drug Administration (FDA) in recent weeks include Final Guidance on 
nonproprietary naming of biologics; and Draft Guidance on how manufacturers can demonstrate interchangeability.

The Final Guidance document specifies that originator biologics and biosimilars must have a nonproprietary name, with an FDA-
designated suffix consisting of four lowercase letters. FDA had received feedback that requiring different suffixes created a hurdle to 
interchangeability and other issues, but this requirement was finalized. The letters are intended to clearly differentiate among biological 
products.

The Draft Guidance on demonstrating interchangeability between reference biologics and biosimilars recommends that product sponsors 
conduct a switching study to show that a product is interchangeable. FDA plans to use a variety of factors to determine whether a 
switching study to demonstrate interchangeability, or whether post-marketing data for the product as a licensed biosimilar, is needed 
as well. Other considerations include how the products are marketed and packaged, complexity of the products, immunogenicity, and 
toxicology. FDA notes that it will consider each case individually, and therefore it recommends that sponsors discuss their plans with the 
FDA. The FDA is accepting comments on the Draft Guidance until March 20.

HHS OIG Releases Report on Part D Costs
A report titled “High-Price Drugs are Increasing Federal Payments for Medicare Part D Catastrophic Coverage” released by the HHS 
Office of the Inspector General detailed concerns about Part D costs and suggests steps for CMS to take steps to address rising drug 
prices. These steps include, in general terms, incentivizing Part D sponsors to lower costs, creating more drug pricing transparency, and 
permitting CMS to negotiate prices for certain drugs. 

Examples of specific findings on drug costs in the OIG report include 
the following:
• Federal payments for Part D catastrophic coverage exceeded 

$33 billion in 2015, over three times the 2010 amount.
• In 2015, 10 high-price drugs accounted for nearly one-third of 

all drug spending for catastrophic coverage.
• From 2010 to 2015, beneficiaries’ out-of-pocket costs for 

high-price drugs in catastrophic coverage increased 47%.

RxCrossroads Specialty Solutions is committed to connecting patients to their therapies. We provide a comprehensive suite of 
services that streamline access and offer individualized support to patients and providers and clearly differentiate your product in the 
market place. Our five service platforms – Brand Support, Custom Pharmacy Solutions, Field Force, Third Party Logistics, and Strategic 
Partnerships – can be engaged to provide a complete end-to-end solution or be incorporated as individual components. For more 
information, contact us at 877-901-3711. You may also view current and past Legislative Newsletters on our website at rxcrossroads.com.


