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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
CMS Proposes Medicare Part B Demo to Test Alternative Reimbursement, Value Tools
The Center for Medicare & Medicaid Services (CMS) recently released details on its proposed five-year demonstration project to test 
alternative ways to reimburse providers for Medicare Part B drugs. The first phase of the CMS demo would change the Part B outpatient 
reimbursement formula, from average sales price (ASP) + 6%, to ASP + 2.5% with a flat fee of $16.80 per drug per day, for select 
providers. A second phase would test this formula plus value-based tools, such as indications-based pricing, patient cost-sharing 
discounts, clinical decision support, and risk-sharing agreements based on outcomes. 

Additional developments regarding this proposed Part B demonstration include the following:
• 316 organizations sent a group letter to key Members of Congress expressing concern about its impact on access to care, and 

about the CMS process for developing the proposal. Congressional concern also has been building regarding the demonstration. 
• An Avalere Health Issue Brief identified a “tipping point” of $480, whereby drugs costing above that amount would be subject to 

lower reimbursement, and reimbursement for drugs costing under that amount would be higher than under the current formula.
• Reports suggest that CMS may exclude from this demo the participants in the agency’s Oncology Care Model demonstration 

project that is already under development.

The following CMS chart illustrates study groups under the demonstration project:

All Part B providers and suppliers would be required to participate in the demonstration project, although not all would be part of each 
test. Providers and suppliers would be placed in a control or study groups based on geography and other factors, via random selection. 
CMS accepted comments on the Part B proposed rule until May 9.
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LEGISLATIVE NEWS
Key Committee Advances Senate Version of “21st Century Cures” Agenda 
The Senate Health, Education, Labor and Pensions (HELP) Committee approved a total of 
19 biomedical innovation bills since February that form the Senate counterpart to the House 
“21st Century Cures” legislation, which passed the House last year by a 344 - 77 vote. The 
Senate bills include efforts to advance President Obama’s Precision Medicine initiative, 
modernize the Food and Drug Administration (FDA) and National Institute of Health (NIH) 
workforce, ensure development of multi-year strategic plans at NIH, spur more treatments 
for rare diseases, encourage data sharing among researchers, among other priorities.  The 
complete package may be considered by the full Senate later this year. Finding budget 
offsets for mandatory NIH funding under the Senate biomedical innovation package is 
among current unresolved issues.

NIH “March-in Authority” Rights Continue to Receive Attention
Possible use of “march-in authority” by the NIH to address drug price increases continues to get policy attention, although this approach 
is unlikely to get traction. Under current law, “march-in authority” allows NIH to require drug patent holders of federally-funded intellectual 
property to license their patents to other applicants. Three developments related to “march-in authority” in recent weeks are as follows:
• In a letter to Congress, The Department of Health and Human Services (HHS) Secretary Sylvia Burwell indicated that NIH is pre-

pared to use its (march-in) authority on a case-by-case basis, only when statutory and other criteria are met. Burwell further stated 
that this right is strictly-limited, and pointed to several examples when NIH considered using “march-in authority,” but determined 
it was not justified. 

• A group of Congressional Democrats asked NIH to hold a public hearing to decipher whether statutory criteria for imposing 
“march-in authority” would be met in the case of a prostate cancer drug.

• At a recent Congressional committee hearing, NIH Director Francis Collins expressed concern about the potential negative impact 
of the drug industry’s partnership with NIH, if NIH exercised “march-in rights” to address rising drug prices. 

CALIFORNIA:  Bill Advances Requiring Notice and Justification of Drug Price Increases
The California state Senate Health Committee recently approved legislation that would require pharmaceutical manufacturers to provide 
60 days’ notice for planned drug price increases of 10% or more in any 12-month period. Manufacturers would have to send this notice 
to state purchasers, health plans and some state policymakers. Within 30 days of such notice, the manufacturers would need to justify 
the price increase in writing. Drug manufacturers would also be required to give 30 days’ notice before selling a new prescription drug 
costing $10,000 or more per course of treatment. Drug manufacturer groups oppose this legislation, arguing in part that giving 60-days’ 
notice is not feasible.

REGULATORY NEWS
MedPAC Discusses Medicare Part B Policy Issues, Makes One Formal Part B Recommendation
The Medicare Payment Advisory Commission (MedPAC) discussed a range of Medicare Part B payment issues and reform options 
at its April meetings. Possible Part B payment reforms under examination by MedPAC include: 1) ASP + 3.5% with a $5 per drug per 
day flat fee; 2) limiting ASP growth; 3) creating consolidating billing codes; and 4) restructuring the Competitive Acquisition Program. 
MedPAC also is looking closely at two oncology-specific reform proposals, focused on medical homes and episodes of care. Part B 
reform proposals will be further detailed in the next MedPAC report, and will continue to be discussed at upcoming MedPAC meetings, 
before the Commission moves to possible recommendations.
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At its April meeting, MedPAC did vote unanimously to recommend that Part B drug dispensing and supplying fees be reduced to rates 
similar to other payers (e.g., $5).

FDA Issues Draft Guidance on Biosimilar Labeling 
The FDA recently published draft guidance on labeling for biosimilar products. The document proposes recommendations pertaining 
to prescribing information (package insert), as well as patient labeling (e.g., Patient Information, Medication Guide, and Instructions for 
Use).  FDA also recommends that labeling for biosimilars incorporate relevant data and information from the reference product labeling, 
with appropriate product-specific modifications, and include a description of the clinical data that supported safety and efficacy of the 
reference product.  The draft guidance does not include specific labeling recommendations for interchangeable biological products.  The 
comment deadline on the draft guidance is June 3, 2016.

New Study Examines Trends in Orphan Drug Approvals
A study recently published in Health Affairs on FDA approval of orphan drug found that since 2011, the number of orphan drugs 
approved each year has increased significantly. This uptick is attributed to genomic advances, among other factors.  The Precision 
Medicine initiative, which will provide money for studying the genomic drivers of disease, are expected to keep rare disease drug 
development in focus. 

Overall, the study examined the characteristics of the 209 orphan drugs approved as new molecular entities between 1983–2014. Over 
50% of the drugs were first in class, and 78% received a priority review. Drugs approved as either therapeutic or supportive therapies 
for rare cancers represented 35% of these drugs. The study also notes that between 2010–2014, larger drug manufacturers became a 
strong presence in developing orphan new molecular entities for oncology indications. 

CMS Releases New Summary of Benefits Format
In early April, key federal agencies collectively announced a revised Summary of Benefits and Coverage (SBC) template and Uniform 
Glossary, aimed at improving consumers’ understanding of their health coverage. Under the Affordable Care Act, issuers and health 
plans are required to provide a brief summary of what the plan covers and the cost sharing responsibility of the consumer and also 
provide a comprehensive uniform glossary of commonly-used health care terms.  The new templates include more information about 
patient cost-sharing in particular, among other changes. Health plans and issuers will use this final SBC template beginning on the first 
day of the first open enrollment period that begins on or after April 1, 2017.  The SBC is available for every ACA marketplace plan, and 
most non-marketplace plans.  

CMS Posts April 2016 Medicare Part B Drug File
CMS recently posted an update to the payment amounts that will apply to Medicare Part B covered drugs for the second quarter of 
2016. CMS notes that average prices for the top Part B drugs increased by 1% compared to the previous quarter, and “for the most 
part, average drug prices in the market remain relatively stable.”
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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.

AFFORDABLE CARE ACT NEWS
Avalere Analysis Suggests Improved Access to Medicines under 2016 Exchange Plans
A new study by Avalere Health looks at drug tier placement of 20 classes 
of medications within Silver exchange plans in 2016. The study found that 
for five drug classes, including medications for HIV, cancer, and multiple 
sclerosis (MS), some plans placed all drugs in the class in the highest 
tier. However, the analysis found that fewer exchange plans are doing 
so in 2016, compared to previous years. Avalere notes that the class of 
medications most frequently subject to universal placement on the specialty 
tier is the antiangiogenics (cancer) class, with half of all Silver plans placing 
all covered drugs in this class on the specialty tier in 2016. Almost one-
third of Silver plans place all covered MS drugs on the specialty tier as well, 
though this rate is 14% less than in 2015.  

IN OTHER NEWS
Physician Group Endorses Drug Pricing Proposals
The American College of Physicians (ACP) released a position paper detailing its support for numerous drug pricing-related proposals. 
ACP, which is the largest medical specialty organization and the second-largest physician group in the United States, endorsed the 
following: 1) giving HHS authority to negotiate drug discounts; 2) requiring drug companies to report research, development and 
production costs to regulators; 3) exploring policies to allow the re-importation of certain drugs; 4) eliminating the prohibition on the 
Patient Center Outcomes Research Institute from considering cost effectiveness in its work; 5) limiting cost-sharing for specialty drugs; 
6) encouraging more research on value-based payment models; and 7) increasing education about new biosimilars; among other 
proposals. The ACP position paper was published in the Annals of Internal Medicine.

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.


