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On the Hill 
  
House Energy and Commerce and Senate Health, Education, Labor, and 
Pensions (HELP) committee leaders released draft discussion legislation 
reauthorizing the Food and Drug Administration (FDA) user fee 
agreements, covering the prescription drug user fee amendments (PDUFA), 
medical device user fee amendments (MDUFA), generic drug user fee 
amendments (GDUFA), and biosimilar user fee amendments (BsUFA) – 
which are all set to expire on September 30. According to the section-by-
section summary, in addition to maintaining all existing reauthorization 
and reporting requirements for all four user fee amendments, the five-year 
reauthorization, which would sunset all user fees on October 1, 2022, 
would: 

• Update the PDUFA fee structure in which fees would be derived 
from 20 percent application and 80 percent program fees for 
approved products, while eliminating supplemental application and 
facility fees; 

• Update the PDUFA base fee amount to $878,590,000 for FY 2018; 

• Replace the workload adjustment with a capacity planning adjuster 
so that fees more accurately reflect the workload and existing staff 
capacity at FDA; 

• Under MDUFA, add the term “de novo classification request” to 
enable new fees specifically for de novo medical device reviews; 

• Update thee MDUFA target base fee amounts for each year, with 
FY 2018 based set at $183,280,756 and increasing to $213,687,660 
in FY 2022; 

• Under MDUFA, establish a five-year pilot, with public input, to 
provide FDA the authority to audit and certify laboratories who 
conduct device conformance testing to a recognized standard, and 
also to withdraw the certification if necessary; 

• Require FDA to evaluate the use of this scheme in at least five 
device types, or device parts that are found in multiple devices; 

• Update the GDUFA fee structure – with a base fee amount of 
$493,600,000 in FY 2018 – in which 33 percent of the total revenue 
would come from application fees, 20 percent would come from 
generic drug facility fees, 7 percent would come from active 
pharmaceutical ingredient facility fees, and 35 percent would come 
from a new generic drug applicant program fee; 
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• Require full fees be assessed on generic drug manufacturers with 
20 or more approved applications, 40 percent of the full fee for 
manufacturers with 6-19 approved applications, and 10 percent of 
the full fee for manufacturers with five or fewer approved 
applications; 

• For the first time under BsUFA, establish an independent fee 
structure for biosimilars based on Initial Biosimilar Development 
Fee for the first year once a sponsor begins clinical trials for a new 
biosimilar, Annual Biosimilar Development Fee for subsequent 
years a sponsor is developing a new biosimilar, Biosimilar Program 
Fee for sponsors of approved biosimilars, and Application Fee for 
new biosimilar applications; 

• Update the BsUFA base fee amount from $20,000,000 to 
$45,000,000, while eliminating supplement and establishment 
fees and allowing the Secretary of HHS to determine the 
appropriate percentage that will come from each of the fees, and 
each fee amount annually. 

• Reauthorize for five years provisions of section 505(u) relating to 
exclusivity of certain drugs containing single enantiomers; rules 
regarding the development of devices for rare pediatric 
conditions; the Critical Path public-private partnership; authority 
of FDA to issue grants to consortia working to develop devices for 
pediatrics; and authority of FDA to issue grants for orphan drug 
development. 

The Committees warned that if the agreements are not reauthorized 
before the August work period, the FDA will be forced to send layoff 
notices to more than 5,000 employees and cause a delay in the reviews of 
critical drugs and devices. In FY 2016, user fee programs accounted for 70 
percent of the brand drug review budget, 36 percent of the medical 
device review budget, 75 percent of the generic drug review budget, and 
29 percent of the biosimilar review budget. The Committees noted that 
the discussion draft reflects the recommendations sent by FDA to 
Congress in January, which were based on over a year of negotiations and 
discussions with industry, Congress, patients, and other stakeholders. The 
President’s budget blueprint released last month called for raising the 
medical product user fees to over $2 billion in FY 2018, approximately $1 
billion over the FY 2017 annualized CR level, and called for the industries 
that benefit from the FDA’s approval to pay their share. The blueprint 
indicated that the budget will include a package of administrative actions 
“designed to achieve regulatory efficiency and speed the development of safe and effective medical 
products.” 
  
Sens. John McCain (R-AZ) and Kirsten Gillibrand (D-NY) introduced the Opioid Addiction Prevention 
Act of 2017 (S. 892), legislation modeled after several states, including laws in their state of New York 
and Arizona, to combat opioid addiction and abuse by limiting the initial supply of opioid prescription for 
acute pain to seven days. The legislation would require medical professionals to certify, as part of their 
Drug Enforcement Agency (DEA) registration and subsequent three year renewals, that they will not 
prescribe an opioid as an initial treatment for acute pain in an amount that exceeds a seven-day supply, 
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and may not provide a refill. The limit would not apply to the treatment of chronic pain, pain being 
treated as part of cancer care, hospice or other end of life care, or pain treated as part of palliative care. 
  

At the Agencies 

  
The Centers for Medicare and Medicaid Services (CMS) issued a proposed rule for the FY 2018 
Medicare Hospital Inpatient Prospective Payment System (IPPS) and Long Term Acute Care Hospital 
(LTCH) Prospective Payment System (PPS), projecting that hospitals would see a total increase in 
inpatient operating prospective payments of $3.1 billion, or 2.9 percent, and payments to long-term 
care hospitals would decrease by approximately $173 million, or 3.75 percent. The proposed increase in 
operating payment rates for general acute care hospitals paid under the IPPS that successfully 
participate in the Hospital Inpatient Quality Reporting (IQR) Program and are meaningful electronic 
health record (EHR) users would be approximately 1.6 percent, which include a projected hospital 
market basket update of 2.9 percent adjusted by a -0.4 percentage point required for productivity. CMS 
projects that the rate increase, together with other proposed changes to IPPS payment policies, would 
increase IPPS operating payments by approximately 1.7 percent, and that proposed changes in 
uncompensated care payments would increase IPPS operating payments by an additional 1.2 percent for 
a total increase in IPPS operating payments of 2.9 percent. Under the LTCH PPS, CMs is proposing to 
update the LTCH PPS standard Federal payment rate by 1 percent, consistent with the provisions of the 
Medicare Access and CHIP Reauthorization Act of 2015 and applicable to LTCH patients that meet 
certain clinical criteria under the dual rate LTCH PPS payment system required by the Pathway for SGR 
Reform Act of 2013. Major provisions included in the proposed rule would: 

• Distribute about $7.0 billion in uncompensated care payments in FY 2018, an increase of 
approximately $1.0 billion from the FY 2017 amount, which will be based on Worksheet S-10 
data from FY 2014 cost reports in combination with insured low income days data from the two 
preceding cost reporting periods; 

• Make five changes to existing Hospital-Acquired Conditions (HAC) Reduction Program policies; 

• Implement changes to the payment adjustment factor to the Hospital Readmissions Reduction 
Program (HRRP) as required by the 21st Century Cures Act, including assessing penalties based 
on a hospital’s performance relative to other hospitals with a similar proportion of patients who 
are dually eligible for Medicare and full-benefit Medicaid; 

• Change Clinical Quality Measures (CQMs) for eligible hospitals, critical access hospitals (CAHs), 
and eligible professionals (EPs) participating in the Medicare and Medicaid Electronic Health 
Record (EHR) Incentive Programs; 

• Modify the EHR reporting periods for new and returning participants attesting to CMS or their 
state Medicaid agency from the full year to a minimum of any continuous 90-day period during 
the calendar year; 

• Refine two previously adopted measures in the Hospital Inpatient Quality Reporting (IQR) 
Program, including re-wording the current pain management questions in the Hospital 
Consumer Assessment of Healthcare Providers and Systems (HCAHPS) survey and changing the 
risk adjustment methodology used in the Hospital 30-Day, All-Cause, Risk-Standardized 
Mortality Rate following Acute Ischemic Stroke Hospitalization (Stroke 30-Day Mortality Rate) 
measure; 

• Change several reporting requirements for the electronic clinical quality measures (eCQMs); 

• Implement updates to the Hospital Value-Based Purchasing (VBP) Program, including the 
removal of one measure and adoption of two measures; 
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• Collect four new measures, remove three previously-adopted measures, and implement 
revisions to the PPS-Exempt Cancer Hospital Quality Reporting (PCHQR) Program Extraordinary 
Circumstances Exceptions (ECE) Policy; 

• Put in a place a regulatory moratorium on the implementation of the LTCH PPS 25-percent 
threshold policy for FY 2018 while CMS conducts an evaluation; 

• Replace the current pressure ulcer measure with an updated version of that measure, as well as 
adopt two new companion measures related to ventilator weaning, beginning with the FY 2020 
Long Term Care Hospital Quality Reporting Program (LTCH QRP); 

• Provide notice that CMS will direct Quality Improvement Organizations (QIOs), Medicare 
Administrative Contractors (MACs), the Supplemental Medical Review Contractor (SMRC), and 
Recovery Audit Contractors (RACs) to make the CAH 96-hour certification requirement a low 
priority for medical record reviews conducted on or after October 1, 2017; 

• Revise the application and re-application process for Application and Re-Application Procedures 
for National Accrediting Organizations (AOs), specifically related to transparency by requiring 
AOs to post provider/supplier survey reports and plans of corrections from CMS-approved 
accreditation programs on their website;  

• Eliminate newspaper notices for the Medicare termination of Ambulatory Surgical Centers 
(ASCs), Federally Qualified Health Centers (FQHCs), Rural Health Clinics (RHCs) and Organ 
Procurement Organizations (OPOs); and 

• Implement the 5-year extension of the Rural Community Hospital Demonstration. 
In addition to the payment and policy proposals, CMS is releasing a Request for Information to solicit 
ideas for regulatory, policy, practice and procedural changes to better achieve transparency, flexibility, 
program simplification and innovation. Specifically, CMS is soliciting ideas for regulatory, sub-regulatory, 
policy, practice and procedural changes that could include recommendations regarding payment system 
re-design; elimination or streamlining of reporting; monitoring and documentation requirements; 
operational flexibility; and feedback mechanisms and data sharing that would enhance patient care, 
support the doctor-patient relationship in care delivery, and facilitate patient-centered care within 
inpatient stays at general acute care and long-term care hospitals. Ideas could also include 
recommendations regarding when and how CMS issues regulations and policies and how CMS can 
simplify rules and policies for beneficiaries, clinicians, providers and suppliers. The proposed rule has a 
comment period that will run until June 13, 2017.  
  

In the Press 

  
Wall Street Journal:  Congress Feels Squeeze From Sputtering Health Law Overhaul;  Trump’s Renewed 
Focus on Health Bill Vexes GOP Tax Overhaul Strategy 
  
New York Times:  Defiant, Generic Drug Maker Continues to Raise Prices;  G.O.P. Bill Would Make 
Medical Malpractice Suits Harder to Win 
  
Washington Post:  Republicans may not want Trump to end Obamacare payments 
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