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ACA Repeal and Replace 

  
A discussion draft of the Senate’s Affordable Care Act repeal and replace legislation is expected to be 
released tomorrow, Thursday, according to Senate Majority Leader Mitch McConnell (R-KY), who 
assured that “every member of the Senate will have it, and it will be posted online for everyone to 
review.” A cost estimate from the Congressional Budget Office (CBO) on the legislation is expected to be 
released early next week, followed by a full Senate vote by the end of next week. 

On the Hill 
  
House Oversight and Government Reform Ranking Member Elijah Cummings (D-MD) and Rep. Peter 
Welch (D-VT) sent a letter to the President criticizing him, based on press reports, for drafting an 
executive order on drug pricing “that would implement administrative actions culled directly from the 
pharmaceutical industry’s wish list.” According to a report from the New York Times, a draft drug pricing 
executive order would ease regulations for the drug industry in an effort to lower the cost of 
prescription drugs. In addition to reforming the 340B Drug Pricing Program, the draft EO would also 
direct the United States Trade Representative to conduct a study of price differences between the 
United States and other countries, and to review trade agreements that may need to be revised “to 
promote greater intellectual property protection and competition in the global market.” The draft EO 
also would allow for value-based pricing in which pharmaceutical companies offer rebates if a drug fails 
to prevent a costly health condition. Reps. Cummings and Welch criticized the proposals that fails to 
“take aggressive action to cut the skyrocketing price of prescription drugs.” The letter called for the 
President to intervene with his internal working group – which most recently met last Friday – and direct 
them to aggressively pursue reform rather than implementing proposals “at the behest of the 
pharmaceutical industry.” The internal working group is led by Joe Grogan, associate director of health 
programs for the Office of Management and Budget (OMB). 
  
In a letter to Food and Drug Administration (FDA) Commissioner Scott Gottlieb, Senate Judiciary 
Committee Chairman Chuck Grassley (R-IA) expressed support for Gottlieb’s congressional testimony to 
address abuses in the system in order to improve prescription drug costs for consumers, including 
curtailing the gaming of FDA regulations by drug makers, improving the approval process for generic 
drugs and eliminating the FDA’s backlog of applications for generics. Sen. Grassley called for FDA to 
examine legislative proposals – including his Preserve Access to Affordable Generics Act and Creating 
and Restoring Equal Access to Equivalent Samples (CREATES) Act – and collaborate with other 
government agencies to increase consumer access to affordable prescription medications. The Preserve 
Access to Affordable Generics Act would crack down on anti-competitive “pay-for-delay” deals in which 
branded companies pay their generic competitors not to compete as part of a patent settlement; and 
the CREATES Act would address abuses in the Risk Evaluation and Mitigation Strategies (REMS) program 
by deterring pharmaceutical companies from denying samples to generic companies for product testing 
and by giving the FDA more flexibility in making REMS distribution systems. The letter also called for FDA 
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to work with the Federal Trade Commission (FTC) and the Department of Justice (DOJ) to address anti-
competitive behavior in the drug industry.  
  

At the Agencies 

  
Food and Drug Administration (FDA) Commissioner Scott Gottlieb, in a blog post, announced that the 
agency is working on a Drug Competition Action Plan to facilitate increased competition in the market 
for prescription drugs through the approval of lower-cost, generic medicines. Gottlieb acknowledged 
that FDA’s regulatory rules might be “gamed” in ways that may delay generic drug approvals – and 
reduce competition – beyond the time frame the law intended, including “the increasing unavailability 
of certain branded products for comparative testing.” As part of the Drug Competition Action Plan, FDA 
will hold a public meeting on July 18, 2017 to provide an opportunity for all interested stakeholders to 
submit comments concerning the appropriate balance between encouraging innovation in drug 
development and accelerating the availability to the public of lower cost alternatives to innovator drugs. 
Gottlieb also indicated that the agency will look at “policy and programmatic changes”, while also 
coordinating with the Federal Trade Commission (FTC) to identify and publicize practices that the FTC 
finds to be anti-competitive. FDA will be unveiling additional aspects of its larger Action Plan and 
providing updates as it is being implemented.  
  
The Centers for Medicare and Medicaid Services released the proposed rule updating and proposing 
changes for the second year of the Quality Payment Program, as required by the Medicare Access and 
CHIP Reauthorization Act of 2015 (MACRA). The Quality Payment Program offers two tracks for 
clinicians to participate – the Merit-based Incentive Payment System (MIPS), which allow clinicians to 
earn a performance-based payment adjustment, and the Advanced Alternative Payment Models 
(APMs), which allow clinicians to earn an incentive payment for participating in an innovative payment 
model. According to the CMS Fact Sheet, the proposed rule would for Year 2 of MIPS: 

• Offer the Virtual Groups participation option, which would be composed of solo practitioners 
and groups of 10 or fewer eligible clinicians, eligible to participate in MIPS, who come together 
“virtually” with at least 1 other such solo practitioner or group to participate in MIPS for a 
performance period of a year; 

• Increase the low-volume threshold – from $30,000 in Medicare revenue or fewer than 100 
Medicare patients, to less than $90,000 or fewer than 200 Medicare patients – so that more 
small practices and eligible clinicians in rural and Health Professional Shortage Areas (HPSAs) are 
exempt from MIPS participation; 

• Continue to allow the use of 2014 Edition CEHRT (Certified Electronic Health Record 
Technology), while encouraging the use of 2015 edition CEHRT; 

• Add bonus points in the scoring methodology under “Caring for complex patients” and “Using 
2015 Edition CEHRT exclusively”; 

• Incorporate MIPS performance improvement in scoring quality performance; and 

• Incorporate the option to use facility-based scoring for facility-based clinicians. 
For clinicians in small practices, CMS is also proposing to add a new hardship exception for clinicians in 
small practices under the Advancing Care Information performance category; add bonus points to the 
Final Score of clinicians in small practices; and continue to award small practices 3 points for measures 
in the Quality performance category that do not meet data completeness requirements. For the 
Appropriate Use Criteria, CMS is proposing adding a new improvement activity that MIPS eligible 
clinicians could choose if they attest they’re using AUC through a qualified clinical decision support 
mechanism for all advanced diagnostic imaging services ordered. As required by the 21st Century Cures 
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Act, CMS is proposing to reweight the Advancing Care Information performance category to 0% of the 
final score for ambulatory surgical center (ASC)-based MIPS eligible clinicians; and use the authority for 
significant hardship exceptions and hospital-based MIPS eligible clinicians for the Advancing Care 
Information performance category. For clinicians under the APMs track, the proposed rule would for 
Year 2: 

• Extend the revenue-based nominal amount standard, which was previously finalized through 
performance year 2018, for two additional years, and allows an APM to meet the financial risk 
criterion to qualify as an Advanced APM if participants are required to bear total risk of at least 
8% of their Medicare Parts A and B revenue; 

• Change the nominal amount standard for Medical Home Models so that the minimum required 
amount of total risk increases more slowly; 

• Provide more detail beginning in performance year 2019 about how the All-Payer Combination 
Option will be implemented, which will allow clinicians to become Qualifying APM Participants 
(QPs) through a combination of Medicare participation in Advanced APMs and participation in 
Other Payer Advanced APMs; and 

• Provide more detail on how eligible clinicians participating in selected APMs will be assessed 
under the APM scoring standard. 

The proposed rule has a 60-day comment period, running through August 21, 2017. CMS estimated that 
about 94 percent of clinicians will avoid MIPs penalties during the program's second year. 
  

In the Press 

  
Wall Street Journal:  Senate GOP Plans Health-Care Vote Next Week;  Insurer Reverses ACA Exit Plan in 
One of Two Washington State Counties;  Democrats Dig In Against Health Bill as Vote Nears 
  
New York Times:  Senate Democrats Try to Gum Up Works Over Affordable Care Act Repeal;  G.O.P. Rift 
Over Medicaid and Opioids Imperils Senate Health Bill;  Draft Order on Drug Prices Proposes Easing 
Regulations;  Middle Class, Not Poor, Could Suffer if Trump Ends Health Payments 
  
Washington Post:  In just one year, nearly 1.3 million Americans needed hospital care for opioid-related 
issues;  Senate Democrats intensify criticism of emerging GOP health bill;  Senate GOP leaders will 
present health bill this week, even as divisions flare 
  
Politico:  What's in the Senate's secret Obamacare repeal bill;  Looming Obamacare deadline forces 
decision from skittish insurers 
  
The Hill:  Abortion language may be cut from Senate ObamaCare bill 
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