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Impact of Mid-Term Elections  

on the Future of the  
Affordable Care Act 

 

 

 

 

 

Kevin C. Woodhouse 
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Democrats had a net gain of up to 41 seats in the 

House of Representatives; Democrats will likely have 

a 35 or 36 seat majority in the House. 

It appears extremely unlikely that the new Congress 

will agree to a legislative repeal of the ACA. 

But, litigation threat. 

 

Impact of Mid-Term Elections on Future of ACA 
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Status of Exchanges 

Issuer participation is up – 155 total state-level issuers 

for 2019 compared to 132 issuers in 2018. 

Only 5 states have 1 issuer – down from 8 in 2018. 

Average monthly premium for 2nd lowest cost silver plan 

for 27 year old – dropped 2% from 2018 to 2019.  

(Office of the Assistant Secretary for Planning and 

Evaluation for DHHS). 

Wyoming – highest average benchmark premium for 

2019 ($709.00). 

Indiana – lowest average benchmark premium for 2019 

($280.00). 

Mid-Term Elections and Future of ACA (con’t) 
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Status of Exchanges (con’t) 

Kasier Family Foundation Report 

2019 premiums for 2019 Silver Plans 

16% higher because of recent actions in Washington 

Elimination of individual mandate penalty 

End of cost-sharing reduction payments 

Expand access to plans that are not ACA-compliant 

Mid-Term Elections and Future of ACA (con’t) 
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More Medicaid Expansion 

Mid-Term Elections and Future of ACA (con’t) 
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Governors by Party in 2019 
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Source:  America’s Health Insurance Plans 
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State Legislative Control by Party in 2019 
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Source:  America’s Health Insurance Plans 
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Attorney General Offices by Party in 2019 
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Source:  America’s Health Insurance Plans 
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Voters in Idaho, Utah, and Nebraska approved ballot 

initiatives to expand Medicaid. 

New Governors elected in Maine, Kansas, and 

Wisconsin. 

Likely significant geographic Medicaid expansion in 

2019/2020. 

States will look to expand Medicaid in a way that 

works for that state. 

Mid-Term Elections and Future of ACA (con’t) 
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Status of State Action on the Medicaid Expansion 

Decision 
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Source:  Kaiser Family Foundation 
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Threats to ACA 

Additional Administration efforts (alternative health 

plans, reduction of navigator funding, etc.) 

Litigation 

Texas vs. United States – 

Challenges the constitutionality of the individual mandate 

and seeks to strike it down along with guaranteed issue, 

community rating, ban on pre-existing conditions, etc. 

Filed in Federal District Court in Northern District of Texas 

Hasn’t the Supreme Court already decided this issue and 

found the individual mandate constitutional – yes, but … 

Mid-Term Elections and Future of ACA (con’t) 
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Tax cuts and Jobs Act of 2017, the tax reform act, 

reduced the tax penalty for failing to comply with the 

individual mandate to $0.00. 

Key argument – by eliminating any penalty for 

purchasing health insurance, Congress is no longer 

exercising its taxing power, which was the basis for 

the majority of the Supreme Court to uphold the 

individual mandate. 

 

Texas v. United States (con’t) 
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Judge O’Connor issued his opinion on December 14, 

2018. 

The Court determined the Individual Mandate was no 

longer constitutional. 

Guaranteed issue and community rating provisions 

must fall. 

Determined that the Individual Mandate is an essential 

component of the ACA without which the rest of the 

ACA would not operate as intended. 

 

 

Texas v. United States (con’t) 
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Judge O’Connor issued his opinion on December 14, 

2018. 

Invalidated entire ACA. 

Ruling does not have immediate effect; uncertain as to why the 

Judge did not issue an injunction barring its enforcement. 

Democratic State Attorneys General filed a motion on Monday 

asking the Judge to clarify by the end of the week whether the 

ruling was intended to maintain the status quo pending further 

proceedings, rather than to have any immediate effect. 

Regardless of how the Court responds to this motion, the 

decision will be appealed to the Fifth Circuit and, ultimately, likely 

to the Supreme Court. 

 

 

Texas v. United States (con’t) 
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Stark Law Update 
 

 

 

Includes information from All Things Stark in 2018,  

as originally presented by Matthew S. Edgar and Albert Hutlzer  

at 2018’s ABA Washington Health Law Summit 

 

 

Kevin C. Woodhouse 
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Section 50404 of the Bipartisan Budget Act of 2018: 

1877(h)(1)(D) Writing requirement clarified- 

In the case of any requirement pursuant to this section for a compensation arrangement 

to be in writing, such requirement shall be satisfied by such means as determined by the 

Secretary, including by a collection of documents, including contemporaneous 

documents evidencing the course of conduct between the parties involved. 

1877(h)(1)(E) Special rule for signature requirements- 

In the case of any requirement pursuant to this section for a compensation arrangement 

to be in writing and signed by the parties, such signature requirement shall be met if –  

 (i) not later than 90 consecutive calendar days immediately following the date on which the 

 compensation arrangement became noncompliant, the parties obtain the required signatures; 

 and  

 (ii) the compensation arrangement otherwise complies with all criteria of the applicable 

 exception. 

Statutory indefinite holdover provisions added for holdover lease arrangements (office 

space and equipment) and holdover personal service arrangements 

 

Bipartisan Budget Act of 2018 
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2019 Physician Fee Schedule (83 Fed. Reg. 59452, 59715 et seq.) 

Indefinite holdovers: 

Statutory provisions mirror regulatory provisions finalized in 2016 PFS 

No new provisions proposed or finalized in 2019 PFS 

Clarification of writing requirement: 

Previous guidance on writing requirement appeared only in preamble of 2016 PFS 

Codified section 1877(h)(1)(D) of the SSA in a new special rule on compensation 

arrangements at § 411.354(e)(2) 

Special rule for signature requirements: 

Aligned § 411.353(g)(1) with section 1877(h)(1)(E) of the SSA 

Previous version of § 411.353(g)(1)(ii): “The parties obtain required signature(s) within 90 

consecutive calendar days immediately following the date on which the compensation 

arrangement became noncompliant (without regard to whether any referrals occur or 

compensation is paid during such 90-day period)…” 

Amended § 411.353(g)(1)(ii) -  removes the parenthetical bolded and underlined above. 

Removed § 411.353(g)(2), the limitation on the use of the special rule to once every 

three years with respect to the same physician 

2019 Physician Fee Schedule Stark Law Updates 
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Congressional Efforts 

Senate Finance Committee Hearings on Stark Law (2016) 

Significant discussion of the FMV definition and interplay between the 3 key 

requirements (FMV, volume or value and commercial reasonableness) 

Draft bills are reportedly circulating, but no timetable for consideration 

House Committee Hearings on Health Law (2018) 

Addressed concerns that Healthcare Laws are too complex 

HHS Deputy Secretary’s Testimony on Modernizing the Stark Law: “HHS is determined 

to give healthcare providers space not just to provide quality care and to really listen to 

their patients, but to innovate as well.”  

“The goal of the [regulatory] sprint is to remove regulatory barriers to coordinated care 

while ensuring patient safety.” 

CMS Issues Request for Information on Health Law Changes 

(2018) 

Received over 300 comments –  more than 3,700 pages  

 

Current Environment 
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The Stark Law is often inconsistent with value based 

initiatives 

Louder complaints that the Stark law: 

Significantly hampers the ability to provide coordinated care and 

pursue value-based initiatives 

Leads to higher costs and inefficiencies, discourages improvements 

Leading to moves on Capitol Hill and the current 

Administration (HHS and CMS) to consider modifications 

to the Stark Law 

 

Stark Reform – the Rationale 
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CMS asked for comments in a number of key areas, 

including: 

Description of arrangements with alternative payment models 

What exceptions are needed to protect arrangements with 

alternative payment models 

Thoughts on the current exceptions 

Thoughts on key definitions (fair market value, commercial 

reasonableness, “volume or value” standard, group practice 

definition, etc.) 

 

CMS Stark RFI 
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New exceptions to allow for alternative payment models 

Changes to existing exceptions to allow for more 

coordinated care 

More comments on compensation arrangement exceptions; fewer 

comments on the other exceptions. 

Changes to key definitions (FMV, commercial 

reasonableness, volume or value standard, referral, etc.) 

Fix technical barriers to coordinated care 

Some comments - Repeal the Stark law entirely 

 

RFI Comments – Key Areas  
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Will CMS modify Stark based on RFI comments? – 

Uncertain 

Timing of modifications – timing of any changes is very 

uncertain 

There are a lot of pages of comments to review and 

process 

Getting all the necessary buy-in and agency approvals 

takes time 

Will any modifications that are made to Stark actually 

help? 

 

What’s Next 
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Stark RFI can be viewed online at: 

https://www.regulations.gov/document?D=CMS-

2018-0082-0001  

Submissions to CMS in Response to CMS’ Stark RFI 

can be viewed online at: 

https://www.regulations.gov/docketBrowser?rpp=25&

po=0&dct=PS&D=CMS-2018-0082&refD=CMS-2018-

0082-0001  

Stark RFI – Helpful Links 

25 
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Health Care Bankruptcies 

 
 

 

 

 

 

Includes information from presentation at  

ABA Health Law Section Washington Health Law Summit  

on December 11, 2018 by: 

 Lynn Hamilton Butler, Husch Blackwell LLP,  

Karen Cordry, National Association of Attorneys General, and  

Casey Roy, Assistant Attorney General of Texas 

Kevin C. Woodhouse 
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Health Care Companies continue to feel financial 

pressures 

Reimbursement challenges in some sectors. 

Enhanced regulatory burdens. 

Increased expenses. 

Inability to attract physicians and other talent. 

Bankruptcy Filings are happening – Fayette Memorial 

in Connersville, Indiana. 

Health Care Bankruptcies 
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Special federal rules for health care providers in 

bankruptcy 

Storage and disposal of patient information (Section 

351). 

Patient care ombudsman (Section 333). 

A conversion from a non-profit to a for-profit has to be 

done in compliance with State law. 

Health Care Bankruptcies (con’t) 
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Recoupment 

Federal government can recoup pre-petition claims 

against post-petition claims. 

Not subject to automatic stay. 

Do the financial challenges faced by distressed 

entities create greater possibility of questionable 

activities? 

Health Care Bankruptcies (con’t) 
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Acquiring a distressed Health Care Entity 

If a party acquired the assets, do they include the 

provider numbers? 

No            significant delay to obtain new numbers and 

cannot bill for services provided during the delay, but 

greatly limit successor liability. 

Yes           avoid much of the delay but typically assume 

the liabilities associated with the provider numbers. 

Health Care Bankruptcies (con’t) 
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How can a party  address the risks associated with 

the provider numbers? 

Due Diligence 

Contractual Provisions 

“Pre-packaged” bankruptcy 

Engage the regulators through the bankruptcy process 

(if possible) in an effort to “manage” the risk. 

Health Care Bankruptcies (con’t) 
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Update on Value-Based Care 

 
 

 

 

 

 

 

 

Includes information from presentation at  

ABA Health Law Section Washington Health Law Summit  

on December 11, 2018 by: 

Clifton Gaus, President of National Association of ACOs 

Kevin C. Woodhouse 
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CMS APM Framework 

Four categories 

Update on Value-Based Care 

33 

Category 1 Fee for Service – no link to quality and value 

Category 2 Fee for Service – link to quality and value 
• Pay for reporting 
• Rewards for performance 
• Rewards and penalties for performance 

Category 3 Alternative payout models built on fee-for-service architecture 
• APMs with upside gainsharing 
• ARMs with upside gainsharing/downside risk 

Category 4 Population based payment 
• Conditions specific or comprehensive 
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2017 – 34% of U.S. health care payments flowed 

through category 3 or 4 models 

Category 3 – 29.8% 

Category 4 – 3.8% 

Update on Value-Based Care (con’t) 
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Study by Health Care Payment Learning and Action 

Network 

90% of payers think APM activity will increase and 9% 

think APM activity will stay the same. 

Update on Value-Based Care (con’t) 
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Will APM adoption result in: 

 

Update on Value-Based Care (con’t) 

36 

Strongly Agree /  
Agree 

Strongly Disagree / 
Disagree 

… better quality care? 99% 0% 

… more affordable care? 89% 2% 

… improved care coordination? 92% 1% 

… more consolidation among health 
care providers? 

59% 18% 

… higher unit prices? 6% 73% 
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Update on Value-Based Care (con’t) 
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Update on Value-Based Care (con’t) 
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Update on Value-Based Care (con’t) 

39 



icemiller.com 

Some of the Trends 

Push for higher risk models 

Faster adoption of high-risk models 

Better risk adjustment 

Improved care coordination tools 

Greater patient involvement 

More venture capital 

More involvement of post-acute industry 

Update on Value-Based Care (con’t) 
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Includes information from presentation at ABA Health Law 

Section Washington Health Law Summit on December 11, 2018 

by Patrick S. Coffey of Husch Blackwell, LLP, Sam Nazzaro, 

BDO, Stacy C. Gerber Ward of von Briesen & Roper, S.C. and 

Jennifer L. Weaver of Waller Lansden Dortch & Davis, LLP 

UPDATE ON STRATEGIES FOR 

DEFENDING HEALTH CARE FCA 

CASES 

Myra C. Selby 
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• FCA/Whistleblower cases focus on 

hospital/physician arrangements, opiates, 

billing/coding, medical necessity. 

• Focus on individuals in both criminal and civil 

cases. 

• DOJ declined cases being pursued and litigated 

by relators. 

• Significance of DOJ declinations. 

• Granston Memo and dismissal of whistleblower 

cases. 
 

 

 

 

Significant 2018 Developments & Trends 
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I. DOJ Enforcement Policy Under 

the FCA – Recent Developments 

Impacting on Defense Strategy 
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• Importance of Cooperation 

• “Cooperation is a mitigating factor, by which a 

corporation – just like any other subject of a criminal 

investigation – can gain credit in a case that otherwise is 

appropriate for indictment and prosecution.” 

• Charging decisions – including non-prosecution 

• Sentencing – determining the loss amounts 

• In FCA investigations, can include flexibility in the time 

period included in the settlement’s covered conduct as a 

limitation on damages and adjusting the multiplier 

applied to the loss calculation. 

 

Common Interest Defense Strategies 
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• Memorandum on Individual Accountability / The Yates Memo.  The 

Yates Memo instructs DOJ attorneys, including U.S. Attorneys, to 

target individuals for criminal prosecution and civil sanctions. 

• “Both criminal and civil attorneys should focus on individual wrongdoing 

from the very beginning of any investigation of corporate misconduct.” 

• Given the difficulty of identifying individual wrongdoing in the context of a 

corporate investigations, the memo further provides: 

• To be eligible for credit for cooperation under USAM 9-28.700, “the company 

must identify all individuals involved in or responsible for the misconduct at 

issue, regardless of their position, status or seniority, and provide to the 

Department all facts relating to that misconduct.” 

• Must also provide the Department with complete factual information about 

individual wrongdoers. 

 

Common Interest Defense Strategies 
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• Yates and Joint Defense Agreements (JDAs) 

• JDAs are a common tool to facilitate the company’s access 

to potentially implicated individuals. 

• JDAs with individuals assure that any statements made in 

the context of the investigation will not be shared with law 

enforcement. 

• However, if a company wants to seek cooperation credit, it 

must divulge complete factual information on individual 

wrong-doers. 

• Forces an early decision in an internal investigation 

whether to enter into JDAs with potentially responsible 

individuals. 

Common Interest Defense Strategies 
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• Middle Ground? 

• “Corporations may wish to address this situation by 

crafting and participating in joint defense agreements, 

to the extent they choose to enter them, and provide 

such flexibility as they deem appropriate.” 

• U.S. Dept. of Justice, U.S. Attorneys’ Manual, § 9-

28.730 

Common Interest Defense Strategies 
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II. DOJ Guidance on Qui Tam 

 Cases Lacking “Substantial 

 Merit.” 

48 
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• The Granston Memo, issued in January 2018. 

• Dismissal of qui tams lacking “substantial merit.” 

• Factors to be considered in recommending dismissal of quit tam 

cases: 

• Legal theory is inherently defective or factual allegations are frivolous; 

• Prevent parasitic or opportunistic qui tam suits; 

• Prevent interference with agency policies and programs; 

• Control litigation brought on behalf of the U.S. and avoid risk of unfavorable 

precedent; 

• Safeguard classified information and national security interests; 

• Preserve government resources; and  

• Address egregious procedural errors. 

 

 

 

The Granston Memo 
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• Authority to move to dismiss cases is clear, but not 

frequently exercised. 

• DOJ asserts memo reiterates existing statutory authority 

(31U U.S.C. 3730(c)(2)(A)). 

• If true policy change, more dismissals may be seen. 

• Opens door for defense arguments for dismissal of qui tam 

suits. 

• Opens the door for relators to argue DOJ endorsement if 

not dismissed. 

• Will DOJ use dismissals to manage risk of unintended FCA 

case outcomes? 

• How will the courts react? 

The Granston Memo 
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III. The Role of Effective Compliance 

 and Internal Investigations in 

 Managing FCA Risk 

51 
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• Inadequate compliance drives aggravated settlement 

terms. 

• Emphasis on individual wrongdoing and accountability. 

• Declinations and other case resolutions. 

• Reliance on whistleblowers to bring forward corporate 

misconduct. 

• Pressure on corporate disclosure, cooperation with 

impact on fulsome internal investigation. 

• Newer DOJ guidance on effective compliance. 

Enforcement Policy Issues Impacting on Internal 

Investigations 
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• Avoidance of conflict of interest. 

• Established investigation protocol and plans. 

• Protection of privilege and document preservation. 

• Investigation reports and waiver issues. 

• DOJ guidance on best practices for internal 

investigations. 

• Assessment of value of cooperation, voluntary 

disclosure. 

• Interviews and employee advisement (the new Upjohn 

warning). 

Baseline Considerations for Internal Investigations 
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• DOJ’s “common questions” when making “individualized 

determination “about compliance effectiveness. 

• “[T]opics and questions form neither a checklist nor formula.” 

• New guidance includes matters that fall outside the scope of 

routine internal investigation. 

• Root cause analysis, pervasiveness, investigative due diligence. 

• The Evaluation of Corporate Compliance Programs  

 (DOJ Guide) (Feb. 8, 2017). 

https://www.justice.gov/criminalfraud/page/file/937501/download 

 

DOJ’s Compliance Evaluation Factors – Impact on 

Internal Investigations 

54 

https://www.justice.gov/criminalfraud/page/file/937501/download
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• Properly scoped and timely investigation by qualified 

personnel. 

• Examination of significant witnesses and relevant records. 

• Independent, objective, appropriately conducted, and properly 

documented process. 

• Identification of root causes, system vulnerabilities, and 

accountability lapses, including among supervisory and senior 

executives. 

• Reasonable process and presentation of factual findings and 

legal significance. 

Proper and Effective Internal Investigation 
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• Due diligence to prevent and detect inappropriate 

conduct; 

• Promote a culture that encourages ethical conduct and 

commitment to compliance with the law; and 

• Compliance reasonably designed, implemented, and 

enforced so generally effective in preventing and 

detecting improper conduct. 

 

 
 

 

 

 

 

 

 

 

I 

Effective Compliance as Defined by DOJ and 

Federal Sentencing Guidelines 
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Is the Compliance Program Effective? 

• DOJ Criminal Fraud Section Guidance (February 2017). 

• Analysis and remediation of underlying misconduct. 

• Support of upper and middle management. 

• Autonomy and resources of the CO. 

• Existence of policies and procedures. 

• Integration of compliance into the operations. 

• Use of risk assessments. 

• Training and communication. 

• Confidential reporting and investigation. 

• Incentives and discipline. 

• Periodic review. 

Effective Compliance to Manage 

Whistleblower/FCA Risks 
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IV. Defending FCA Claims Based on 

 Alleged Lack of Medical Necessity 
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• In Medicare, concept of “medical necessity” is derived from statute.   

• “No payment may be made . . . For any expenses incurred for items or 

services, which . . . Are not reasonable and necessary for the diagnosis 

or treatment of illness or injury or to improve the functioning of a 

malformed body member.”  42 U.S.C. § 1395y(a)(1)(A) (Part A & Part B) 

• Similar definition for Part D. 

• In Medicaid, “medical necessity” is a federal and state law 

requirement. 

• Every state has definition (or definitions) of medical necessity. 

• Case law establishes that billing for medically unnecessary care 

would be a false claim, and a violation of the program rules. 

• CMS-1500 requires the billing entity to certify that, among other things, 

“the services on this form were medically necessary.” 

Medical Necessity 
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Medical Necessity 

60 

• Who Determines Medical Necessity? 

• Treating physician 

• Reviewing physician (e.g., during chart reviews, prior 

authorizations) 

• What Sources Guide Medical Necessity Determinations? 

• Medicare Benefit Policy Manual:  defines Medicare-covered 

services and related requirements 

• National and Local Coverage Determinations:  offer 

interpretations and guidance re: medical necessity 

• State Regulations & Provider Manuals:  define state-based 

coverage and program guidelines 
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Litigating Medical Necessity 

61 

• U.S. ex rel. Paradise v. AseraCare (11th Cir., 16-13004) 

• Bifurcated falsity and liability; 8-week trial on falsity 

• Jury found that 104 of 121 hospice claims were false 

• The Judge sua sponte ordered summary judgment for the 

defendant, finding that a “mere difference of opinion between 

physicians without more, is not enough to show falsity.” 

• “When two or more medical experts look at the same medical 

records and reach different conclusions about whether those 

medical records support the certifying physicians’ COTIs 

[certification of terminal illness], all that exists is difference of 

opinion.” 
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Litigating Medical Necessity 

62 

• U.S. v. Paulus (2018, 6th Cir., 894 F.3d 267) 

• Anonymous complaint Paulus was performing medically 

unnecessary procedures. 

• Medicare audit of 19 procedures. 

• 7 had insufficient blockage to justify a stent. 

• Blue Cross audit. 

• Half of stents reviewed were not medically necessary. 

• Found the angiograms had less than 50% blockage, in some 

cases much less, when Paulus reported 70%. 

• Kentucky Board of Medical Licensure. 

• Board review concluded that Paulus had diagnosed patients with 

severe stenosis where none existed. 
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Litigating Medical Necessity 

63 

• U.S. v. Paulus 

• Convicted on 11 counts. 

• Government acknowledged “inter-observer variability” 

with angiogram interpretation 

• Paulus argued that interpretation was a subjective 

medical opinion that cannot be “false” 

• Court: Opinions may trigger liability for fraud when they 

are not honestly held or when the speaker knows facts 

fundamentally incompatible with opinions. 
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Some Practical Lessons 

64 

• If the care wasn’t documented it is as though it wasn’t done so 

that billing for it would be a false claim. 

• Even if the care is documented, if the language does not 

provide explanation for why the care is reasonable and 

necessary, it could be a false claim. 

• Furthermore, notes and orders must have a legible and dated 

signature. 

• While EMRs have reduced the frequency of care that lacks dated 

signatures.  EMRs have allowed new problems to occur with 

documentation: 

• The practice of copying and pasting prior record information often 

results in voluminous notes that lack specificity for the patient and 

care provided. 



icemiller.com 

• Physicians are burdened with too much to do in too little time – while 

the priority has to be on providing high quality of care, physicians may 

benefit from being reminded of the importance of high quality 

documentation and participating in training about the process and 

necessary components of good clinical documentation. 

• The medical necessity of the care provided should be described in 

the notes so that an educated lay person is able to understand and 

agree with the conclusions. 

• When disputes over medical necessity arise between providers and 

CMS (or other payers), often it is because the information is not 

effectively presented in the chart and subsequent appeals. 

 

65 

Medical Necessity Practical Lessons 
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New Legislation 
 

 

 

 

James Banister 
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Section 8122 of the SUPPORT for Patients and 

Communities Act  

Signed into law October 24, 2018  

Intended to combat the opioid crisis 

Makes it illegal to provide, or receive, financial 

kickbacks for referring patients to recovery homes 

and clinical treatment facilities.  

Fine anyone found guilty up to $200,000 or 10 years 

of prison, or both. 

 

ELIMINATING KICKBACKS IN RECOVERY ACT 
OF 2018 (“EKRA”)  
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Revised IRC §162 – “any amount paid or incurred by suit, agreement or 

otherwise to, or at the direction of, a government or governmental entity in 

relation to the violation of any law or the investigation or inquiry by the 

government or entity into the potential violation of any law” may no longer be 

deducted. 

Settlement payments – only portion of the settlement which is restitution is 

deductible.  Penalty portion is no longer deductible.  

Previously, this information was not provided, but now the settling agency 

must file information return with IRS reporting the amount required to be paid 

and any amount identified as restitution.  

 

TAX CUTS AND JOBS ACT § 13306 
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Granston Memorandum - Issued January 10, 2018, by Michael Granston, 

Director, Civil Frauds Section, to establish criteria to evaluate dismissals 

under 31 U.S.C. §3730(c)(2)(A).   

Establishes  criteria for when DOJ will consider dismissing a qui tam. 

Brand Memorandum - Issued January 25, 2018, by Associate Attorney 

General Rachel Brand to all DOJ lawyers who engage in affirmative civil 

enforcement 

Directs DOJ litigators not to use enforcement authority “to effectively convert 

agency guidance documents into binding rules” and not to use “noncompliance 

with guidance documents as a basis for proving violations of applicable law.” 

Yates Memorandum – Clarification on 6 Key Principals 

To qualify for cooperation credit – “corporations must provide all relevant facts 

relating to the individuals substantially responsible for the misconduct.” 

DOJ Guidance 
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Increased efforts at national level and at individual 

USAOs 

Increased use of data analysis 

Increased use of parallel proceedings 

Increased partnership federal/state/local 

Increased Focus on Opioid Enforcement  
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Miscellaneous 
 

 

 

 

Kevin C. Woodhouse 
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Issues Defining Healthcare Today 

Physician burnout 

Access to care 

Regulatory burdens 

Increased consolidation 

The opioid epidemic 

A technology revolution 

High cost of care 

Presentation by:  Barbara L. McAneny, President, 

American Medical Association 
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Healthcare in America is unsustainable in its current 

state 

On average, other wealthy countries spend about half 

as much on health care as U.S. spends 

U.S. is 19th among industrialized nations on health 

outcomes 

Commercial health insurance market is less 

competitive 

Alaska, Indiana, Louisiana, North Dakota, and Utah lost 

the most competition between 2016 and 2017 

 

 

 

Presentation by:  Barbara L. McAneny, President, 

American Medical Association (cont’d) 
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Role of Physician Ownership is dropping 

76.1% in 1983 and 47.1% in 2016 

Reasons cited by physicians for seeking hospital 

ownership 

Improve financial stability 

Prepare for payment/delivery reforms 

Achieve better work/life balance 

Practice approached by institution 

Better implement HIP 

This consolidation is driving up costs 

 

 

 

 

 

Presentation by:  Barbara L. McAneny, President, 

American Medical Association (con’t) 
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Steps AMA is taking: 

Challenging insurer mergers, including mergers 

between insurers and PBMs 

Medicare physician payment reform 

Fighting efforts to erode access to care and patients 

protections under the ACA 

Fighting physician burnout 

Championing patients over paperwork 

Prior authorization 

 

Presentation by:  Barbara L. McAneny, President, 

American Medical Association (con’t) 
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Steps  AMA is taking (cont’d): 

Confronting nation’s opioid epidemic 

Actions to curb gun violence 

Fixing EHRs 

Regulatory relief advocacy 

Drug price transparency 

Presentation by:  Barbara L. McAneny, President, 

American Medical Association (con’t) 
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Should be very clear what services will be provided 

and how parties will be compensated 

Must be “commercially reasonable” services 

Each aspect of the arrangement must be valued – 

physician services, equipment leasing, etc. 

Process for establishing fair market value must be 

compliant and consistent for each aspect 

Telemedicine and Fair Market Value 
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