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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
Policymakers Intensify Focus on Drug Costs  
Prescription drug costs continue to come under sharp scrutiny, as policymakers draw attention 
to spikes in off-patent generic pricing and the costs of new specialty drugs. The recent focus 
on drug costs has spurred information-gathering and analyses efforts, aimed in part at better 
understanding costs trends and the impact on patient access to care. It remains to be seen what 
proposals related to drug pricing may be considered legislatively in Congress, or via regulatory 
action.

The following examples demonstrate the significant attention that the issue of drug costs 
is receiving:

Congressional Developments
• House Hearing: The House Oversight and Government Reform Committee held a hearing on February 4, at which 

representatives from generic drug manufacturers, the FDA, and the PBM industry testified. 
• House Letter to National Institute of Health (NIH): A group of 51 House Democrats sent a letter to the NIH urging use of 

“march-in rights,” which allow NIH to require drug patent holders of federally-funded intellectual property to license their patents to 
third parties. 

• Senate Letter to Center for Medicare and Medicaid Services (CMS): Five Democratic Senators sent a letter to CMS 
inquiring whether the agency can use its authority on comparative effectiveness research, alternative payment mechanisms, and 
exchange plan benefit designs, to address drug costs. 

• The Senate Health, Education, Labor, and Pensions (HELP) Committee Hearing: At a Senate hearing on the Food and 
Drug Administration’s (FDA) generic drug user fee program, the FDA expert who testified and several key Committee members 
exchanged views on the FDA’s role in addressing drug pricing through faster approval of new products.                                                                     

• Senate Aging Committee Hearing: The Senate Select Committee on Aging recently held the first of three hearings focused on 
drug pricing, which was titled, “Sudden Price Spikes in Off-Patent Drugs: Perspectives from the Front Lines.”



Regulatory and Other Developments
• The U.S. Department of Health and Human Services (HHS) Study on Generics: A new study titled “Understanding Recent 

Trends in Generic Drug Prices” found that while some segments of the generic market have experienced large price increases, 
these problems apply to relatively small segments of the market, and have had little influence on overall drug spending increases.

• The Institute of Medicine (IOM) Report: IOM announced plans to convene an ad hoc committee to examine patient access to 
therapies, with an emphasis on drug pricing, drug cost inflation, and insurance design.

• Forthcoming HHS Study on Pricing of Commonly-Used Drugs: The omnibus 2016 spending bill signed into law in 
December requires HHS to conduct a study examining how much drug prices have increased since 2003 for the 10 most-
frequently prescribed drugs and the 10 highest-cost drugs, under Medicare Part B and Part D, Medicaid, and Veterans Affairs.  

• MedPAC Meeting: Challenges posted by increasing use of higher-cost drugs by Medicare Part D beneficiaries (among other 
issues) was discussed at MedPAC’s January meeting. Four potential policy approaches to addressing this issue will be discussed 
at its next meeting.

• Industry Memo: Eli Lilly and Company and Anthem recently released a memo requesting that policymakers address barriers to 
allowing drug manufacturers and health insurers to negotiate value-based contracts for prescription drugs.

AFFORDABLE CARE ACT NEWS
Affordable Care Act (ACA) Exchange Enrollment Reaches 12.7 Million Nationwide
HHS released figures showing 12.7 million people nationwide are signed up or were 
automatically re-enrolled for ACA exchange during the most recent open enrollment. HHS 
notes that of that 12.7 million figure, 4 million were new enrollees in the federal exchange. Also 
according to HHS, more than 3.6 million people used the total cost calculator, provider, or drug 
look-up tools to inform their decisions on an exchange plan.

NEWS FROM CAPITOL HILL
Senate Committee Announces Piecemeal Plan for Biomedical Innovation Legislation
Legislation titled the Ensuring Access to The Senate Health, Education, Labor, and Pensions (HELP) Committee announced plans to 
pursue an incremental approach over the coming months for biomedical innovation legislation. This legislation is intended to complement 
efforts by the House which last year approved “The 21st Century Cures Act” (H.R. 6). Three legislative markups of legislation are 
slated to be held by the Senate HELP Committee, with the first one scheduled for February 9, during which the committee is expected 
to take up at least seven bipartisan bills. One of the bills scheduled for consideration is the “Advancing Targeted Therapies for 
Rare Diseases Act” (S. 2030), which would affirm FDA authority “to allow innovators to use their own data supporting the approval 
of a targeted therapy to help facilitate additional targeted therapies to treat patients with the same rare disease.” The  Muscular 
Dystrophy Association, the Duchenne Alliance, and the National Organization for Rare Disorders (NORD) are among the groups that 
support S. 2030.
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CENTERS FOR MEDICARE & MEDICAID SERVICES NEWS
The Center for Medicare and Medicaid Services Release First-Ever Dashboard on Medicare Drug Costs and Spending 
In a first-ever comprehensive online “Dashboard”, the Center for Medicare and Medicaid Services (CMS) recently released details on 
spending and costs for 80 drugs -- 40 Medicare Part D drugs, and 40 Medicare Part B drugs. For each program, CMS included the top 
15 drugs by total annual cost, the top 15 drugs by the highest spending per beneficiary, and the top 10 drugs with the highest increase 
in cost for the most recent year. With release of this extensive data, CMS seeks to spur research on drugs’ clinical effectiveness, safety, 
formulary placement associated with these drugs. PhRMA called the information released by CMS misleading and an incomplete picture 
of actual Medicare drug spending, while America’s Health Insurance Plans (AHIP) questioned the usefulness of the information. Other 
stakeholders praised release of the data. A table from the dashboard summary is below. 

# of Drug

Products*

Total Program

Spending

Percent of

Program

Spending

All Drugs 3,761 $121.5B 100%

All Drugs with High Total Program Spending (>$250M) 115 $76.7B 63%

Top 15 Program Spending Drugs 15 $29.1B 24%

All Drugs with High Per-User Spending (>$10K) 267 $26.2B 22%

Top 15 Drugs with High Per-User Spending (>25%) 15 $9.3B 8%

All Drugs with Large Unit Cost Increases (>25%) 540 $13.7B 11%

Top 10 Drugs with Unit Cost Increases 10 $1.3B 1%

All Drugs Included in Dashboard 40 $39.7B 33%

Part D Dashboard Summary, CY2014

* Drug Products defined by distinct Brand Name and Generic Name (First Databank), excluding over the counter drugs.

CMS Publishes Chronic Care Prevalence and Spending Data under Medicare 
CMS recently released a comprehensive Excel data file  detailing the prevalence of 19 chronic conditions among Medicare beneficiaries, 
by geographic region. The data also details Medicare spending on those conditions.  Among the chronic conditions examined as part 
of this data file are: arthritis (osteoarthritis and rheumatoid), cancer, hepatitis, HIV/AIDS, among other diseases and conditions. The data 
covers the years 2007 through 2014.

FOOD AND DRUG ADMINISTRATION NEWS
Nomination for Food and Drug Administration Commissioner Stalls 
President Obama’s nomination for the next Commissioner of the U.S. Food and Drug Administration (FDA), Dr. Robert Califf, was 
recently approved by the Senate HELP Committee by voice vote. However, four Senators (three Democrats and one Republican) have 
indicated that they will hold up further action, given controversy over issues associated with opioid restrictions and drug pricing, among 
other issues. Stephen Ostroff is currently serving as acting FDA Commissioner. Dr. Califf is deputy commissioner for medical products 
and tobacco at the FDA. He is a cardiologist and clinical researcher and previously held several positions associated with Duke University 
Medical Center. 
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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.

NEW MODIFIED TERMINATED

Advisory Opinion 15-17
Advisory Opinion 15-16

Modification of Advisory Opinion 04-15

Modification of Advisory Opinion 11-05 

Modification of Advisory Opinion 06-04 
Modification of Advisory Opinion 07-06

Terminated Advisory Opinion No. 10-06
Terminated Advisory Opinion No. 08-17

FDA Announces Plans to Publish Biosimilar Interchangeability Guidance in 2016
As part of its formal regulatory agenda, the FDA announced that it plans to publish final guidance on biosimilar interchangeability this 
year. Details on the clinical data required to demonstrate interchangeability between a reference product and a biosimilar will be among 
the key issues addressed in this forthcoming guidance. The FDA has published draft guidance on biosimilar interchangeability in 2015.

OTHER LEGISLATIVE AND REGULATORY NEWS
President Obama Forms New Cancer Task Force
President Obama recently issued an Executive Memorandum, creating a White House Cancer Moonshot Task Force, led by Vice 
President Joe Biden. This action follows the President’s final State of the Union address to Congress, when he pledged to initiate a 
“new national effort” to cure cancer. The Task Force will focus: 1) accelerating understanding of cancer and cancer prevention; 2) 
improving patient access and care; 3) support access to research and data; 4) encouraging developments of treatments; 5) identifying 
regulatory barriers and finding ways to expedite reforms; 6) ensure optimal federal spending; 7) identify opportunities for public-private 
partnerships. Members of the Task Force will include leaders from key federal Departments and agencies. The task force will present 
a report with recommendations by the end of the year.  This focus on cancer research coincides with a $2 billion increase in funding 
for the NIH, which was included in the fiscal 2016 omnibus budget signed into law last month.

HHS Office of Inspector General Updates Patient Cost-Sharing Assistance Advisory Policies 
The HHS Office of Inspector General (OIG) recently released two new advisory opinions, modified four previous opinions, and 
terminated two opinions, all related to independent charity patient assistance programs (PAPs) or other patient cost-sharing support 
arrangements. The new advisory bulletins build upon PAPs guidance provided by OIG in May 2014. To view the online documents for 
the new, modified, and terminated OIG actions, click on the links below.

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 Outsourced 
Services  – 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.


