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Overview 

ACA  

340B 

Regulatory Streamlining 

Immigration 
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ACA 
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Where We Are 

December 2017: 
Individual Mandate  
Repealed 



Executive Action Stopping Cost Sharing Reduction 
Payments 
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Subsidized health plan waivers of deductible and copay amounts for 
low-income people, as required under ACA 

Referenced in payment methodology for ACA Basic Health Plans a.k.a. 
NYS Essential Plan -- $870 million, covering approximately 700,000 
New Yorkers (138% - 200% FPL) 

ACA appropriation language at issue 

Cost-Sharing Reduction (CSR) Payments 6 



 
House v. Burwell … Price … Hargan 
 
Action commenced in DC District Court in 
2014 arguing Obama Administration 
making CSR payments without 
authorization 

DC District Court ordered payments be 
stopped but stayed order 

State AGs, including NYS, successfully 
intervened in August 2017; GNYHA Amicus 

Case conditionally settled December 2017 
in three-way agreement 
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Executive’s Interests 

• Agreed with merits 
holding that CSRs not 
authorized 

• Disagreed with non-
merits holding that House 
had standing and a cause 
of action 

• Result: Vacate district 
court’s language ordering 
Executive to stop the 
payments 

House’s Interests 

• Agreed with both non-
merits and merits 
holdings 

• Given October 2017 
Executive action stopping 
payments, willing to 
forego risk of adverse 
appellate ruling on 
standing 

State-Intervenors’ Interests 

• Disagreed with merits 
holding 

• Wished to avoid 
preclusive effect on other 
litigation 

• Result: Parties agree not 
to cite district court 
decision on merits 
 

December 2017 Conditional Settlement of  
House v. Hargan 
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California, et al v. Trump 

Action commenced in ND Ca October 2017 
by California, New York and 17 other 
states; GNYHA Amicus 
Violations of APA, “Take Care Clause” 
alleged 

Seeking DJ, injunctive relief 

Motion for preliminary injunction denied 
October 2017 
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340B 
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1992 program under Public Health Service Act 
Requires pharmaceutical companies to discount OP drugs 
to certain hospitals and Federal grantees as a condition of 
participating in Medicaid 
Technical requirements on patient, provider, and drug 
eligibility, and “duplicate discounts” 

Program growth since 1992 in patients, savings 

340B Basics 



340B Environmental Scan 

HRSA “Mega-Guidance” (under review) 
• Wide-ranging proposals -- eligible patient, 

determination of outpatient status, contract 
pharmacy arrangements 

Energy & Commerce Committee  
• Oversight Committee Report issued January 10, 

2018 
• Recommends more rigorous oversight, 

expanded audits, Congressional clarification of 
intent 

GAO Report (Under Development) 
• Anticipated focus on contract pharmacies, fee 

arrangements, benefits to uninsured patients 
OPPS Cut 
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Final rule effective Jan. 1, 2018 

Cuts separately payable drugs (defined as 
>$120/day) from ASP + 6% to ASP -22.5% 

With budget neutrality adjustment, NYS impact 
~$51m/year, net 

Medicare Outpatient PPS 340B Cut 



AHA, et al v. Hargan 

Action commenced in DC December 2017 
seeking to bar OPPS cut based on HHS’s 
exceeding authority in adjusting payment 
rates and undermining 340B statute 

GNYHA amicus with several other hospital 
associations, showing real-world impact  

District Court dismissed case for lack of 
subject matter jurisdiction (presentment) 
December 29, 2017 

Plaintiffs appealing and pursuing 
administrative process in connection with 
claims 



REGULATORY 
STREAMLINING 
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Re-cap; Regulatory Freeze 16 

Directed agencies to hold or withdraw regulations 
not effective as of January 20, 2017, pending 
review, further rulemaking 

Key rules impacted: 
• Bundled Payment Models (CJR/SHFFT) 
• Substance use disorder confidentiality rule 
• Human subjects research (common rule) 
• 340B Mega Guidance 



January 30, 2017 Executive Order, Reducing 
Regulation and Controlling Regulatory Costs, (“2-for-1”) 

For each “significant 
regulatory action,” two 
regulations must be repealed 

Net zero growth in 
incremental costs 2017; future 
years TBD 
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Public Citizen v. Trump 

Action commenced in February 2017, by 
Public Citizen, National Resources 
Defense Council, Communication 
Workers of America seeking declaratory 
and injunctive relief, citing APA, 
Constitutional grounds 

Cross-motions pending 



Notice of Privacy Practices  
• NPPs burdensome, ineffectual  
• Written acknowledgement of receipt especially onerous  
• GNYHA: Replace with standardized notice as a safe harbor, drop written acknowledgement. 

Security Incidents  
• Attempted or successful unauthorized access, use, disclosure, … interference  
• Impracticable in this era to document attempts 
• GNYHA: Redefine security incidents to exclude attempts. 

“Minimum Necessary” Rule 
• Must determine the categories of PHI to which each person or class of persons in their workforce needs access, make reasonable efforts to limit this access 
accordingly, and implement certain policies and procedures 

• Always unrealistic, more so now with EHR 
• GNYHA: Replace with a general requirement that disclosures be tailored to the purpose of the use or disclosure, subject to a reasonableness standard or 
professional judgment.  

Policies and Procedures 
• Expansively interpreted; extreme, hyper-technical detail required  
• Boon for counsel and consultants 
• GNYHA: Revise the regulations and focus on substantive compliance, not paperwork.  

Speaking of Regulatory Streamlining …  
A Word on HIPAA 
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IMMIGRATION 
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Impacts on Health Care 

Patient issues 

ICE enforcement  concerns 

DOJ memo on prosecuting 
immigration violations, other 
announcements 

BUT, “Sensitive Locations” policy 
remains in effect 

Workforce issues 

Travel ban 

Extreme vetting for visa 
applicants 

Actions to limit H1-B visas 
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January 27, 2017 
Protecting the Nation from 
Foreign Terrorist Entry into 

the United States 

• EO -1 

March, 6, 2017 
Second EO, revising and 

narrowing the first  

• EO-2 

September 24, 2017, 
 Enhancing Vetting 

Capabilities and Processes 
for Detecting Attempted Entry 

Into the United States by 
Terrorists or Other Public-

Safety Threats 

• EO-3 

Timeline of Travel Ban Executive Orders 



EO-1 and its Legal Challenges 23 

Basics 

• 7 nations, 90 days --
can be expanded in 
time and scope as 
screening 
procedures are 
reviewed 

• Applies to current 
and prospective visa 
holders 

Initial Reaction from the 
Courts, Litigants 

• Nationwide 
temporary stay 
upheld by 9th Circuit; 
government seeking 
further review  

• Preliminary injunction 
issued by VA court; 
no appeal yet 

• 20+ cases 

GNYHA Advocacy 

•GNYHA to Secretaries 
of State, DHS: 

•“We urge you to issue a 
clear, specific waiver or 
other notice of your 
intention to exercise this 
discretion [granted in 
EO] in the case of 
foreign nationals 
currently under 
consideration for 
residency slots in U.S. 
physician training 
programs.” 

•GNYHA amicus in two 
actions 



GNYHA January 2017 Member Survey on Visa 
Usage 

  
All Countries 7 Countries 

Total visas 5,649 121 

Total trainees 2,058 79 

     Trainees with  H1-B 843 18 

     Trainees with other  visas 1,215 61 

Other workers 3,591 42 

     Other workers with H1-B 1,339 17 

     Other workers with other visas 2,252 25 

Data from 37 respondents 
representing 91 hospitals 

15/37 respondents (57 
hospitals) had interviewed or 
planned to interview candidates 
from one of the seven countries 
during current match process 
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Current State: EO-3 

Indefinite travel restrictions for 8 countries, 
tailored based on DHS review of each country’s 
internal procedures and ability/ willingness to 
cooperate with US screening 

B visas -- business visitors and tourists – used for 
meetings and conferences, including interviews, 
exams 

H1-B and J-1 visas used for professionals and 
students/trainees 

Exceptions and waiver authority clarified, 
expanded, compared to prior EOs 

Country H1-B Permitted? J-1 Permitted? 

Iran No Yes 

Syria No No 

North Korea No  No 

Libya  Yes Yes 

Chad Yes Yes 

Venezuela Yes Yes 

Yemen Yes Yes 

Somalia Yes  Yes 
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Current State: Legal Challenges 

On December 4, the Supreme Court ruled EO-3 could 
take effect pending Government appeals to 4th and 9th 
Circuits 
On December 8, 4th Circuit heard arguments on 
appeal of MD decision granting injunction on statutory 
(Immigration and Nationality Act ) and Constitutional 
grounds 

On December 22, 9th Circuit upheld ruling issued by 
district court in HI, finding EO-3 violated INA 

GNYHA amicus in prior iteration of 4th Circuit case 
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Thank You 27 
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