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Regulatory Change

● Most individuals required to maintain health insurance or pay a penalty

o “Minimum essential coverage” see 26 U.S.C. § 5000A(f) and 26 C.F.R. §1.5000A-2

o Penalty = greater of a percentage of applicable income in excess of tax filing 
thresholds (2.5% in 2017) or yearly flat dollar amount ($695/adult and $347/child, 
up to a maximum of $2,085/ family), subject to certain limitations and exemptions

● Tax Cuts and Jobs Act (HR 1)

o Penalty = $0

o No affect on employer insurance coverage responsibilities under the Affordable 
Care Act (“ACA”)

Repeal of the Individual Mandate Tax Penalty
Health Insurance Exchanges
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Business Implications

● Although not effective until 2019, confusion around repeal of individual 
mandate tax penalty caused concern that number of uninsured would 
increase in 2018

o However, more than 8.8 million people enrolled in federal marketplaces, nearly 
matching 2017 enrollment, despite shortened enrollment period and 90 percent 
cut in promotional budget1

● Stability of exchanges is uncertain, likely to vary by state

Repeal of the Individual Mandate Tax Penalty

1Goldstein, A. ACA enrollment for 2018 nearly matches last year’s, despite Trump administration efforts to 
undermine it. The Washington Post. December 21, 2017.

Health Insurance Exchanges
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Business Implications

● CBO estimates that repeal 
of the penalty will save 
over $318 billion over 10 
years, but could increase 
the uninsured by 13 
million 

● Under ACA percentage of 
unpaid medical bills 
declined by 39 percent

o Uncompensated care was 
cut in half in states that 
enacted Medicaid expansion

o Trends might reverse 
without individual mandate

Repeal of the Individual Mandate Tax Penalty
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Health Insurance Exchanges



“Promoting Healthcare Choice and Competition Across the United States” (Dec. 12. 2017)
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Regulatory Change

● Goals: 

o Expand availability and access to alternative and less expensive forms of insurance

o Increase competition among health care markets

o Improve access to and quality of information to people 

● Directs agencies to issue guidance concerning:

o Association Health Plans (“AHPs”) 

– See also Department of Labor “Definition of ‘Employer’ Under Section 3(5) of ERISA—
Association Health Plans” 83 Fed. Reg. 614 (Jan. 5, 2018) (proposed rule offering 
employment-based health insurance to small businesses through AHPs)

o Short-term limited duration insurance (“STLDI”)

– Currently, PA does not have any regulations for STLDI 

– Current proposed STLDI regulations leave regulation of policies almost entirely to the 
states2

o Health reimbursement arrangements (“HRA”)

Executive Order 13813 Health Insurance Exchanges

2 Palanker, D. et al. February 20, 2018. Proposed Federal Changes to Short-Term Health Coverage Leave Regulation to 
States. The Commonwealth Fund. Retrieved from http://www.commonwealthfund.org/publications/blog/2018/feb/short-
term-health-plan-proposed-changes
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Business Implications

● May increase access to low cost insurance

● Likely to erode stability of ACA insurance exchanges as non-ACA 
compliant plans become available

● For providers:

o Potential to increase the number of insured if these options are effective

o Conversely, could increase collections issues if plans are sparse or ACA insurance 
exchanges collapse

AHPs, STLDI, HRAs Health Insurance Exchanges
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Regulatory Change 

● Section 1402 of the ACA (42 U.S. Code § 18071) requires insurance 
companies to provide reductions in the amount of co-payments, 
deductibles and other amounts that certain low income individuals pay out-
of-pocket

● Insurance companies reimbursed by federal government for those cost-
sharing reductions (“CSR”)

● After Congress failed to appropriate funds, in October 2017, the 
Department of Health and Human Services announced that it would cease 
making CSR payments

Cost Sharing Reductions Health Insurance Exchanges
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Business Implications

● CSRs help insurers offset the cost of offering affordable plans to low-
income Americans

o Without CSRs insurers have raised premiums

● CBO is expected to release a report suggesting that CSRs will save the 
government $32 billion if funded for the next three years3 which could 
lead Congress to approve CSRs

● If CSRs are not funded, could further destabilize ACA exchanges

Cost Sharing Reductions

3 Luthi, S. New CBO numbers could pave the way for CSR, reinsurance funding. Modern Healthcare. March 2, 2018. 
Retrieved from http://www.modernhealthcare.com/article/20180302/NEWS/180309965

Health Insurance Exchanges
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Regulatory Change 
● Obama administration transition from fee-for-service to value based payments

o Administrative burden for clinicians?

● November 2017 - Trump administration cancels Episode Payment Model (“EPM”) and Cardiac 
Rehabilitation Incentive Payment Model (“CR”) and reduced the number of providers 
required to participate in the Comprehensive Care for Joint Replacement (“CJR”) model from 
67 to 34

– Mandatory participation still required in the following MSAs:
• Harrisburg-Carlisle, PA
• Pittsburgh, PA
• Reading, PA

● January 2018 – CMS announces Bundled Payments for Care Improvement Advanced (“BPCI 
Advanced”)

● March 5, 2018 HHS Secretary Alex Azar identified four areas of emphasis for value-based 
transformation in a speech to the Federation of American Hospitals
o Giving consumers greater control over health information through interoperable and accessible health 

information technology

o Encouraging transparency from providers and payers

o Using experimental models in Medicare and Medicaid to drive value and quality throughout the entire 
system

o Removing government burdens that impede value-based transformation

Value Based Payments



• Now a voluntary program in 33 of 67 markets
• Retrospective payment models
• Must bundle major joint replacements of the lower 

extremity
• Target price set based on a combination of historical 

costs and regional costs less discount

CMS is shifting bundled payment to 
voluntary models

• Voluntary, 3 year program
• Qualified as an Advanced APM for MACRA 5% bonus
• Target price set based on benchmark price and CMS 

discount rate (3%)
• Physicians get priority in initiating bundle
• Initial applications due March 12, 2018

BPCI Advanced

CJR



IncludedKey:

Comparison of BPCI programs
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BPCI BPCI Advanced

Inpatient Episodes 48 29

Outpatient Episodes 0 3

Bundle Periods 30/60/90 days 90 days

Source: Center for Medicare & Medicaid Innovation (CMS 
Innovation Center), January 2018
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Precedence within BPCI Advanced
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The hierarchy for attribution of a Clinical Episode among different 
types of Episode Initiators is as follows:

The PGP that submits a claim that includes the National 
Provider Identifier (NPI) for the attending physician. 

The PGP that submits a claim that includes the NPI of 
the operating physician.

The ACH where the services that triggered the Clinical 
Episode were furnished. 

1. Attending Physician

2.Operating Physician

3. Acute Care Hospital

Previously under 
BPCI:
• Precedence rules were 

time-based AND
provider type-based

• E.g. A hospital who 
joined BPCI in Phase I 
would take precedence 
over the PGP that 
joined in Phase II

• If there is still a tie, the 
PGP gets precedence 
over the hospital
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Business Implications

● Introduction of BPCI Advanced suggests that value-based payments will 
continue on a voluntary basis

o ACOs and organizations prepared to shift to value-based care will likely continue to 
participate in payment programs

o ACOs that have not been successful in achieving cost savings might dismantle 
themselves

● Commercial payers will be drivers of value-based payment arrangements

● CMMI predicts additional APM models will be tested on voluntary basis

o For example, prescription drug payment based on value-based drug pricing in 
which price of drug is based on outcomes

Medicare Value-Based Payment Models and 
CMMI
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Regulatory Changes

● Medicare Access and CHIP Reauthorization Act of 2015 

o Repealed sustainable growth rate methodology for updating Medicare physician fee 
schedule (“MPFS”)

o Replaced:

– Meaningful use

– PQRS

– Value modifier

o Established MPFS updates under the Quality Payment Program or “QPP” – terms devised 
by CMS to refer to two payment tracks: 

– Risk-bearing Alternative Payment Models (“APMs”)

– Merit-Based Incentive Payment System (“MIPS”)

MACRA MACRA/MIPS
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Regulatory Changes – Cont’d

● Merit-based Incentive Payment System (“MIPS”)

o Applicable to most Medicare Part B clinicians

o Eligible clinicians receive payments based on four categories 

– Quality

– Advancing care information

– Improvement activities

– Cost/resource use

o Participating clinicians in an ACO receive MIPS exemption but are subject to other payment 
policies

o Trump Administration’s budget proposal for FY 2019 included simplifications to MIPS5

– Evaluation of performance based only on “meaningful quality and cost measures”

– Assessment of performance on quality and cost at group level only

– Adjust payments made under MPFS only, rather than to all payments under Medicare Part B

– Removal of 2 performance categories effective 2021

MIPS

5 Daly, R. Administration Pushes to end MIPS Reporting. HFMA Healthcare Business News. February 16, 2018. Retrieved from http://www.hfma.org/Content.aspx?id=59472

MACRA/MIPS
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Regulatory Changes – Cont’d

● APMs

o Providers participating in “qualified” APMs or Advanced APMs can earn 5% incentive 
payment for taking on risk

o Advanced APMs must satisfy requirements re: EHR technology, quality measures and 
bear certain risk levels

o Examples of Advanced APMs from 2017

– Comprehensive ESRD Care (CEC) - Two-Sided Risk

– Comprehensive Primary Care Plus (CPC+)

– Next Generation ACO Model

● MIPS-APM Hybrid Track

o Physicians participating in Track 1 of the Medicare Shared Savings Program and 
participants in other alternative payment models that do not bear downside risk

o Physicians and participants measured under same MIPS categories, except cost

Alternative Payment Models MACRA/MIPS



Increasing Thresholds to be Qualified Provider
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Providers who meet the partial QP threshold do not receive the 5% 
Advanced APM bonus but can choose whether or not to participate in MIPS
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Business Implications

● MIPS includes virtually flat inflation

● MIPS is under fire

o Any pull-back on MIPS would also undo PQRS, meaningful 
use, and value-based programs that got rolled into it

● MIPS drove additional physicians to seek employment by                         
hospitals

o Reduction in burden may slow this trend

● Still, CMS predicts that 2018 will see surge in ACOs

o Most new ACOs will launch in Track 1, due to less onerous reporting requirements and 
physician benefits

o ACOs may choose Track 1+ to obtain Advanced APM benefits

o Greater number of physicians are expected to enroll in APMs in 2018 than in 2017 
(particularly in CPC+ program)

MACRA / MIPS
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Regulatory Changes

● Medicaid Expansion – As a result of the Supreme Court’s ruling in National 
Federation of Independent Business v. Sebelius, 567 U.S. 519 (2012), states 
have the option of opting out of Medicaid expansion, a key component of the 
ACA

Medicaid Expansion Medicaid Program 
Changes

o As of February 2018, 18 
states have opted out

o Medicaid expansion 
ballot initiatives – Maine 
(November 2017), 
others in 2018

Source: Kaiser Family Foundation
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Business Implications

● Expansion would have a significant impact on the particular state

● Following Maine’s example, if other states pass Medicaid expansion via 
referendum or legislative action, there will be funding requirements for the 
program

o Will Trump Administration try to repeal Medicaid expansion altogether?

Medicaid Expansion

Medicaid Program 
Changes
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Regulatory Changes

● Work Requirements – Trump administration supports state efforts to impose 
work requirements on able-bodied adult Medicaid beneficiaries in January 2018 

Work Requirements and Block Grants

Medicaid Program 
Changes
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Business Implications
● Aimed at transitioning people out of 

Medicaid program, concern that this will 
increase the number of uninsured

o Work requirement exemptions are determined 
on a state-by-state basis

o January 12, 2018 – KY became first state to 
receive approval for work requirements as 
condition of Medicaid coverage

– On January 24, 2018 a group of 15 KY 
Medicaid beneficiaries filed a complaint in 
D.C. district court challenging the work 
requirements6

o On March 5, AR work requirement waiver was 
approved, but request to change eligibility 
from 138% FPL to 100% was deferred7

– Would have reduced eligible participants in 
AR by approx. 60,000 people

Work Requirements

6  Eyman Associates. January 24, 2018. Kentucky Plaintiffs Challenge State Medicaid Work Requirements. Eyman Associates Health Law & Policy. Retrieved from 
http://eymanlaw.com/kentucky-plaintiffs-challenge-state-medicaid-work-requirements/
7 Galewitz, P. CMS Issues Split Decision on Arkansas Medicaid Waiver. Kaiser Health News. March 5,2018. Retrieved from https://khn.org/news/cms-issues-split-
decision-on-arkansas-medicaid-waiver/

Medicaid Program 
Changes
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Regulatory Change/ Business Implications

● January 22, 2018 Congress passed six-year extension of CHIP funding through 
FY 20238

o Continues 23 percentage point enhanced federal match rate for CHIP as established in 
ACA, but reduces federal match rate to regular CHIP rate over time

o Extends requirement for states to maintain coverage for children from 2019 to 2023

– October 1, 2019 – CHIP coverage requirement is limited to children in families with 
incomes at or below 300 % FPL

Status of Federal CHIP Funding

8 The Henry J. Kaiser Family Foundation. January 24, 2018. Summary of the 2018 CHIP Funding Extension. Retrieved from 
https://www.kff.org/medicaid/fact-sheet/summary-of-the-2018-chip-funding-extension/
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Regulatory Change

● 2018 OPPS Rule reduces Medicare reimbursement by ~30% for 
prescription drugs purchased by certain public and not-for-profit hospitals 
and clinics at  discount  under section 340B of the Public Health Services 
Act (“340B Program”)

o Eligible hospitals and clinics serve large volumes of low-income patients

o 340B Program lowers drug costs for eligible hospitals and clinics

● Payment rate for separately payable, non-pass-through drugs and 
biologicals from average sales price (“ASP”) plus 6% to ASP minus 22%

● CMS expects cuts to save $1.6 billion

340B Drug Discount Program
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Business Implications

● Cuts to program intend to pass savings onto the consumer by lowering co-
pays, but hospital will now have to pay full-price for drugs

● Cuts to reimbursement in the program could:

o Significantly impact financial viability of:

– Small hospitals without significant resources

– Larger hospitals with high proportion of low-income patients

o Force hospitals in these circumstances to close or join larger health system

● Some patients might select providers based on 
participation in the 340B program

340B Drug Discount Program



Potential Deregulation
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Regulatory Changes

● Sale of Insurance across State lines

o Expansion of AHPs across state lines could challenge state-based insurance 
markets

● Block Grants  

o Proposals to limit federal Medicaid spending, which is currently open-ended 

o Commonly alternative funding structures

– Give states predetermined amount of funds each year to provide Medicaid 
coverage

Sale of Insurance Across State Lines and Block 
Grants

Potential Deregulation
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Business Implications

● States would receive lump sum awarded by CMS, and have flexibility to 
decide how to allocate funds to various elements of Medicaid program, and 
set qualification requirements

o Opponents worry block grants would impose budget constraints if grant is not 
sufficient enough to cover the cost of the program

o Block grants could pose additional challenges to providing care for low-income 
people, if they lose Medicaid coverage through changes in eligibility requirements

Block Grants

Medicaid Program 
Changes
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Regulatory Changes

● Fraud and Abuse Laws & Regulations

o 2/15/18 – HHS Secretary Alex Azar testified in support of repealing ban on 
physician-owned hospitals in front of the House Ways and Means Committee

o 2/18/18 - HHS “Budget in Brief” proposes, among other things, the following 
reforms to the Stark Law, effective CY 2020, to better support and align with 
alternative payment models and to address overutilization:

– Establishing a new exception to the physician self-referral law for arrangements 
that arise due to participation in Advanced Alternative Payment Models 

– A new self-reporting mechanism for inadvertent violations, and 

– Exclusion of physician-owned distributors from the indirect compensation 
exception if more than 40 percent of the physician-owned distributor’s business 
is generated by physician-owners

Fraud and Abuse Laws & Regulation

Potential Deregulation
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Business Implications

● Under the ACA, physician-owned hospitals cannot expand their existing facilities 
without HHS secretary approval

o Regulation stemmed from concern that physicians would refer the healthies patients to 
the hospitals they own, forcing other hospitals to treat costlier, sicker patients

● Physician Advocacy Institute (“PAI”) proposed lifting restrictions on formation 
and expansion of physician-owned hospitals arguing that:11

o Physician-owned hospitals provide higher quality care in a more cost-effective way than 
non-physician-owned hospitals, attributable to the impact of increased physician 
participation in hospital governance and decision-making

● Supporters (American Hospital Association, Federation of American Hospitals, 
etc.) of the ACA restriction on physician-owned hospitals argue that:12

o Physician-owned hospitals experience greater utilization, have greater costs, and 
commonly provide little or no emergency services as compared to non-physician owned 
hospitals

o Physician-owned hospitals are selective as to the patients they are willing to treat

Physician-Owned Hospitals

11 Kacik, Alex. February 20, 2018. Physicians decry consequences of consolidation. Modern Healthcare. Retrieved from 
http://www.modernhealthcare.com/article/20180220/NEWS/180229989
12 Dickson, Virgil. April 17, 2017. CMS asks for comments on physician-owned hospital regulation. Modern Healthcare. Retrieved from
http://www.modernhealthcare.com/article/20170417/NEWS/170419883

Potential Deregulation
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Regulatory Changes

● Fraud and Abuse Laws & Regulations – Cont’d

o Bipartisan Budget Act of 2018

– Doubles – and in some cases more than doubles – civil and criminal penalties for 
fraud and abuse violations (Section 50412)

– Codifies prior CMS regulatory changes s to refine Stark Law technical requirements for 
certain provider arrangements – namely, broaden writing/signature requirements for 
compensation arrangements, extension of the  length of time that parties may 
continue operating under holdover periods for certain leases and personal services 
arrangements (Section 50404)

o DOJ Granston Memorandum (January 10, 2018)

– Leaked memo recommending Department of Justice attorneys consider seeking 
dismissal of meritless False Claims Act (FCA) suits brought by relators in qui tam 
cases under 31 U.S.C. § 3730(c)(2)(A). 

– Sets forth non-exhaustive factors to consider when deciding whether to seek dismissal 
of all or part of an FCA qui tam suit under § 3730(c)(2)(A)

o December 2016 amendment to certain AKS safe harbors and CMP rules prohibiting 
beneficiary inducements (81 Fed. Reg. 88368, 88385 (Dec. 7, 2016))

o June 30, 2016 Senate Committee white paper re: potential changes to Stark Law to 
remove hurdles to implementation of alternative payment models

Potential Deregulation

Fraud and Abuse Laws & Regulation
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Regulatory Changes

● Reduced Penalties for Nursing Home Survey Deficiencies

o July 2017 – CMS releases policy encouraging “per-instance” penalties and 
discouraging “per day fines”

o October 2017 – draft guidance softening penalties for nursing home survey 
deficiencies 

– Before imposing discipline, survey agencies to consider whether non-compliance 
is a one-time mistake/accident, the result of larger systemic concerns or a more 
intentional action or disregard for resident health and safety.

Potential Deregulation

Nursing Home Survey Deficiencies
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● Stark/Anti-Kickback laws are 
unlikely targets

o Regulations provide source of 
revenue for the government

● Penalties for Nursing Homes

o Since 2010, 4 out of 10 
nursing homes have been 
cited for serious violation

o Shift in fines will likely lead to 
fewer fines for many facilities

– Shift from per-day fine to 
one-time fine, max 
penalties are significantly 
reduced

● AHA focused on reducing regulations. 

o Estimates that current level of 
regulation costs approximately $39 
billion per year ($1,200 per 
admission) to comply with regulatory 
compliance in:

– Quality Reporting

– New models of care/value-based 
payments

– Meaningful use of EHRs

– Hospital conditions of participation

– Program integrity;

– Fraud and abuse;

– Privacy and security;

– Post-acute care; and

– Billing and coverage verification 
requirements.

Business Implications Lobbying Activity

Potential Deregulation

Fraud and Abuse Laws & Regulation
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