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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
Drug Pricing Debate Intensifies as More Proposals Are Unveiled
As attention and scrutiny on drug pricing continues, Members of Congress and other policymakers are responding 
by holding committee hearings, announcing new proposals, and taking other actions. Examples of actions in 
recent weeks by Congress and other policymakers are summarized below:
• Proposed New Oversight: Legislation was introduced in both the House and the Senate, called the FAIR 

Drug Pricing Act, which would require drug manufacturers to justify price increases of more than 10% during 
a 12-month period. The Department of Health and Human Services (HHS) would have to be notified about these price increases 
at least 30 days in advance, and must include detailed justification related to R&D costs, expenses, and other information. Pen-
alties for violations would be $100,000 a day under the bill. Sens. Tammy Baldwin (D-WI) and John McCain (R-AZ) authored the 
Senate bill, and Rep. Jan Schakowsky (D-IL) introduced the House companion bill. 

• Additional Clinton Proposals: Democratic presidential nominee Hillary Clinton recently announced support for creating a new 
federal oversight panel that would examine drug price increases, with possible fines or additional rebates for those determined to 
be unjustified. She also expressed support for emergency drug importation when prices spike in the United States. These propos-
als add to her previously-released positions on the issue.

• Hearing on State Exchanges: At a Senate Homeland Security Committee hearing on the state insurance markets, several key 
state officials testified that reducing prescription drug costs and premiums is critical to stabilizing the health insurance exchanges. 
The hearing focused on strategies to address rising premiums and insurers exiting the market, among other problems facing the 
exchange marketplace. 

• Hearing on Generic Drug Development: A Senate appropriations subcommittee held a hearing where a top FDA official was 
the sole witness to testify on the agency’s generic drug review program. The hearing included discussion on drug approval time-
frames and challenges. While drug cost-related issues were repeatedly brought up at the hearing, the FDA official stressed that 
the FDA does not regulate pricing. 

• Orphan Drug Discounts Under 340B: Reps. Peter Welch (D-VT) and Morgan Griffith (R-VA) introduced bipartisan legislation 
titled, “Closing Loopholes for Orphan Drugs Act.” The bill would limit the current “orphan drug” exclusion from 340B drug pricing 
discounts that must be provided by drug manufacturers to eligible health care entities.
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• State Think Tank Proposal: The National Academy for State Health Policy released a report identifying 11 specific proposals 
as a “toolbox” for states to consider to address rising drug spending. Examples of the proposals include: creating a public utility 
model to oversee in-state drug prices; bulk purchasing and distributing of high-priced, broadly-indicated drugs; seeking the ability 
to reimport drugs from Canada on a state-by-state basis; and pursuing return-on-investment pricing and “forward financing 
approaches.” The NASHP workgroup that produced the report is comprised of staff from governors’ offices, state legislatures, 
Medicaid programs, and other state departments and agencies. 

LEGISLATIVE NEWS
Pediatric Disease Voucher Program Reauthorized Through 2016
President Barack Obama recently signed legislation into law (S. 1878) providing a short-term extension to the 
FDA’s rare pediatric disease priority review voucher program. This program will now run through December 31 
while Congress considers whether to extend it longer. The pediatric review program, created in 2012, awards 
a voucher to a drug manufacturer that receives approval of a treatment for a rare pediatric disease, and the 
FDA must review the other drug in six months instead of the standard 10 months. The new law also includes 
language broadening the definition of a rare pediatric disease.

House Subcommittee Approves Diabetes Care Coordination Bill
The House Energy and Commerce Health Subcommittee approved legislation (H.R. 1192) to establish a National Diabetes Clinical Care 
Commission within HHS. The commission would be charged with evaluating ways to better coordinate and leverage federal programs 
and activities related to diabetes care, and also with recommending clinical pathways for new technologies and treatments.

CENTERS FOR MEDICARE & MEDICAID SERVICES NEWS
Final MACRA Physician Payment Rule Allows Phase-In, Makes Other Accommodations 
A major new final rule implementing the Medicare Access and CHIP Reauthorization Act (MACRA) marks a systematic shift away from 
fee-for-service payments for Medicare Part B physician services, to value-based reimbursement. The new reimbursement system, which 
replaces the Sustainable Growth Rate formula, is called the Quality Payment Program. To avoid penalties under MACRA, physicians 
will participate in one of two reimbursement tracks: a merit-based incentive payment system (MIPS) or advanced alternative payment 
models (APMs). The Final Rule includes a transitional policy related to when physicians needs to come into compliance with the new 
requirements, by laying out four options for their participation in 2017. Also, physicians who charge Medicare Part B less than $30,000 
a year, or who see fewer than 100 Medicare patients, are excluded in 2017.

Advanced Alternative Payment Models
(APMs)

If you decide to take part in an Advanced APM,
you may earn a Medicare incentive payment for 
participating in an innovative payment model.

or

The Merit-based Incentive Payment System 
(MIPS)

If you decide to participate in traditional Medicare,
you may earn a performance-based payment

adjustment through MIPS.

The Quality Payment Program has two tracks you can choose from:

Source: https://qpp.cms.gov/docs/Quality_Payment_Program_Overview_SourceFact_Sheet.pdf
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CMS Finalizes CY 2017 Physician and Hospital Outpatient Payment Rules
In recent days, CMS released both two major final rules for CY 2017  – one updating the Medicare Physician Fee Schedule and related 
policies for CY 2017, and the other updating the Hospital Outpatient Prospective Payment System (OPPS). Provisions and priorities 
in both final rules reflect the broad CMS strategy of promoting quality, innovation, transparency, and chronic care management and 
coordination.

Under the PFS Final Rule (press release and fact sheet), one of the major provisions includes an expansion of a Medicare Diabetes 
Prevention Program, aimed at preventing the onset of Type 2 diabetes among Medicare beneficiaries diagnosed with pre-diabetes. The 
PFS Final Rule also includes several revisions to the PFS billing code set for chronic care management and other services. The OPPS 
Final Rule (press release and fact sheet) includes a payment update of 1.7% for next year, and also implements statutorily-required 
changes for reimbursement to hospital off-campus provider-based departments.  

Medicare Part B Demonstration Gets Budget Score, As Congressional Weigh-in Continues 
The proposed Medicare Part B drug payment demonstration project released earlier this year continues to receive attention, with the 
possibility that CMS may finalize a scaled-back version of it by the end of the year. This proposed demonstration would change the Part 
B outpatient reimbursement formula for a substantial share of providers from average sales price (ASP) + 6% to ASP + 2.5%, with a flat 
fee of $16.80 per drug per day, and would also test several value-based arrangements as part of a second phase of the demo. 

In recent news on this proposal, the Congressional Budget Office (CBO) released an estimate showing that it would cost the federal 
government $395 million  over 10 years if Congress passed legislation (H.R. 5122) blocking this demonstration from being finalized.

In another development, 179 House Members, mostly Republicans, sent a letter to CMS urging the agency to drop mandatory 
demonstration projects, including the proposed Part B demonstration. The letter says the demonstrations overstep CMS’ authority, 
suggesting that they are too large, and require participation, rather than limited, voluntary approaches to payment policy changes.  

OTHER REGULATORY NEWS
Two GAO Reports Examine Medicare Part B Reimbursement Issues
A new report from the Government Accountability Office (GAO) examines the impact of drug manufacturer 
coupon programs on Medicare payment rates for high-expenditure Medicare Part B drugs. While the GAO 

notes that coupons are not allowed under Medicare policy, they are generally allowed for privately-insured patients. GAO further points 
out that the Part B drug payment methodology, which is based on reported average sales price (ASP), does not take into account 
coupon discounts that reduce the effective market price. The GAO report found that for 18 high-expenditure drugs that had associated 
coupon data, the ASP exceeded the effective market price by an estimated 0.7% in 2013. According to the GAO, Part B spending for 
these drugs could have been reduced by an estimated $69 million if ASP equaled the effective market price. The GAO makes several 
recommendations, including giving CMS authority to collect data from drug manufacturers on coupon discounts for Part B drugs 
paid based on ASP; and requiring CMS to periodically collect these data and report on the implications of coupon programs for this 
methodology. 

GAO also recently provided an analysis to the House Ways and Means Committee, which compares Medicare’s payments for Part B 
drugs with payments from Medicaid, the Department of Veterans Affairs, and two large private payers. According to the GAO, compared 
to Medicare, other federal payers generally paid rates that were the same or lower. For example, for 10 high-expenditure drugs, VA paid 
rates that were no more than 68 percent of Medicare’s rate. With regard to the two private payers that were part of this GAO review, their 
payment rates were often higher than Medicare’s rate.
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solicitation. RxCrossroads expressly disclaims all liability in respect to actions taken or not taken based on any or all the contents of this newsletter.

MedPAC Discusses Medicare Part B Policy Changes
The October meetings of the Medicare Payment Advisory Commission (MedPAC) included a focus on Medicare Part B drug payment 
policy. As part of a staff presentation, the commission was presented six potential Medicare Part B payment policy changes: (1) 
consolidating billing codes; (2) setting an average sales price (ASP) inflation limit; (3) restructuring the competitive acquisition program 
(CAP); (4) modifying the ASP add-on; (5) modifying the payment for drugs paid at the wholesale acquisition cost (WAC) plus 5%; and (6) 
improving ASP data reporting. 

During the MedPAC discussion, the commissioners did not eliminate any of the options, but the proposals to set an ASP inflation rate 
and lower WAC payments received the most attention. MedPAC staff is expected to refine these suggested approaches, and formal 
recommendations by MedPAC to Congress and CMS on this issue may occur next year. 

Vice President Releases Cancer Moonshot Report
On October 17, Vice President Joe Biden released the Cancer Moonshot Task 
Force Report that details the work of this nearly year-long task force initiative aimed 
accelerating breakthroughs and treatments of cancer. This task force sought to 
create new urgency for cancer treatment and prevention, remove unnecessary 
regulatory barriers, spur new funding, and foster more public-private partnerships, 
among other focus areas. Besides highlighting a host of private sector cancer-
focused initiatives, the report also details recent federal policy efforts, such as 
a new Department of Defense longitudinal study to help identify the biological 
underpinnings of cancer, and a U.S. Patent and Trademark Office pilot to cut in 
half the time to review certain cancer therapy patent applications from an average 
of about two years to less than 12 months. In addition, federal efforts and public-
private partnerships aimed at making clinical trials larger and more efficient are 
detailed and highlighted as a priority. This final Cancer Moonshot report also lays 
out a blueprint for the next administrations to continue to work towards accelerating 
progress against cancer.

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.

Vice President Joe Biden and Dr. Jill Biden view a demonstration of 
cell-mimicking robots that illustrate research on engineered T-cells that 
can kill cancer cells, with Dr. Wendall Lim, Director, UCSF Center for 
Systems and Synthetic Biology during a tour of the Center for Advanced 
Technology Lab at the University of California San Francisco campus in 
San Francisco, California, Feb. 27, 2016. Those in attendance are Sam 
Hawgood, Chancellor of University of California San Francisco; Dr. Alan 
Ashworth, President, UCSF Helen Diller Family Comprehensive Cancer 
Center (Tour Guide). (Official White House Photo by David Lienemann)


