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IN THE UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF TEXAS 

SHERMAN DIVISION 

DIALYSIS PATIENT CITIZENS, et al., ) 
)

Plaintiffs, )
)

              v. ) Civil Action No. 4:17-cv-16 
)

SYLVIA MATHEWS BURWELL, Secretary, 
United States Department of Health and Human 
Services, et al., 

) 
) 
) 
)

Defendants. )

EMERGENCY MOTION FOR TEMPORARY RESTRAINING ORDER AND 
PRELIMINARY INJUNCTION 

Plaintiffs hereby move on an emergency basis for a temporary restraining order and 

preliminary injunction against Defendants pursuant to Federal Rule of Civil Procedure 65, to 

prevent Defendants from implementing or enforcing the Interim Final Rule, published at 81 Fed. 

Reg. 90,211 (Dec. 14, 2016), titled Medicare Program; Conditions for Coverage for End-Stage 

Renal Disease Facilities—Third Party Payment.  The Rule—which was issued without notice-

and-comment—is scheduled to go into effect on January 13, 2017.  The standards for a 

temporary restraining order and preliminary injunction are satisfied here because Plaintiffs are 

likely to prevail on their procedural and substantive challenges to the Rule; Plaintiffs will suffer 

serious and irreparable harm absent preliminary relief; the balance of equities favors preliminary 

relief; and such relief would advance, not disserve, the public interest. 

Plaintiffs have notified Defendants of this request, but Defendants have not consented to 

this relief.  Defendants respectfully request the establishment of a due date for the filing of 

Defendants’ opposition brief by 12:00 noon local time on Wednesday, January 11, 2017.  

Plaintiffs consent to Defendants’ request. 
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Plaintiffs therefore respectfully request this expedited briefing schedule and, if desired by 

the Court, a hearing on their motion with sufficient time to permit relief to be entered before 

January 13, 2017.  For the reasons explained below, Plaintiffs are entitled to a temporary 

restraining order and preliminary injunction.  
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INTRODUCTION 

In a transparent effort to ensure its regulation takes effect before a new administration 

takes office, the Department of Health and Human Services (“HHS”) on December 14, 2016, 

announced a sea-changing rule without any notice or comment—making it effective on an 

expedited basis on January 13, 2017—upending twenty years of HHS guidance governing the 

way in which End Stage Renal Disease (“ESRD”) patients obtain health insurance coverage that 

is necessary to ensure life-sustaining care.  See Interim Final Rule with Comment Period, 

Medicare Program; Conditions for Coverage for End-Stage Renal Disease Facilities—Third-

Party Payment, 81 Fed. Reg. 90,211 (Dec. 14, 2016) (“Rule” or “Interim Final Rule”) (Seibman 

Decl. Ex. 1).1 

If permitted to take effect, the Rule will cause immediate and irreparable harm to patients 

who are among the most vulnerable in society:  ESRD patients who require routine dialysis 

treatments or transplants to survive.  For twenty years, HHS has consistently affirmed guidance 

permitting ESRD patients to obtain financial assistance from charitable organizations to secure 

the public or private health-insurance coverage enabling access to life-sustaining care.  The Rule 

reverses that paradigm with no warning, requiring dialysis providers, within thirty days of the 

Rule’s announcement, to make disclosures to and seek permission from insurance companies for 

these sick patients to continue to receive charitable premium assistance.  The Department’s 

about-face will dramatically disrupt thousands of patients’ ability to obtain private insurance, 

interfering with and potentially compromising outright their access to life-sustaining medical 

treatment while remarkably imposing greater healthcare costs on many patients and their 

                                                 
1 The Seibman Declaration is attached as Exhibit A.  Plaintiffs have not highlighted exhibits 
because they are relying on the entire documents, and therefore highlighting is not required by 
Local Rule 7(b). 
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families.  At the same time—with no offsetting benefits to patients—the Rule will impose 

significant and unrecoverable costs on dialysis providers, and threaten the economic viability of 

many dialysis facilities, potentially leading to facility closures that will damage providers and 

patients alike.   

As the Rule’s history and extraordinary timing make clear, HHS’s true motive is to shift 

hundreds of millions of dollars in health-care costs from private insurers to taxpayers, making it 

more attractive for those insurers to offer qualified health plans (or “QHPs”) under the 

Affordable Care Act (“ACA”) (colloquially known as “Obamacare”).  That objective, however, 

could not possibly have satisfied the demanding “good-cause” showing required by the 

Administrative Procedure Act (“APA”) to implement a rule without notice-and-comment.  For 

that reason, HHS purported to rationalize its Rule and emergency, pre-Inauguration Day 

implementation as necessary to prevent harm to ESRD patients.  Those patient-harm claims 

collapse upon inspection.  In fact, overwhelming evidence, logic, and common sense compel the 

conclusion that the Rule will create the very harms, including disruptions in coverage to care, 

that it is purportedly designed to prevent. 

Because HHS’s rush to enact its Rule without the benefit of notice-and-comment, and to 

put into effect a midnight rule before a new administration takes over, violates the APA in 

multiple respects, and because it would impose serious, discriminatory, and irreparable harm on 

thousands of ESRD patients—many of whom are members of Plaintiff DPC here—and on 

dialysis providers, the Court should grant this motion for an emergency temporary restraining 

order and preliminary injunction against the Rule’s enforcement.2 

                                                 
2 Counsel for Plaintiffs notified HHS of this motion, and HHS did not consent to the requested 
relief.  Because Plaintiffs have provided notice of their request for a temporary restraining order, 
the Court may treat the motion as one for a preliminary injunction.  E.g., 11A Wright & Miller, 
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BACKGROUND 

I. TREATMENT OF ESRD PATIENTS 
 

ESRD is the last stage of chronic kidney disease.  A person suffering from ESRD will die 

without regularly administered kidney dialysis or a kidney transplant.  Ex. B ¶¶ 3-4 (Dialysis 

Patient Citizens Decl.); Ex. C (DaVita Inc. Decl.) ¶ 9; Ex. E ¶ 81 (Fresenius Medical Care 

Decl.); Ex. F (U.S. Renal Decl.) ¶ 7.  Dialysis is a process of cleaning the blood and removing 

excess fluid from it, essentially simulating working kidneys, which is accomplished using 

specialized equipment in a specialized facility.  Ex. B ¶ 3; Ex. C ¶ 10, Ex. E ¶ 15.  Dialysis 

treatment is expensive.  Each treatment typically lasts about four hours, and must be done three 

times per week.  Ex. B ¶ 3; Ex. C ¶ 10.  Paying those costs is out of reach for most Americans, 

requiring some form of insurance to pay the bills.  But ESRD patients are particularly vulnerable, 

because they are sick and they disproportionally have extremely limited means.  Ex. B ¶¶ 7, 38 

(55% of DPC members were employed when they started on dialysis, but only 8% of those now 

on dialysis are still employed full time); Ex. D (American Kidney Fund Decl.) ¶ 15 (70% of 

clients are unemployed).  ESRD also disproportionately affects minorities. Ex. B ¶ 7; Ex. C ¶¶ 9-

12 (ESRD is 3.5 times more prevalent in African-Americans than Caucasians). 

Congress has long recognized the importance of ensuring that ESRD patients have access 

to life-sustaining health insurance, while affording such patients meaningful options to elect the 

coverage that best serves each patient’s health and financial needs.  In 1972, Congress amended 

the Social Security Act to make ESRD patients under the age of 65 eligible for Medicare.  See 42 

U.S.C. § 426-1(a).  But Congress did not require these ESRD patients to enroll in Medicare or 

                                                                                                                                                             
Federal Practice & Procedure § 2951 (3d ed.).  Alternatively, the Court could grant the 
temporary restraining order and set a date for a preliminary injunction hearing.  However the 
Court proceeds, Plaintiffs respectfully submit that it is imperative that the Rule be enjoined from 
taking effect on January 13, 2017. 
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any other public option.  Indeed, ESRD is one of the very few disease states that Congress 

consistently has carefully regulated through extensions of the Medicare Secondary Payer period.  

For many ESRD patients under age 65, electing commercial insurance coverage over 

government insurance affords them superior access to health care at a lower cost.  For example, 

Medi-Gap assists Medicare enrollees with out-of-pocket expenses—which, due to Medicare’s 

requirement that patients pay 20% coinsurance of treatment costs (among other out-of-pocket 

costs), can be substantial (thousands of dollars), Ex. C ¶ 51—but in 23 states Medi-Gap is not 

available to ESRD patients under 65.  Ex. B ¶ 30; Ex. C ¶ 22; Ex. D ¶¶ 33-37; Ex. E ¶ 30.b; Ex. 

F ¶¶ 18-19.  Nor are ESRD patients under 65 typically eligible for Medicare Advantage plans, 

which combine the coverage of the different parts of Medicare under a single plan.  Ex. C ¶ 20. 

ESRD patients on government insurance may likewise suffer reduced access to care for 

themselves and their families.  For patients at any age, coverage under Medicaid—the public 

health insurance program governed by the States—is typically far more limited than Medicare 

and private insurance.  Ex. B ¶¶ 24, 33, 36; Ex. C ¶ 23; Ex. D (American Kidney Fund Decl.) ¶ 

50.  In addition, many health-care providers are increasingly refusing to accept new Medicaid 

patients.  Ex. B ¶ 33; Ex. C ¶ 58.  QHPs allow patients to provide coverage for their families.  

Medicare, by contrast, does not cover family members, a particular concern to ESRD patients 

under 65 who are more likely to have minor children and Medicare-ineligible dependents than 

older patients.  E.g., Ex. B ¶ 55; Seibman Decl. Ex. 2 (American Kidney Fund RFI Resp.) 13. 

Given the expense of ESRD treatment, charitable organizations—most notably American 

Kidney Fund (“AKF”)—have long provided premium assistance to eligible ESRD patients.  Ex. 

D ¶¶ 3-8.  ESRD patients on either a government or a private plan may receive assistance, and 

grants are offered based on financial need.  Ex. D ¶¶ 5, 20-26, 102(d).  The majority (more than 
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60%) of those benefitting from charitable premium assistance use the funds to pay Medicare 

insurance premiums or the substantial costs of health-care Medicare does not cover.  Ex. D ¶ 21.   

Dialysis providers have long been committed to providing financial support to the AKF’s 

premium assistance program.  Ex. C ¶ 42; Ex. E ¶ 37.  In 1997, the AKF and six unnamed 

providers obtained from the HHS Office of Inspector General (“OIG”) an advisory opinion 

establishing that, if certain conditions are met, dialysis providers could make contributions to 

AKF without triggering certain statutory penalties.  See Advisory Opinion No. 97-1, Office of 

Inspector General, Dep’t of Health and Human Services at 5 (1997) (Seibman Decl. Ex. 3).  The 

conditions include prohibitions on a dialysis provider disclosing to patients that it makes 

charitable contributions or suggesting to AKF that any contribution should be directed to a 

particular beneficiary or group of beneficiaries—a prohibition that the Interim Final Rule 

inexplicably requires providers to violate.  See infra pp. 23-24.  Further, the conditions of the 

1997 opinion require AKF to provide assistance to patients whether or not they are being treated 

at facilities that contribute.3  This guidance has provided the framework for the provision of 

charitable premium assistance to ESRD patients for two decades.  See Ex. D ¶¶ 96-102. 

II. HHS TAKES POST-ACA REGULATORY ACTIONS WITH RESPECT TO THIRD-PARTY 

PREMIUM ASSISTANCE 

After the enactment of the ACA, insurers increasingly expressed concern with the fact that 

third-party assistance was enabling seriously ill—and thus expensive-to-insure—patients to 

acquire private coverage through QHPs.  Ex. D ¶ 80.  Concerned that insurers facing increased 

                                                 
3 In subsequent years the OIG has issued additional opinions addressing the permissibility of 
various arrangements under which insurance premiums are paid by charitable organizations, 
including arrangements where donations to such charitable organizations have been made by 
providers.  E.g., Adv. Ops. 15-17, 07-18, 07-06, 06-13, 06-09, 06-04, 02-1, 01-15; see also 
Supplemental Special Advisory Bulletin: Independent Charity Patient Assistance Programs, 79 
Fed. Reg. 31,120 (May 30, 2014);  Special Advisory Bulletin: Patient Assistance Programs for 
Medicare Part D Enrollees, 70 Fed. Reg. 70,623 (Nov. 22, 2005).   
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cost might abandon the ACA Exchanges, HHS expressed “significant concerns” in a November 4, 

2013 Frequently Asked Question (“FAQ response”) about “hospitals, other healthcare providers, 

and other commercial entities” supporting QHP premium and cost-sharing obligations, “because it 

could skew the risk pool and create an unlevel field in the Marketplaces.”  HHS mentioned no 

concerns about patient health.  HHS, Third Party Payments of Premiums for Qualified Health 

Plans in the Marketplaces (Nov. 4, 2013).4 

As insurers in response began refusing payment from federal, state, and government-

protected programs and grantees, however, HHS revised its position.  On February 7, 2014, it 

issued additional FAQs responses stating that the earlier FAQ response did not apply to premium 

and cost-sharing payments on behalf of QHP enrollees made by Indian tribes and organizations, 

or state and federal government programs or grantees, such as the Ryan White HIV/AIDS 

Program.  HHS, Third Party Payments of Premiums for Qualified Health Plans in the 

Marketplaces (Feb. 7, 2014).5  Nor did the earlier FAQ response apply to payments from private, 

not-for-profit foundations “if they are made on behalf of QHP enrollees who satisfy defined 

criteria that are based on financial status and do not consider enrollees’ health status.”  Id. 

When insurers continued to refuse payment, HHS published a rule requiring issuers 

offering individual market QHPs to accept premium and cost-sharing payments made on behalf of 

enrollees by the Ryan White HIV/AIDS Program; Indian tribes, tribal organizations, or urban 

Indian organizations; and state and federal government programs.  This requirement does not 

                                                 
4 Available at https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/Downloads/third-
party-qa-11-04-2013.pdf. 
5 Available at https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/Downloads/third-
party-payments-of-premiums-for-qualified-health-plans-in-the-marketplaces-2-7-14.pdf. 
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apply to not-for-profit charitable organizations.  79 Fed. Reg. 15,240 (March 19, 2014); 45 C.F.R. 

§ 156.1250; see also Ex. D. ¶¶ 56-60 (providing additional context on this rule). 

On August 16, 2016, HHS issued a request for information (“RFI”) regarding concerns 

that health care providers or others were “offering premium and cost-sharing assistance in order 

to steer people eligible for or receiving Medicare and/or Medicaid benefits to [QHPs] for a 

provider’s financial gain.”  Request for Information: Inappropriate Steering of Individuals 

Eligible for or Receiving Medicare and Medicaid Benefits to Individual Market Plans, 81 Fed. 

Reg. 57,554, 57,556 (Aug. 23, 2016) (Seibman Decl. Ex. 4).  HHS expressed concern that this 

practice, if it exists, “not only could raise overall health system costs, but could potentially be 

harmful to patient care and service coordination because of changes to provider networks and 

drug formularies, result in higher out-of-pocket costs for enrollees, and have a negative impact 

on the individual market single risk pool (or the combined risk pool in states that have chosen to 

merge their risk pools).”  Id. at 57,554.  Notably, two of these articulated concerns related to 

patients, while the other two related to systemic concerns—overall costs and risk pools—under 

the ACA.  HHS stated that the RFI was for “information and planning purposes” only.  Id. at 

57,555.  It did not propose new rules.   

HHS received 829 responses to the RFI.  Dozens of ESRD patients wrote personal letters 

explaining the value of charitable premium assistance and urging HHS to continue to permit the 

use of charitable premium assistance.  Sixteen different patient advocacy organizations and 

charities, including AKF, explained the critical importance of their programs to patients and the 

rigorous controls in place to prevent steering and comply with the OIG guidance.  Eighteen 

providers explained the benefits of such payments to patients, while also recognizing that any 

improper steering should be eliminated.  On the other side, fifteen insurance companies 
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responded, urging HHS to end premium assistance.  The social workers who responded came out 

on both sides, some supporting premium assistance and others urging greater transparency to 

patients.6 

III.  AFTER THE NOVEMBER ELECTION, HHS ISSUED AN “EMERGENCY” MIDNIGHT RULE 
 
 On November 8, 2016, Donald Trump was elected President, with his administration to 

take office on January 20, 2017.  Weeks later, and despite being aware of the current paradigm 

for years, HHS suddenly and without notice and comment issued its Rule—contradicting its 

previously issued guidance—and set an effective date of January 13, only a week prior to the 

start of the new administration.  At the same time, HHS sought comment on the Interim Final 

Rule as well as other potential changes.  E.g., 81 Fed. Reg. at 90,226.  Although the RFI had 

sought information about all third-party premium and cost-sharing assistance, the Rule applies to 

kidney-dialysis providers alone.   

The Rule amends “Conditions for Coverage” (“CfCs”)—a set of rules governing dialysis 

providers’ treatment of ESRD patients—to impose on providers’ disclosure requirements aimed 

at helping insurance companies drive ESRD patients off QHPs.  The Rule’s requirements are 

poorly thought-through and ill-defined and will have immediate negative effects on ESRD 

patients.  The Rule applies to any provider that “make[s] payments of premiums for individual 

market health plans (in any amount), whether directly, through a parent organization …, or 

through another entity.”  81 Fed. Reg. at 90,227.  The Rule’s breadth is staggering, because it 

applies not only to providers who directly support patients’ premium payments; not only 

providers who contribute to organizations “that make[] a financial contribution to another 

organization[] that is able to use the funds to make payments of premiums for individual market 
                                                 
6 All comments are available at https://www.regulations.gov/docketBrowser?rpp=25&po
=0&dct=PS&D=CMS-2016-0145&refD=CMS-2016-0145-0002. 
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plans”; but, indeed, to any provider “that makes contributions through a third party that in turn 

contributes to an entity that is able to use the contribution to make third party premium 

payments.”  Id. at 90,219 n.16.  

Among required disclosures to patients, the Rule requires providers to disclose to patients 

that they are contributing to charities like the American Kidney Fund, a required disclosure 

inconsistent with the 1997 OIG guidance.  The Rule then imposes on such providers disclosure 

requirements expressly aimed at helping insurance companies drive ESRD patients off QHPs.  It 

requires that a covered provider must disclose to insurers every policy that will be paid for, 

wholly or in part, through premium assistance paid by organizations to which the provider 

donates.  The Rule does not say whether a provider may rely on its current knowledge of 

patients’ use of premium assistance, whether it must actively solicit that information from 

patients, whether it must attempt to collect this information from organization to which it 

donates, or whether it must take other steps to obtain this information.  A provider must then 

“[o]btain assurance” from each insurer that it will accept such payments for the plan year.  And if 

insurers do not provide such assurances, the provider must “take reasonable steps” to ensure such 

payments are not made by the provider or by charitable organizations to which the provider 

contributes.  Indeed, the Rule does not require that the insurer ever respond to a request.  

Moreover, the Rule does not describe what would constitute “reasonable steps,” nor does it 

explain how a provider is to identify beneficiaries without violating the OIG prohibition on 

disclosing to patients that the provider “ha[s] contributed to AKF.”  Seibman Decl. Ex. 3 at 4.  

As a result, the insurers were provided with complete power to indefinitely delay or deny the 

patient or the provider’s ability to comply.  With limited exceptions, failure to comply with CfCs 

results in termination from Medicare.  See 42 C.F.R. § 488.604; 42 U.S.C. § 1395rr(g)(1). 
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In purpose and effect, the Rule’s insurer-disclosure obligations will drive ESRD patients 

to Medicare/Medicaid coverage—or deprive them of coverage altogether—by identifying 

patients receiving premium assistance and allowing insurers to decline coverage of such 

individuals.  Ex. B ¶¶ 14-15, 37-48; Ex. C ¶¶ 90-91; Ex. D ¶¶ 105-115; Ex. E ¶ 75-78, 80.  HHS 

concedes there is a “significant risk” that insurers will refuse to accept premiums from ESRD 

patients paid in part through charitable premium assistance when the insurer is informed of that 

fact.  81 Fed. Reg. at 90,217.  Indeed, HHS itself assumes that 50% of patients currently 

receiving premium assistance will end up shifting to Medicare/Medicaid.  Id. at 90,226.  Further, 

HHS itself estimates that the cost to dialysis providers of complying with the burdensome 

requirements that the Rule imposes will be at least $32 million the first year and $28 million for 

subsequent years.  See id. at 90,223. 

Instead of providing an opportunity for public stakeholder comment on this significant 

regulatory change, as HHS was required to do under the APA and Medicare Act, the agency 

invoked the emergency good-cause exception, claiming that a health-related emergency made it 

necessary to upend an established paradigm that has existed for nearly twenty years.  HHS also 

cut short the 60-day period from publication to effective date required under the Congressional 

Review Act, making the Rule effective on January 13, 2017, just 30 days after publication.  Both 

procedural maneuvers were necessary—and quite obviously intended—to put a new rule into 
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effect before the incoming administration would as a matter of course suspend it as a pending 

midnight regulation.7 

STANDARD OF REVIEW 

Under the APA, the Court “shall hold unlawful and set aside agency action” that is 

“arbitrary, capricious, an abuse of discretion, or otherwise not in accordance with law.”  

5 U.S.C. § 706(2)(A), (B).  This Court’s “review of the agency’s legal conclusion of good 

cause,” so as to avoid the APA’s notice-and-comment requirements, “is de novo.”  Sorenson 

Commc’ns Inc. v. FCC, 755 F.3d 702, 706 (D.C. Cir. 2014).  If those legal requirements are not 

met, the court must vacate the Rule.  Id. at 710.8 

In addition, agency action “is arbitrary and capricious,” when, among other things, an 

agency “entirely fail[s] to consider an important aspect of the problem, offer[s] an explanation 

for its decision that runs counter to the evidence before the agency, or is so implausible that it 

could not be ascribed to … the product of agency expertise.”  Luminant Generation Co., LLC v. 

                                                 
7 Outgoing administrations often have substantial incentives to engage in “midnight 
rulemaking”—attempting to rush through significant regulatory changes consistent with their 
own political objectives or policy views before a new administration, with different objectives 
and perspectives, comes to power.  CRS, Midnight Rulemaking 3 (July 18, 2012).  Incoming 
administrations also regularly take steps to guard against such midnight rulemaking, but their 
ability to do so depends in important respects on whether a new rule has yet taken effect.  For 
example, new Presidents often “postpone the effective dates of certain rules that were issued at 
the end of the previous President’s term.”  Id. at 3.  During that time, new administrations can 
carefully review and consider whether to repeal midnight rules before they take effect.  Thus, 
“emergency” rulemaking like that at issue here, where an agency after an election peremptorily 
suspends notice-and-comment to make a rule effective before Inauguration Day, risks 
undermining the political checks new administrations use to control such rules. 
8 In rejecting an agency’s invocation of good cause, the Fifth Circuit in United States v. Johnson, 
632 F.3d 912, 928 (5th Cir. 2011), referenced “the APA’s standard:  agency action may be set 
aside if it is ‘arbitrary, capricious, an abuse of discretion, or otherwise not accordance with law.”  
Nothing in the opinion, however, suggests that the Fifth Circuit applied a deferential standard of 
review as to the legal question of whether the good-cause standard was satisfied.  Indeed, the 
court rejected the government’s explanation as not “persuasive.”  Id. at 928.  HHS’s explanations 
for good cause here are similarly “unpersuasive,” regardless of the standard of review. 
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EPA, 675 F.3d 917, 925 (5th Cir. 2012).  An agency violates those duties when it fails to 

“cogently explain why it has exercised its discretion in a given manner.”  Motor Vehicle Mfrs. 

Assn. of U.S., Inc. v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 48-49 (1983).   

DISCUSSION 

 A temporary restraining order and preliminary injunction against enforcement of the Rule 

are necessary because: (1) there is a substantial likelihood of success on the merits of Plaintiffs’ 

challenges to the Rule; (2) Plaintiffs would suffer irreparable injury absent preliminary relief; 

(3) the balance of equities favors such relief; and (4) the public interest would not by disserved 

by such relief.  See Planned Parenthood of Gulf Coast, Inc. v. Gee, 837 F.3d 477, 488 (5th Cir. 

2016); Hart v. Wells Fargo Bank, N.A., 2014 WL 12531172, at *1 (N.D. Tex. Mar. 31, 2014) 

(standard for temporary restraining order and preliminary injunction are the same). 

I. PLAINTIFFS ARE LIKELY TO SUCCEED ON THEIR CHALLENGES TO THE RULE 
 

A. HHS Lacked “Good Cause” To Promulgate The Rule Without Notice And 
Comment And Thus Violated The APA  

The APA requires an agency seeking to promulgate a substantive rule to do so through 

notice-and-comment procedures.  5 U.S.C. § 553.  The Medicare Act—which was invoked here 

by HHS—imposes the same requirements.  42 U.S.C. § 1395hh(b)(1).  Under those procedures, 

an agency must “publish[]” a “notice of proposed rulemaking”—also called a NPRM—“in the 

Federal Register,” and the notice must include “the terms or substance of the proposed rule or a 

description of the subjects and issues involved.”  5 U.S.C. § 553(b).  An agency must also “give 

Case 4:17-cv-00016-ALM   Document 3   Filed 01/06/17   Page 19 of 45 PageID #:  69



 

13 
 
 

interested persons an opportunity to” submit “written data, views, or arguments.”  Id. § 553(c).  

After “consideration of the relevant matter presented,” the agency publishes a final rule.  Id.9 

These requirements serve vital purposes, helping to ensure accountability and well-

informed and reasoned decision-making.  Congress intended “the notice and comment 

provisions” “‘to assure fairness and mature consideration of rules.’”  Brown Exp., Inc. v. United 

States, 607 F.2d 695, 701 (5th Cir. 1979).  Indeed, these procedures are “one of Congress’s most 

effective and enduring solutions to the central dilemma it encountered in writing the APA—

reconciling the agencies’ need to perform effectively with the necessity that the law must provide 

that … the regulator shall be regulated, if our present form of government is to endure.”  New 

Jersey Dep’t of Envtl. Prot. v. EPA, 626 F.2d 1038, 1045 (D.C. Cir. 1980).  Notice-and-comment 

is “especially” important “in the context of health risks” because guaranteeing a role for 

stakeholder participation “assure[s]” the “dialogue” “necessary” for “reasonable rules.”  Nat’l 

Ass’n of Farmworkers Orgs. v. Marshall, 628 F.2d 604, 621 (D.C. Cir. 1980).  

Congress has provided exceptions to notice-and-comment requirements, but given the 

requirements’ importance to the rule of law, the exceptions are exceedingly “narrow[]” and “only 

reluctantly countenanced.”  Tenn. Gas Pipeline Co. v. FERC, 969 F.2d 1141, 1144 (D.C. Cir. 

1992).  An agency may dispense with the requirements for “good cause,” which exists only when 

notice-and-comment would be “impracticable, unnecessary, or contrary to the public interest.”  5 

U.S.C. § 553(b)(3)(B); 42 U.S.C. § 1395hh(b)(2)(C).  This “exception” is “read narrowly,” 

however, “to avoid providing agencies with an ‘escape clause’ from the requirements Congress 

prescribed.”  United States v. Garner, 767 F.2d 104, 120 (5th Cir. 1985); Texas v. United States, 
                                                 
9 The APA typically requires that a final rule may not be effective until 30 days pass from 
publication.  5 U.S.C. § 553(d).  For certain rules, however, a separate statute—the 
Congressional Review Act—imposes a 60-day delay before a rule may take effect.  See id. 
§ 801(a)(3). 
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809 F.3d 134, 171 (5th Cir. 2015).  Otherwise, the good-cause exception would “carve the heart 

out of the statute.”  Action on Smoking & Health v. CAB, 713 F.2d 795, 800-801 (D.C. Cir. 

1983). 

HHS’s invocation of good-cause does not remotely satisfy those standards.  HHS asserted 

that notice-and-comment would be “contrary to the public interest,” as delay would “harm” 

patients, 81 Fed. Reg. at 90,221.  In particular, HHS asserted that delay would expose patients to 

kidney transplant risks; additional costs of QHP coverage; and mid-year coverage disruptions.  

Id.  Those purported justifications cannot be squared with the facts or law. 

1. HHS’s Purported Good-Cause Rationales Are Meritless 
  
 HHS’s core contention that dispending with notice and comment was necessary to protect 

patients has things precisely backwards.  Far from addressing a bona fide health-care emergency, 

the Rule will create one by decreasing patient access to transplants and precipitously exposing 

impecunious patients to coverage gaps and interrupting the continuity of their care—ironically, 

the Rule will cause the very harms it is purported to prevent.  If HHS had abided by its notice-

and-comment obligations, Plaintiffs and others would have explained these flaws to HHS, and 

presumably have averted these irrational and harmful consequences.10 

Alleged kidney transplant risk.  HHS speculates that QHPs supported by premium 

assistance could interfere with a patient’s ability to receive a transplant because, HHS asserts, 

when ESRD patients “are enrolled in [QHPs] supported by third parties, they may have difficulty 

                                                 
10 HHS’s claims of harm are also implausible on their face.  At the time HHS issued the Interim 
Final Rule, HHS simultaneously began a thirty-day comment period in connection with 
promulgating a non-interim Final Rule.  Following those procedures without immediately 
implementing the Rule as “Interim Final” would have at occasioned a delay of only several 
months (assuming, of course, that the new administration agreed that such a rule was necessary).  
HHS does not even attempt to explain why such a delay would cause harms severe enough to 
justify evading notice-and-comment requirements. 
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demonstrating continued access to care due to loss of premium support after transplantation.”  81 

Fed. Reg. at 90,215.  This conjecture is unsupported and irrational.   

First, HHS identifies no empirical support for this purported “harm.”  Although 

charitable premium assistance may sometimes be offered only during the period when a patient 

is receiving dialysis treatment, an ESRD patient—who is permitted without penalty to defer 

Medicare enrollment when beginning dialysis treatment—is unarguably permitted to enroll in 

Medicare at the time of transplant and to remain on Medicare for 36 months post-transplant.  42 

C.F.R. § 406.13(e)(3) (eliminating waiting period for transplant patients); Ex. C ¶ 45.  There is 

no genuine risk, therefore, that a patient seeking a transplant cannot demonstrate that he or she 

can obtain continued access to care.11 

HHS conceded this, and even admits that “individuals could arrange for Medicare 

coverage to begin at the time of transplantation.”  81 Fed. Reg. at 90,215.  HHS speculates that 

patients may not “understand their coverage options,” id., but that stunningly ignores that 

existing HHS guidance requires providers to make those options known and dialysis providers 

work with patients to do just that, e.g., Seibman Decl. Ex. 5 (Fresenius Medical Care RFI Resp.) 

at 4-5; Ex. C ¶¶ 30-39; Ex. E ¶¶ 24-28.  It was entirely unreasonable for HHS to ignore those 

existing requirements in assessing the issue.  See Business Roundtable v. SEC, 647 F.3d 1144, 

1150 (D.C. Cir. 2011) (SEC acted unreasonably in ignoring legal requirements in predicting how 

parties would act). 

Second, by enabling insurers to drop coverage of QHPs, the Rule makes disruption to 

transplants more, not less, likely, thus relegating patients to public options in which they are 

                                                 
11 After 36 months, assuming the patient is not yet eligible for Medicare due to age, the patient 
will be positioned to re-enter the workforce and obtain coverage through an employer group plan 
or on the exchange.  Ex. C ¶ 45; Ex. D ¶ 82. 
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statistically much less likely to receive a successful transplant.  There is substantial evidence—

already before HHS and that Plaintiffs could have identified during notice-and-comment 

rulemaking—demonstrating that public options, not private insurance, hamper ESRD patients’ 

ability to receive transplants.  Ex. B ¶ 35; Seibman Decl. Ex. 2 at 18-19 & n.35-36; Seibman 

Decl. Ex. 6 (Kidney Care Counsel RFI Resp.) at 3.  For example, instead of increasing patients’ 

access to transplants, ESRD patients forced to shift to Medicare or Medicaid could lose their 

place on a transplant list if the transplant facility or provider does not accept public insurance.  

See Seibman Decl. Ex. 7 (DaVita RFI Resp.) at 6.   

Certain benefits of private insurance also contribute to making a patient significantly 

more likely to receive a kidney transplant and experience a successful one than patients on 

Medicare or Medicaid.  Some Medicaid plans will not pay for live transplant surgery, the type of 

surgery with the highest success rate.  Ex. C ¶ 65.  In addition, patients on public coverage may 

lose access to specialists necessary for them to be eligible for a transplant in the first place.  Ex. 

B ¶ 33; Seibman Decl. Ex. 2 at 17.  For example, a common reason a patient is denied a 

transplant is if that patient suffers from dental infections that could threaten the viability of the 

transplant.  But patients may not have access to dental coverage on Medicare or Medicaid, 

increasing the risk of dental infection and thus potentially keeping patients off transplant lists.  

Seibman Decl. Ex. 7 at 6 & n.13; Ex. F ¶ 28. 

There is thus overwhelming evidence—that HHS ignored—that patients with private 

insurance have greater success in obtaining transplants than those on public options, and that 

patients are successful (with the assistance of providers) in demonstrating continued access to 

care.  Ex. B ¶ 35; Ex. C ¶¶ 63-66 (patients with private insurance are three times more likely to 
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receive a kidney than those without); Ex. D ¶¶ 50-53.  HHS’s contrary assertion ignores all of 

this. 

Alleged economic costs.  HHS’s claim that QHPs are “financially disadvantageous for 

some patients with ESRD,” 81 Fed. Reg. at 90,216, 90,221, also provides no basis for bypassing 

notice-and-comment procedures.  First, even if HHS’s factual premise were correct (it is not), 

marginal economic cost difference for some patients between public insurance and QHPs is not 

an “emergency” that supports the good-cause exception.  See Mack Trucks, Inc. v. EPA, 682 F.3d 

87, 93-94 (D.C. Cir. 2012) (treating economic injury as sufficient to support good-cause 

exception “would give agencies ‘good cause’ under the APA every time a [party] in a regulated 

field felt a new regulation imposed some degree of economic hardship”). 

Second, HHS’s claim of additional costs for patients is unfounded.  In fact, HHS admits 

that “for some” patients, there are “financial benefits from [QHPs] if total premiums and cost 

sharing are lower,” 81 Fed. Reg. at 90,216, yet HHS made no effort to quantify or otherwise 

demonstrate whether ESRD patients in the aggregate would financially benefit from being forced 

into Medicare coverage by the Rule.  Indeed, in advancing this cost rationale, HHS ignored that 

many patients with QHP would experience a significant increase in financial costs if they were 

forced into public coverage.  E.g., Seibman Decl. Ex. 2 at 12; Ex. B ¶¶ 30-32; Ex. C ¶ 52, 68-70; 

Ex. E ¶ 30.  For example, patients who are ineligible for Medicaid and live in a State without 

supplemental coverage like Medi-Gap face uncapped out-of-pocket expenses under Medicare, 

which could increase a patient’s out-of-pocket expenses by thousands of dollars per year.  E.g., 

Seibman Decl. Ex. 9 (Dialysis Patient Citizens RFI Resp.) at 6; Ex. B ¶¶ 30-31; Ex. C ¶ 51 & fig. 

1; Ex. D ¶¶ 33-36; Ex. E ¶ 30.b.  Still others would be ineligible for Medicare entirely, 

potentially subject to paying all their healthcare costs out of pocket until they have exhausted 
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their savings and become Medicaid-eligible.  Ex. C ¶¶ 68-69; Ex. E ¶ 30.a.  Indeed, in making 

this argument, HHS appears to ignore more than 80 individual comments from ESRD patients 

making these or similar points. 

The cost-based reasons HHS does offer do not withstand scrutiny.  For example, HHS 

theorizes that for some patients Medicaid may be better because it covers out-of-pocket costs.  

But HHS admits that a patient enrolled in a QHP can “be enrolled in both Medicaid and 

individual market coverage.”  81 Fed. Reg. at 90,216.  HHS speculates that such an arrangement 

would create “financial risk” for a patient who would need to “coordinate multiple types of 

coverage.”  Id.  But providers regularly work with their patients to ensure that patients fully 

understand their coverage options and how to use both forms of insurance coverage.  E.g., Ex. C 

¶¶ 29-40 (describing DaVita’s extensive patient education program, which includes dedicated 

teams of social workers, insurance counselors, and medical professionals); Ex. E ¶ 24-28 

(similar); Ex. F ¶ 11 (similar); Seibman Decl. Ex. 6 at 13; Seibman Decl. Ex. 8 (U.S. Renal Care 

RFI Resp.) at 2. 

With respect to Medicare patients, HHS labors to identify ways that, in certain cases, 

some patients might pay slightly more for a QHP because of things like late enrollment penalties.  

81 Fed. Reg. at 90,216.  But those are considerations on which patients can be trusted to make 

decisions in their self-interest, e.g., Ex. C ¶ 40, and in any event hardly represent an 

“emergency.”  

Alleged mid-year coverage disruptions.  HHS’s final justification for abandoning notice-

and-comment is that immediate implementation of the Rule is necessary to prevent “mid-year 

disruptions in coverage for patients/individuals who have [QHP] for which third parties make 

premium payments.”  81 Fed. Reg. at 90,217.  That rationale contradicts HHS’s own findings.  
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Indeed, the rationale for the Rule is to drive patients to transition to public options, as HHS 

acknowledges would happen.  See 81 Fed. Reg. at 90,226 (conceding the Rule will drive 50% of 

QHP patients receiving charitable premium assistance to public options).  It is thus the Rule, not 

the status quo, that precipitate the very disruptive transitions between insurance coverage that the 

Rule claims harms consumers.  See Ex. B ¶¶ 14-15, 37-48; Ex. C ¶¶ 90-91; Ex. D ¶¶ 105-115; 

Ex. E ¶ 31, 80; Seibman Decl. Ex. 6 at 13-14.   

It was entirely irrational for HHS to enact a Rule to prevent coverage disruptions when 

the agency knew the Rule would cause those very disruptions.  Ex. B ¶ 29.  HHS compounded 

that harm by rushing to make the Rule effective during an enrollment, knowing that many 

patients had already made coverage selections for the year based on an expectation that they 

could receive charitable premium assistance.  And, if HHS were truly concerned about this risk, 

it could have exercised its authority over Exchanges by barring insurers from dropping coverage, 

at least while HHS invited notice-and-comment on these issues.12 

 2. HHS’s Justifications Are Also Legally Insufficient 
 

HHS’s proffered justifications for bypassing notice-and-comment fail as a matter of law 

for additional reasons.  First, each of HHS’s theories of harm reflect nothing more than 

anecdotes and speculation.  See 81 Fed. Reg. at 90,224 (asserting that RFI responses “indicated 

that dialysis facilities may be encouraging patients to move from one type of coverage into 

another”; QHP “may result in harm to the individual”; and although enrollment trends are not 

“evidence of inappropriate behavior” they “raise[] concerns” of steering) (emphases added).  
                                                 
12 That “[t]his is the time of year when patients often make enrollment decisions, with Open 
Enrollment in the individual market ongoing and General Enrollment Period in Medicare about 
to begin on January 1,” 81 Fed. Reg. at 90,221, adds nothing to HHS’s good-cause analysis.  
HHS controls the timing of the enrollment periods and HHS’s announcement of the Rule and 
implementation on an expedited basis near the enrollment period has in fact caused 
immeasurable confusion and concern among ESRD patients.  Ex. B ¶ 49; Ex. D ¶¶ 110-114. 
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Such “speculation is” ordinarily “an inadequate replacement for the agency’s duty to undertake 

… reasoned analysis.”  Horsehead Resource Development Co., Inc. v. Browner, 16 F.3d 1246, 

1269 (D.C. Cir. 1994) (per curiam).  And that is particularly so under the good-cause exception:  

fear a problem “could” occur might prompt a “[c]ause for concern,” but “hardly” demonstrates a 

“crisis” sufficient to bypass notice-and-comment.  Sorenson Commc’ns, 755 F.3d at 706-707. 

Second, the problems identified by the Rule do not amount to an emergency sufficient to 

constitute “good cause” as a matter of law.  The “public interest” prong of the exception—the 

only one invoked by HHS—is “rare[ly]” satisfied, Mack Trucks, 682 F.3d at 94, and the 

justifications offered by HHS do not remotely satisfy that standard.  Even were HHS correct that 

the Rule would in fact provide some health or financial benefits to ESRD patients, that would not 

excuse bypassing notice-and-comment.  “[T]he bare need to have regulation” is not good cause.  

Marshall, 628 F.2d at 621.  Most, “if not all,” agency rules “are designed to eliminate some real 

or perceived harm.  If the mere assertion that such harm … were enough to establish good cause, 

then notice and comment would always have to give way.”  United States v. Reynolds, 710 F.3d 

498, 512 (3d Cir. 2013).  Indeed, the “argument could as easily be used to justify immediate 

implementation of any sort of health or safety regulation, no matter how small the risk for the 

population at large or how long-standing the problem.”  American Acad. of Pediatrics v. Heckler, 

561 F. Supp. 395, 401 (D.D.C. 1983).13  Thus, Plaintiffs are likely to success on their claim (set 

forth in Count I of the Complaint), that all of HH’s purported justifications for emergency 

rulemaking fail, and the Interim Final Rule must be vacated for that reason. 
                                                 
13 Of course, these limited health-related gains are not HHS’s true purpose in promulgating the 
Rule.  Instead, HHS reveals its true motivations in a footnote:  it acknowledges that it could 
address the purported problem of insurers dropping coverage by “requiring issuers to accept 
[third-party] payments,” but it asserts that result “would destabilize the individual market risk 
pool.”  81 Fed. Reg. at 90,218; see also id. at 90,226 (rejecting such a requirement as an 
alternative to the rule, under the same reasoning). 
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Furthermore, as evidenced by OIG’s decades-old opinion as well as more recent guidance 

issued by HHS, questions of charitable donations and third-party premium assistance have long 

been on HHS’s radar.  This is thus decidedly not a case in which an agency faces an a new or 

escalating threat, and invokes the good-cause exception to head off or respond to that emergency.  

See Hawaii Helicopter Operators Ass’n v. FAA, 51 F.3d 212, 214 (9th Cir. 1995) (finding good 

cause based on “recent escalation of fatal air tour accidents”); Jifry v. FAA, 370 F.3d 1174, 1179 

(D.C. Cir. 2004) (finding good cause to change rules following 9/11). 

Thus, in the end, the only true “emergency” HHS faced here was a political one:  it 

wanted to put its regulation into effect before Inauguration Day.  But an election and orderly 

transition of power obviously do not provide good cause for dispensing with basic legal 

requirements of reasoned rulemaking.14 

B.  The Rule Is Arbitrary And Capricious 

 For the reasons explained above, HHS’s failure to follow notice-and-comment 

procedures without good cause requires vacatur of the Rule.  Independently, Plaintiffs are likely 

to prevail on their challenges to the Rule as arbitrary and capricious.  5 U.S.C. § 706(2)(A); see, 

e.g., American Acad. of Pediatrics, 561 F. Supp. at 399 (applying arbitrary-and-capricious 

                                                 
14 That HHS invited “post-promulgation comments” on the Interim Final Rule and a final rule 
does not “excuse compliance with APA procedures.”  Johnson, 632 F.3d at 929; accord Mack 
Trucks, Inc. v. EPA, 682 F.3d 87, 95 (D.C. Cir. 2012); Marshall, 628 F.3d at 621-622.  Nor is the 
APA violation harmless.  Plaintiffs’ submissions make clear “they can mount a credible 
challenge to the [Rule] and were thus prejudiced by the absence of an opportunity to do so 
before” HHS issued the Rule.  Utility Solid Waste Activities Group v. EPA, 236 F.3d 749, 754 
(2001).  And the RFI is no substitute for an NPRM.  An NPRM must “describe the range of 
alternatives being considered with reasonable specificity,” Small Refiner Lead Phase-Down Task 
Force v. EPA, 705 F.2d 506, 549 (D.C. Cir. 1983), so that stakeholders can respond with an 
“adversarial critique of the agency,” HBO, Inc. v. FCC, 567 F.2d 9, 55 (D.C. Cir. 1977).  
Nothing about the RFI fulfilled those objectives.  The RFI was “issued solely for information and 
planning purposes,” 81 Fed. Reg. 57,555, and did not set forth a proposed rule on which to 
comment. 
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review to interim HHS rule issued without notice-and-comment); Compl. ¶¶ 127-149.  Given the 

emergency nature of Plaintiffs’ request for preliminary relief, and the clear illegality of HHS’s 

evasion of notice-and-comment, Plaintiffs address these substantive challenges only briefly, and 

reserve the right, of course, to develop them more fully in further proceedings in this litigation.  

First, HHS irrationally ignored the disadvantages of the Rule.  “[R]easonable regulation 

ordinarily requires paying attention to the advantages and the disadvantages of agency 

decisions.”  Michigan v. EPA, 135 S. Ct. 2699, 2707 (2016).  Here, HHS based the Rule on the 

supposed benefits of driving ESRD patients from QHPs to Medicare/Medicaid coverage.  See 81 

Fed. Reg. at 90,217; Ex. B ¶ 16.  Before putting into motion such a consequential chain of 

events, however, reasoned decision-making required HHS to acknowledge the benefits of QHPs 

for some patients and weigh the advantages and disadvantages of its Rule. 

Numerous responses to the RFI detailed the benefits of QHPs.  For example, individual 

patients and others explained that many patients have lower costs under QHPs than public 

options.  E.g., Seibman Decl. Exs. 10-16 (Patient RFI Resps.); see Seibman Decl. Ex. 2 at 12-18; 

Seibman Decl. Ex. 17 (Kidney Care Partners RFI Resp.) at 4-5.  In addition, patients explained 

that, unlike QHPs, Medicare’s out-of-pocket costs are not capped, and many have no way to 

cover those costs, either because they live in a State without supplemental coverage like Medi-

Gap or because they are not eligible for Medicaid.  E.g., Seibman Decl. Ex. 14.  Inexplicably, 

HHS ignored the substance of those comments, focusing entirely on the “potential harm to 

patients” in justifying the Rule and making no effort to judge whether QHP benefits outweighed 
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those harms.  See 81 Fed. Reg. at 90,215-90,217.  It was irrational to adopt a Rule purportedly 

aimed at helping patients without weighing the disadvantages as well as benefits of the Rule.15 

Second, the risk that the Rule would lead to unlawful discrimination by insurers was 

quite obviously an “an important aspect of the problem,” State Farm, 463 U.S. at 43, that HHS 

was required to, but did not, address.  The ACA prohibits covered insurers from discriminating 

on several prohibited bases, incorporating by reference provisions from federal anti-

discrimination law.  See 42 U.S.C. § 18116; 45 C.F.R. § 92.101.  Insurers’ refusal to accept 

charitable assistance from ESRD patients violates that mandate on at least two prohibited 

bases—disability and race, because ESRD is a disability protected under the statute and ESRD 

patients are disproportionally racial minorities, as RFI responses made clear.  E.g., Seibman 

Decl. Ex. 5 at 11-13.  Insurers who drop coverage of ESRD patients as a result of the Rule will 

thus do so in violation of these non-discrimination requirements.16 

In addition, HHS was obligated—but failed—to consider the significant problem that the 

Rule enables coverage denials based on pre-existing conditions.  The ACA prohibits insurers 

from imposing eligibility rules based on that basis, see 42 U.S.C. § 300gg-4(a), but those who 

receive charitable assistance are usually those who need it because of an existing health 

                                                 
15 HHS did reference that it received over 600 comments in a “letter-writing campaign” from 
patients receiving premium assistance from Patient Services, Inc. (PSI), an organization that 
provides support to patients with a range of chronic diseases.  But none of those patients were 
dialysis patients because dialysis patients do not qualify for PSI assistance.  Approximately 80 
individual patients, in their own words (not through a form letter), expressed satisfaction with 
QHPs.  HHS’s cursory dismissal of those patient letters was indefensible.  
16 HHS asserts that the Rule “does not alter” requirements relating to “guaranteed availability” or 
“non-discrimination-related regulations,” 81 Fed. Reg. at 90,220, but it does not even attempt to 
explain how insurers could comply with those requirements while also dropping coverage after 
learning of premium payments through the Rule’s insurer disclosure requirements. 
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condition (whether ESRD, HIV/AIDS, or something else).  Ex. B ¶ 7-8; Ex. D ¶¶ 56-66, Ex. E 

¶ 37.  HHS wholly ignored this important issue in promulgating the Rule. 

Third, HHS unreasonably departed from decades-old guidance without acknowledging or 

justifying the break with precedent.  Although an agency may change its position, the APA 

“ordinarily demands[] that [the agency] display awareness that it is changing position.”  FCC v. 

Fox Television Stations, 556 U.S. 502, 515 (2009).  Thus, “[a]n agency may not … depart from a 

prior policy sub silentio or simply disregard rules that are still on the books.”  Id.  HHS 

disregarded those requirements here.  As noted above, in 1997, HHS OIG issued an opinion 

allowing AKF to operate HIPP while permitting providers to join the thousands of donors 

supporting AKF and other charities.  The opinion recognized the value of premium assistance in 

enhancing patient choice and it set forth guidelines expressly aimed at ensuring that donors 

would be walled from HIPP’s operations and to prevent undue influence or patient steering in 

selecting a provider.  See Seibman Decl. Ex. 3.  The guidance has successfully governed 

charitable giving in this context for almost two decades.  See Ex. D ¶¶ 96-102; Seibman Decl. 

Ex. 5 at 8. 

 The Rule abruptly breaks from that longstanding precedent.  Under OIG precedent, 

charitable premium assistance by AKF was legitimate and lawful.  The Rule, however, permits 

and encourages insurers to reject charitable assistance that complies with OIG guidance.  Indeed, 

in the wake of the Rule’s announcement, insurers are doing just that.  E.g., Ex. C ¶¶ 90-91; Ex. D 

¶¶ 105-107; Ex. E ¶ 61 (describing letter received from Blue Cross Blue Shield of Minnesota 

stating that third-party premium assistance is not permitted for “fully-insured commercial lines 

of business, including individual/family plans and group plans”).  Moreover, as discussed above, 

the Rule breaks with OIG guidance in other ways, for example, by forcing providers to make 
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disclosures that violate longstanding OIG-imposed requirements in this area.  Ex. C ¶¶ 94-101; 

Ex. E ¶¶ 70-74.  HHS’s failure to display “awareness” it was “changing [its] position” from its 

longstanding guidance requires vacatur of the Rule.  Fox Television Stations, 556 U.S. at 515. 

II. THE RULE WILL IRREPARABLY HARM PLAINTIFFS 

Preliminary relief is also appropriate and necessary because Plaintiffs are “likely to suffer 

irreparable harm, that is, harm for which there is no adequate remedy at law.”  Daniels Health 

Scis., LLC v. Vascular Health Scis., LLC, 710 F.3d 579, 585 (5th Cir. 2013). 

A.  Individual Patients Will Suffer Irreparable Harm 

Patients—whose interests are represented by DPC, see Affiliated Prof’l Home Health 

Care Agency v. Shalala, 164 F.3d 282, 286 (5th Cir. 1999) (entity can represent patient 

interests); Oak Park Health Care Ctr., LLC v. Johnson, 2009 WL 331563, at *3 (W.D. La. Feb. 

10, 2009) (same)—face irreparable injury in at least two ways. 

First, although the Rule ostensibly seeks to protect ESRD patients, it in fact exposes 

patients to serious and immediate health risks by forcing a transition exclusively to public 

coverage, as demonstrated above.  See supra pp. 18-19 (explaining how the Rule will drive 

patients off QHPs); see also Ex. B ¶¶ 14-15, 37-48; Ex. C ¶¶ 90-91; Ex. D ¶¶ 105-115; Ex. E 

¶¶ 31, 78.  For example, for patients who are compelled to switch to Medicaid only, there is a 

severe shortage of Medicaid providers—especially in rural areas and among specialists—which 

can jeopardize care for ESRD patients.  Ex. B ¶ 33; Ex. C ¶ 58; Ex. D ¶¶ 37-38; Ex. E ¶ 30.f.  

“Only 67% of primary care providers treat Medicaid patients, and only 44% of those providers 

accept new Medicaid patients.”  Ex. C ¶ 58.  Thus, under the Rule, patients may not be able to 

find specialists in the Medicaid network close by, or if they can, there can be unreasonable waits 
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to get an appointment.  For dialysis patients, this lost time can have a significant impact on 

health.  Ex. D ¶¶ 43-45, Ex. E ¶ 83. 

There are equally serious access-to-care risks for patients forced to switch to Medicare.  

Not all ESRD patients qualify for Medicare, due to duration-of-work requirements or citizenship 

requirements, and under the Rule those individuals would lose access to any insurance option in 

perpetuity.  Ex. C ¶¶ 17, 49-50 (over 1,000 DaVita patients ineligible for either Medicare or 

Medicaid); Ex. E ¶ 32; Ex. F ¶ 17 (approximately 310 U.S. Renal Care patients are ineligible for 

either Medicare or Medicaid).  Without dialysis ESRD patients risk a serious medical setback, 

even death.  Ex. B ¶¶ 3-4; Ex. C ¶ 9; Ex. E ¶ 81.  “No harm could be more irreparable.”  Knowles 

v. Horn, 2010 WL 517591, at *7 (N.D. Tex. Feb. 10, 2010); see also Int’l Res., Inc. v. N.Y. Life 

Ins. Co., 950 F.2d 294, 302 (6th Cir. 1991) (loss of health insurance, which would “adversely 

effect the proper maintenance of [plaintiff’s] health,” as well “interruption of the care might 

cause irreversible physical harm,” was sufficient to establish irreparable harm). 

In addition, Medicare does not extend to family members, and most households with an 

individual suffering ESRD lack financial resources to afford private insurance for other 

household members.  QHPs may provide such coverage.  Ex. B ¶ 34; Ex. C ¶ 55; Ex. D ¶¶ 31-32, 

39-40; Ex. E ¶ 30.  Thus, under the Rule, those family members would be left without any health 

insurance—which is also irreparable harm.  See United Steelworkers of America v. Ft. Pitt Steel 

Casting, Div. of Conval–Penn, Inc., 598 F.2d 1273, 1280 (3d Cir. 1979) (possible denial of 

“adequate medical care as a result of having no insurance would constitute ‘substantial and 

irreparable injury”); Whelan v. Colgan, 602 F.2d 1060, 1062 (2d Cir. 1979) (“threatened 

termination of … medical coverage for workers and their families obviously raised the spectre of 
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irreparable injury”); United Steelworkers of America v. Textron, Inc., 836 F.2d 6, 8 & 9 (1st Cir. 

1987) (similar). 

Second, patients will be irreparably harmed by the loss of choice of coverage.  See Ex. D 

¶¶ 20-29, 71, 84, 105-115.  Patient choice is a cornerstone of the ACA, 42 U.S.C. § 18032, and 

Congress has long recognized the right of ESRD patients to remain on private insurance for 

certain periods of time, 42 U.S.C. § 426-1(a); see also Ex. B ¶¶ 18-28; Ex. C ¶ 14.  The Rule 

countermands those judgments by steering patients exclusively to public coverage, even when a 

patient would prefer private coverage.  That deprivation of choice is irreparable harm.  See 

Planned Parenthood of Gulf Coast, Inc. v. Gee, 837 F.3d 477, 501 (5th Cir. 2016) (denial of 

“access to a much needed medical provider and the legal right to the qualified provider of their 

choice” is “irreparable harm”). 

B.  Provider Plaintiffs Will Suffer Irreparable Harm 

Absent preliminary relief, Provider Plaintiffs will also suffer multiple types of irreparable 

injury.  First, the Rule likely will lead to dialysis-facility closure.  The cost of treating patients 

covered by public insurance is often more than the reimbursement received from the government 

for that treatment.  Dialysis providers are able to remain in business largely because the 

reimbursements they receive from private insurers are sufficient to make provision of care to all 

patients, including those covered by public insurance, financially viable.  Because of the Rule, 

however, many ESRD patients receiving private insurance will switch to public insurance.  This 

will cause at least some of Plaintiff Providers’ facilities to become financially unsustainable, 

potentially leading to facility closures, employee lay-offs, and harm to the vulnerable patients 

who will need to travel significant distances to receive treatment multiple times per week.  Ex. C 

¶¶ 73-77 (six majority-owned DaVita facilities in Texas may close); Ex. E ¶¶ 69, 82-84 (at least 
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two FMCNA facilities in the Eastern District of Texas, which treat approximately 170 patients, 

may close); Ex. F ¶¶ 52-53, 60-62.  These harms are irreparable.  See Texas v. EPA, 829 F.3d 

405, 434 (5th Cir. 2016) (“unemployment and the permanent closure of plants” are “irreparable” 

harms); Planned Parenthood of Cent. N. Carolina v. Cansler, 804 F. Supp. 2d 482, 499 

(M.D.N.C. 2011) (similar). 

Second, the Rule risks catastrophic economic injury resulting from termination from 

Medicare.  Given the complexity, uncertainty, and inconsistency of the Rule as well as the 

unrealistic timeline for implementation, although Provider Plaintiffs will work hard to comply, 

there is a significant risk they will be unable to do so.  Ex. C ¶¶ 82-106 (explaining four reasons 

why compliance will be challenging); Ex. E ¶¶ 51-62, 64; Ex. F ¶ 51.  Under the Medicare Act 

and HHS rules, the default sanction for non-compliance with a CfC is termination from 

Medicare.  42 U.S.C. § 13955rr(g), 42 C.F.R. § 488.604.  Termination would be financially 

ruinous for providers, e.g., Ex. C ¶¶ 78-81 (termination would “risk[] insolvency”); Ex. E ¶¶ 69, 

82-84; Ex. F ¶¶ 52-53, and the risk of such catastrophic economic harm is irreparable injury, see 

Humana, Inc. v. Avram A. Jacobson, M.D., P.A., 804 F.2d 1390, 1394 (5th Cir. 1986) (affirming 

irreparable-harm finding because “[l]oss of Medicare funding would directly deprive [plaintiff] 

of more than 50% of its business”); New Orleans Home for Incurables, Inc. v. Greenstein, 911 F. 

Supp. 2d 386, 408 (E.D. La. 2012). 

Third, significant and substantial compliance costs—which cannot be recovered later 

from the government—are also irreparable.  See American Health Care Ass’n v. Burwell, 2016 

WL 6585295, at *15 (N.D. Miss. Nov. 7, 2016) (considering compliance costs as part of 

irreparable injury analysis); Nevada v. United States Dep’t of Labor, 2016 WL 6879615, at *7 

(E.D. Tex. Nov. 22, 2016) (same).  The Rule will compel significant changes to Provider 
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Plaintiffs’ operations, and impose substantial costs, particularly given the compressed thirty-day 

compliance schedule.  Ex. C ¶¶ 107-110 ($11 million in compliance costs for DaVita); Ex. E 

¶¶ 50-59; Ex. F ¶¶ 54-57; see 81 Fed. Reg. at 90,225 (estimating compliance costs of more than 

$29 million annually).17  These injuries are, by definition, irreparable because “[n]o mechanism 

… exists for the [plaintiffs] to recover the compliance costs they will incur if the [challenged] 

[r]ule is invalidated on the merits.”  Texas v. EPA, 829 F.3d at 434; Planned Parenthood Gulf 

Coast, Inc. v. Kliebert, 141 F. Supp. 3d 604, 650 (M.D. La. 2015) (similar). 

Finally, the Rule risks serious reputational injury to Provider Plaintiffs and interference 

with their business relationships.  Because the Rule applies only to providers who donate to 

organizations that provide third-party assistance, the Rule may drive patients to other providers 

not covered by the Rule, so they can keep their QHP coverage.  Ex. C ¶¶ 112-113; Ex. F ¶ 70.  

The Rule also compels providers to disclose private details about how patients are paying for 

their insurance; thus, patients will lose QHP coverage, and they may blame their provider for this 

result, damaging Providers’ reputations and undermining goodwill.  Ex. C ¶¶ 114-115; Ex. F ¶¶ 

68-71.  Provider Plaintiffs will also suffer reputational harm if facilities are terminated for non-

compliance with the CfCs imposed by the Rule.  Ex. E ¶¶ 64-68.  Those harms are all 

irreparable.  E.g., Humana, 804 F.2d at 1394 (interference with patient relationships is 

irreparable harm); Kliebert, 141 F. Supp. 3d at 650 (“reputation[al] harm” was irreparable). 

III. THE BALANCE OF EQUITIES SUPPORTS PRELIMINARY RELIEF 
 

Preliminary relief is also necessary because the “threatened injury outweighs the harm to 

[HHS].”  Gee, 837 F.3d at 488.  Here, the balance of equities weighs decisively in favor of 

                                                 
17 Compounding the compliance problems, the Rule poses a dilemma, requiring providers to 
attempt to comply with the seemingly contradictory requirements of the Interim Final Rule and 
longstanding OIG guidance.  Ex. C ¶¶ 94-101; Ex E. ¶¶ 70-74; Ex. F ¶¶ 45-46. 
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preliminary relief.  As explained above, Plaintiffs will suffer concrete and irreparable injury if 

the Rule takes effect.  On the other side of the ledger, HHS would suffer no comparable harm 

were the Rule—which will substantially disrupt the status quo—delayed while the Court resolves 

Plaintiffs’ claims.  See American Health Care Ass’n, 2016 WL 6585295, at *18 (“balance of the 

harms … [is] determined partly in terms of whether it would be better to give the courts an 

opportunity to consider the merits of a Rule which sharply alters the pre-existing status quo, 

before it goes into effect”).  Harm to HHS is further minimized by the fact that HHS is currently 

conducting a rulemaking on these issues that may result in implementation of these or similar 

regulations in a few months, provided HHS considers them appropriate in the light of comments 

and further consideration.  Thus, “the threatened injury [to Plaintiffs] if the injunction is denied 

outweighs any harm that will result if the injunction is granted.”  Texas, 809 F.3d at 186. 

IV. PRELIMINARY RELIEF IS IN THE PUBLIC INTEREST 
 
 Finally, preliminary relief “will not disserve the public interest.”  Gee, 837 F.3d at 489.  

To the contrary:  the public interest strongly favors such relief to preserve the status quo. 

 First, the public interest lies in ensuring that ESRD patients have access to insurance 

coverage options of their choice, regardless whether they receive support for their premiums.  

See Gee, 837 F.3d at 502 (“public interest weighs in favor of … allowing some of the state’s 

neediest individuals to continue receiving medical care from a much needed provider”).  The 

serious risks and substantial confusion created by the Rule with respect to access to care are 

reason enough to enjoin the Rule pending judicial review.  Ex. D ¶¶ 110-114. 

Second, there is a strong “public interest” in ensuring that “government agencies be 

enjoined from acting in a manner contrary to law.”  Order Granting Preliminary Injunction 30, 

Assoc. Builders & Contractors of SE Tex. v. Rung, No. 1:16-cv-00425-MAC, Dkt. #22 (E.D. 
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Tex. Oct. 24, 2016).  For that reason, courts in this Circuit regularly grant relief to preserve the 

status quo pending judicial review of agency rules.  See, e.g., Nevada, 2016 WL 6879615, at *8; 

American Health Care Ass’n, 2016 WL 6585295, at *18; Texas v. United States, 2016 WL 

4426495, at *17 (N.D. Tex. Aug. 21, 2016).  Here, HHS made a deliberate choice to bypass the 

APA, for the political goal of tying the hands of a future Presidential administration.  

Sanctioning such gamesmanship would disserve the public interest and provide a road map for 

future conduct by government agencies.  Moreover, requiring HHS to engage in the notice-and-

comment period contemplated by the APA before regulating in this area will ensure more 

reasoned decision-making permitting fair consideration of all competing concerns that would 

presented to HHS during a rulemaking. 

V. THIS COURT HAS JURISDICTION 
 

This Court has jurisdiction over this dispute.  Because HHS has argued that review of 

rulemaking is available only through the agency appeal process, 42 U.S.C. §§ 405(g), (h).  Any 

such jurisdictional objection would fail here for at least two reasons. 

First, the Supreme Court has recognized that federal-question jurisdiction under 28 

U.S.C. § 1331 remains available “where application of § 405(h) would not simply channel 

review through the agency, but would mean no review at all.”  See Shalala v. Illinois Council on 

Long Term Care, Inc., 529 U.S. 1, 19 (2000).  That exception applies where, as here, “plaintiffs 

can show there is no way of having their claims reviewed” or “there exists a ‘serious practical 

roadblock’ to having the[] claims reviewed in any capacity, administratively or judicially.”  

Physician Hosps. of Am. v. Sebelius, 691 F.3d 649, 655 (5th Cir. 2012). 

Patients and DPC have no administrative means to challenge CfCs or the Rule, and thus 

have “no way of having their claims reviewed.”  Physician Hosps. of Am., 691 F.3d at 655.  By 
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definition, patients affected by the Rule are those who receive insurance premium assistance 

outside of Medicare, and they have no Medicare remedy.  And patients have unique and, in many 

ways distinct, interests from others affected by the Rule given the life-threatening implications 

that will result from the Rule’s disruptions to access to care.  Section 1331 jurisdiction exists in 

such cases.  E.g., Furlong v. Shalala, 238 F.3d 227, 234 (2d Cir. 2001); Council for Urological 

Interests v. Sebelius, 668 F.3d 704, 711-714 (D.C. Cir. 2011). 

Provider Plaintiffs also have no genuine recourse to agency review, and therefore may 

invoke jurisdiction under § 1331 to challenge the Rule.  Although providers could theoretically 

violate the Rule and the challenge the Rule’s legality in lengthy and multi-layered administrative 

proceedings—they would face “serious practical roadblock[s]” to pursuing that option.  The 

default sanction for violating a CfC is Medicare termination.  42 U.S.C. § 13955rr(g), 42 C.F.R. 

§ 488.604.  Thus, any provider seeking administrative review would risk “termination from the 

Medicare program,” which is such a “draconian sanction”—equivalent to “economic suicide”—

that such an administration option, courts have held, amounts to “no review at all.”  Nat’l Ass’n 

of Psychiatric Health Sys. v. Shalala, 120 F. Supp. 2d 33, 38-39 & n.4 (D.D.C. 2000); American 

Lithotripsy Soc. v. Thompson, 215 F. Supp. 2d 23, 29 (D.D.C. 2002) (similar); see Ex. C ¶¶ 78-

81; Ex. E ¶¶ 12, 64-69, 83; Ex. F ¶ 43.  Indeed, the Supreme Court held that an analogous 

scheme did not provide “a meaningful avenue of relief” because it “require[d] plaintiffs to bet 

the farm … [to] test[] the validity of the law.”  Free Ent. Fund v. Public Co. Acctg. Oversight 

Bd., 561 U.S. 477, 490-91 (2010) (citations omitted). 

Second, this Court has mandamus jurisdiction under 28 U.S.C. § 1361.  “[Section] 405(h) 

does not preclude mandamus jurisdiction.”  Randall D. Wolcott, M.D., P.A. v. Sebelius, 635 F.3d 

757, 765 (5th Cir. 2011).  Mandamus is available “when (1) the plaintiff has a clear right to 
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relief, (2) the defendant a clear duty to act, and (3) no other adequate remedy exists.”  Id. at 768.  

Those standards are satisfied here, at least with respect to Plaintiffs’ notice-and-comment claim.  

Plaintiffs have a clear right to enforce HHS’s non-discretionary duty to follow notice-and-

comment procedures, and no other remedy exists because it would be legally or practically 

impossible and futile to pursue that objection through an administrative process, where no 

subordinate HHS official could compel compliance with APA requirements. 

CONCLUSION 

 The Court should enter a temporary restraining order and preliminary injunction against 

enforcement of the Rule. 
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Washington, D.C. 20201 
 
United States Centers for Medicare and Medicaid Services 
7500 Security Boulevard 
Baltimore, MD 21244 
 
Andy Slavitt, In His Official Capacity 
Acting Administrator, United States Centers for Medicare and Medicaid Services 
7500 Security Boulevard 
Baltimore, MD 21244 
 
Civil-Process Clerk 
The United States Attorney’s Office  
Eastern District of Texas  
110 North College, Suite 700  
Tyler, Texas 75702 
    

 
 

/s/ Clyde M. Siebman   
Clyde M. Siebman (TX Bar No. 18341600) 
Siebman, Burg, Phillips & Smith, LLP 
Federal Courthouse Square 
300 N. Travis St. 
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Sherman, TX  75090 
clydesiebman@siebman.com 
Tel:  903-870-0070 
Fax:  903-870-0066 
 
Elizabeth S. Forrest (TX Bar No. 24086207) 
Siebman, Burg, Phillips & Smith, LLP 
4949 Hedgcoxe Rd., Suite 230 
Plano, TX  75024 
elizabethforrest@siebman.com 
Tel:  214-387-9100 
 
David W. Ogden (pro hac vice forthcoming)  
Kelly P. Dunbar (pro hac vice forthcoming) 
Stephen V. Carey (pro hac vice forthcoming) 
Wilmer Cutler Pickering Hale and Dorr LLP 
1875 Pennsylvania Avenue, N.W. 
Washington, D.C.  20006 
David.Ogden@wilmerhale.com 
Kelly.Dunbar@wilmerhale.com 
Stephen.Carey@wilmerhale.com 
Tel:  202-663-6000 
Fax:  202-663-6363 
 
Counsel for DaVita Inc. 
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CERTIFICATE OF CONFERENCE 

I hereby certify that Plaintiffs have complied with the meet and confer requirement in 

Local Rule CV-7(h).  David Ogden, Kelly Dunbar, and Stephen Carey, counsel for Plaintiff 

DaVita Inc., conferred with Peggy Dotzl, Acting General Counsel for Defendant Department of 

Health and Human Services, via telephone on January 5 and 6, 2017, and spoke with Joel 

McElvain, Assistant Branch Director for the Federal Programs Branch of the U.S. Department of 

Justice, via telephone on January 6, 2017, regarding the Plaintiffs’ Emergency Motion for 

Temporary Restraining Order and Preliminary Injunction and Request for Oral Argument and 

Expedited Consideration.  Counsel for Defendants stated that the Defendants opposed the 

requested injunction.  The discussions conclusively ended in an impasse, leaving an open issue 

for the court to resolve.  LR CV-7(i). 

 

/s/ Clyde M. Siebman     
Clyde M. Siebman (TX Bar No. 18341600) 
Siebman, Burg, Phillips & Smith, LLP 
Federal Courthouse Square 
300 N. Travis St. 
Sherman, TX  75090 
clydesiebman@siebman.com 
Tel:  903-870-0070 
Fax:  903-870-0066 
 
Elizabeth S. Forrest (TX Bar No. 24086207) 
Siebman, Burg, Phillips & Smith, LLP 
4949 Hedgcoxe Rd., Suite 230 
Plano, TX  75024 
elizabethforrest@siebman.com 
Tel:  214-387-9100 
 
David W. Ogden (pro hac vice forthcoming)  
Kelly P. Dunbar (pro hac vice forthcoming) 
Stephen V. Carey (pro hac vice forthcoming) 
Wilmer Cutler Pickering Hale and Dorr LLP 
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1875 Pennsylvania Avenue, N.W. 
Washington, D.C.  20006 
David.Ogden@wilmerhale.com 
Kelly.Dunbar@wilmerhale.com 
Stephen.Carey@wilmerhale.com 
Tel:  202-663-6000 
Fax:  202-663-6363 
 
Counsel for DaVita Inc. 
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IN THE UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF TEXAS 

SHERMAN DIVISION 
 

DIALYSIS PATIENT CITIZENS, et al., )  
 )  
                            Plaintiffs, )  

 )  
              v. ) Civil Action No._______ 
 )  
SYLVIA MATHEWS BURWELL, Secretary, 
United States Department of Health and Human 
Services, et al., 

) 
) 
) 

 

 )  
                         Defendants. )  

 
DECLARATION OF CLYDE M. SIEBMAN IN SUPPORT OF PLAINTIFFS’ 
EMERGENCY MOTION FOR TEMPORARY RESTRAINING ORDER AND 

PRELIMINARY INJUNCTION 
________________________________________________ 

 
 
 I,  Clyde M. Siebman, declare and state as follows: 

1. I am an attorney licensed to practice law in Texas.  I am a member at Siebman, 

Burg, Phillips & Smith, LLP, and counsel for DaVita Inc. (“DaVita”), in the above-captioned 

case.  I make this Declaration to the best of my knowledge, information, or belief and in support 

of Plaintiffs’ Emergency Motion for Temporary Restraining Order and Preliminary Injunction.  

2. Attached as Exhibit 1 is, upon information and belief, a true and correct copy of 

the interim final rule titled Medicare Program; Conditions for Coverage for End-State Renal 

Disease Facilities—Third Party Payment, published in the Federal Register on December 14, 

2016 by the Department of Health and Human Services (“HHS”) and Centers for Medicare & 

Medicaid Services (“CMS”). 
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3. Attached as Exhibit 2 is, upon information and belief, a true and correct copy of 

Comment No. CMS-2016-0145-0779, submitted by the America Kidney Fund, Inc. on 

September 22, 2016 in response to the HHS and CMS RFI. 

4. Attached as Exhibit 3 is, upon information and belief, a true and correct copy of 

the Office of the Attorney General (“OIG”) 1997 Advisory Opinion, No. 97-1 issued on June 11, 

1997. 

5. Attached as Exhibit 4 is, upon information and belief, a true and correct copy of a 

notice titled “Request for Information: Inappropriate Steering of Individuals Eligible for or 

Receiving Medicare and Medicaid Benefits to Individual Market Plans” (“RFI”) published in the 

Federal Register on August 23, 2016 by HHS and CMS. 

6. Attached as Exhibit 5 is, upon information and belief, a true and correct copy of 

Comment No. CMS-2016-0145-0802, submitted by Fresenius Medical Care North America 

(“FMCNA”) on September 22, 2016 in response to the HHS and CMS RFI. 

7. Attached as Exhibit 6 is, upon information and belief, a true and correct copy of 

Comment No. CMS-2016-0145-0815, submitted by the Kidney Care Counsel on September 22, 

2016 in response to the HHS and CMS RFI. 

8. Attached as Exhibit 7 is, upon information and belief, a true and correct copy of 

Comment No. CMS-2016-0145-0792, submitted by DaVita on September 22, 2016 in response 

to the HHS and CMS RFI. 

9. Attached as Exhibit 8 is, upon information and belief, a true and correct copy of 

Comment No. CMS-2016-0145-0791, submitted by U.S. Renal Care, Inc. (“USRC”) on 

September 22, 2016 in response to the HHS and CMS RFI. 
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10. Attached as Exhibit 9 is, upon information and belief, a true and correct copy of 

Comment No. CMS-2016-0145-0814, submitted by the American Kidney Fund (“AKF”), 

Dialysis Patient Citizens (“DPC”), and the National Kidney Foundation (“NKF”) on September 

22, 2016 in response to the HHS and CMS RFI. 

11. Attached as Exhibit 10 is, upon information and belief, a true and correct copy of 

Comment No. CMS-2016-0145-0690 submitted in response to the HHS and CMS RFI.  

12. Attached as Exhibit 11 is, upon information and belief, a true and correct copy of 

Comment No. CMS-2016-0145-0691 submitted in response to the HHS and CMS RFI.  

13. Attached as Exhibit 12 is, upon information and belief, a true and correct copy of 

Comment No. CMS-2016-0145-0697 submitted in response to the HHS and CMS RFI.  

14. Attached as Exhibit 13 is, upon information and belief, a true and correct copy of 

Comment No. CMS-2016-0145-0708 submitted in response to the HHS and CMS RFI.  

15. Attached as Exhibit 14 is, upon information and belief, a true and correct copy of 

Comment No. CMS-2016-0145-0729 submitted in response to the HHS and CMS RFI.  

16. Attached as Exhibit 15 is, upon information and belief, a true and correct copy of 

Comment No. CMS-2016-0145-0755 submitted in response to the HHS and CMS RFI.  

17. Attached as Exhibit 16 is, upon information and belief, a true and correct copy of 

Comment No. CMS-2016-0145-0803 submitted in response to the HHS and CMS RFI.  

18. Attached as Exhibit 17 is, upon information and belief, a true and correct copy of 

Comment No. CMS-2016-0145-0809, submitted by Kidney Care Partners (“KCP”) on 

September 22, 2016 in response to the HHS and CMS RFI. 
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I, Clyde M. Siebman, declare under penalty of perjury that the foregoing is true and 

correct.  Executed this day, January 6, 2017 in Sherman, Texas. 

     

Respectfully submitted, 

      
/s/ Clyde M. Siebman     
Clyde M. Siebman (TX Bar No. 18341600) 
Siebman, Burg, Phillips & Smith, LLP 
Federal Courthouse Square 
300 N. Travis St. 
Sherman, TX  75090 
clydesiebman@siebman.com 
Tel:  903-870-0070 
Fax:  903-870-0066 

      
Counsel for DaVita Inc. 

Case 4:17-cv-00016-ALM   Document 3-1   Filed 01/06/17   Page 5 of 5 PageID #:  100



 

 

 

 

 

 

 

 

 

 

 

EXHIBIT 1 

Case 4:17-cv-00016-ALM   Document 3-2   Filed 01/06/17   Page 1 of 19 PageID #:  101



90211 Federal Register / Vol. 81, No. 240 / Wednesday, December 14, 2016 / Rules and Regulations 

J. Executive Order 12898: Federal
Actions To Address Environmental
Justice in Minority Populations and
Low-Income Populations

EPA believes the human health or 
environmental risk addressed by this 
action will not have potential 
disproportionately high and adverse 
human health or environmental effects 
on minority, low-income or indigenous 
populations. This action merely 
determines that the HGB area failed to 
meet an ozone NAAQS attainment 
deadline, reclassifies the area, and sets 
the date when a revised SIP is due to 
EPA. 

The Congressional Review Act, 5 
U.S.C. 801 et seq., as added by the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report, which includes a 
copy of the rule, to each House of the 
Congress and to the Comptroller General 
of the United States. EPA will submit a 
report containing this action and other 
required information to the U.S. Senate, 

the U.S. House of Representatives, and 
the Comptroller General of the United 
States prior to publication of the rule in 
the Federal Register. A major rule 
cannot take effect until 60 days after it 
is published in the Federal Register. 
This action is not a ‘‘major rule’’ as 
defined by 5 U.S.C. 804(2). 

Under section 307(b)(1) of the CAA, 
petitions for judicial review of this 
action must be filed in the United States 
Court of Appeals for the appropriate 
circuit by February 13, 2017. Filing a 
petition for reconsideration by the 
Administrator of this final rule does not 
affect the finality of this action for the 
purposes of judicial review nor does it 
extend the time within which a petition 
for judicial review may be filed, and 
shall not postpone the effectiveness of 
such rule or action. This action may not 
be challenged later in proceedings to 
enforce its requirements. (See section 
307(b)(2).) 

List of Subjects in 40 CFR Part 81 

Environmental protection, Air 
pollution control. 

Authority: 42 U.S.C. 7401 et seq. 

Dated: December 8, 2016. 

Ron Curry, 
Regional Administrator, Region 6. 

40 CFR part 81 is amended as follows: 

PART 81—DESIGNATION OF AREAS 
FOR AIR QUALITY PLANNING 
PURPOSES 

■ 1. The authority citation for part 81 
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq. 

Subpart SS—Texas 

■ 2. In § 81.344, the table titled 
‘‘Texas—2008 8-Hour Ozone NAAQS
(Primary and secondary)’’ is amended
by revising the entry for ‘‘Houston-
Galveston-Brazoria, TX’’ to read as
follows.

§ 81.344 Texas.

* * * * * 

TEXAS—2008 OZONE NAAQS 
[Primary and secondary] 2 

Designated area 
Designation Classification

Date 1 Type Date 1 Type

* * * * * * *
Houston-Galveston-Brazoria, TX: 2 .................... Nonattainment ............... 1/13/17 Moderate.

Brazoria County 
Chambers County 
Fort Bend County 
Galveston County 
Harris County 
Liberty County 
Montgomery County 
Waller County 

* * * * * * *

1 This date is July 20, 2012, unless otherwise noted. 
2 Excludes Indian country located in each area, unless otherwise noted. 

* * * * *
[FR Doc. 2016–29999 Filed 12–13–16; 8:45 am] 

BILLING CODE 6560–50–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Medicare & Medicaid 
Services 

42 CFR Part 494 

[CMS–3337–IFC] 

RIN 0938–AT11 

Medicare Program; Conditions for 
Coverage for End-Stage Renal Disease 
Facilities—Third Party Payment 

AGENCY: Centers for Medicare & 
Medicaid Services (CMS), HHS. 

ACTION: Interim final rule with comment 
period. 

SUMMARY: This interim final rule with 
comment period implements new 
requirements for Medicare-certified 
dialysis facilities that make payments of 
premiums for individual market health 
plans. These requirements apply to 
dialysis facilities that make such 
payments directly, through a parent 
organization, or through a third party. 
These requirements are intended to 
protect patient health and safety; 
improve patient disclosure and 
transparency; ensure that health 
insurance coverage decisions are not 
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1 Medigap policies are available to people under 
age 65 with ESRD only in the following states: 
Colorado, Connecticut, Delaware, Florida, Georgia, 
Hawaii, Illinois, Louisiana, Maine, Maryland, 
Massachusetts, Michigan, Minnesota, Mississippi, 
Missouri, New Hampshire, New Jersey, New York, 
North Carolina, Oklahoma, Oregon, Pennsylvania, 
South Dakota, Tennessee, Texas, Oklahoma, and 
Wisconsin. 

inappropriately influenced by the 
financial interests of dialysis facilities 
rather than the health and financial 
interests of patients; and protect 
patients from mid-year interruptions in 
coverage. 
DATES: Effective date: These regulations 
are effective on January 13, 2017. 

Comment date: To be assured 
consideration, comments must be 
received at one of the addresses 
provided below, no later than 5 p.m. on 
January 11, 2017. 
ADDRESSES: In commenting, please refer 
to file code CMS–3337–IFC. Because of 
staff and resource limitations, we cannot 
accept comments by facsimile (FAX) 
transmission. 

You may submit comments in one of 
four ways (please choose only one of the 
ways listed) 

1. Electronically. You may submit 
electronic comments on this regulation 
to http://www.regulations.gov. Follow 
the ‘‘Submit a comment’’ instructions. 

2. By regular mail. You may mail 
written comments to the following 
address ONLY: Centers for Medicare & 
Medicaid Services, Department of 
Health and Human Services, Attention: 
CMS–3337–IFC, P.O. Box 8010, 
Baltimore, MD 21244–8010. 

Please allow sufficient time for mailed 
comments to be received before the 
close of the comment period. 

3. By express or overnight mail. You 
may send written comments to the 
following address ONLY: Centers for 
Medicare & Medicaid Services, 
Department of Health and Human 
Services, Attention: CMS–3337–IFC, 
Mail Stop C4–26–05, 7500 Security 
Boulevard, Baltimore, MD 21244–1850. 

4. By hand or courier. Alternatively, 
you may deliver (by hand or courier) 
your written comments ONLY to the 
following addresses prior to the close of 
the comment period: 

a. For delivery in Washington, DC— 
Centers for Medicare & Medicaid 
Services, Department of Health and 
Human Services, Room 445–G, Hubert 
H. Humphrey Building, 200 
Independence Avenue SW., 
Washington, DC 20201 

(Because access to the interior of the 
Hubert H. Humphrey Building is not 
readily available to persons without 
Federal government identification, 
commenters are encouraged to leave 
their comments in the CMS drop slots 
located in the main lobby of the 
building. A stamp-in clock is available 
for persons wishing to retain a proof of 
filing by stamping in and retaining an 
extra copy of the comments being filed.) 

b. For delivery in Baltimore, MD— 
Centers for Medicare & Medicaid 

Services, Department of Health and 
Human Services, 7500 Security 
Boulevard, Baltimore, MD 21244–1850. 

If you intend to deliver your 
comments to the Baltimore address, call 
telephone number (410) 786–9994 in 
advance to schedule your arrival with 
one of our staff members. 

Comments erroneously mailed to the 
addresses indicated as appropriate for 
hand or courier delivery may be delayed 
and received after the comment period. 
For information on viewing public 
comments, see the beginning of the 
SUPPLEMENTARY INFORMATION section. 
FOR FURTHER INFORMATION CONTACT: 
Lauren Oviatt, (410) 786–4683, for 
issues related to the ESRD Conditions 
for Coverage. 

Lina Rashid, (301) 492–4103, for 
issues related to individual market 
health plans. 
SUPPLEMENTARY INFORMATION: Inspection 
of Public Comments: All comments 
received before the close of the 
comment period are available for 
viewing by the public, including any 
personally identifiable or confidential 
business information that is included in 
a comment. We post all comments 
received before the close of the 
comment period on the following Web 
site as soon as possible after they have 
been received: http://regulations.gov. 
Follow the search instructions on that 
Web site to view public comments. 

Comments received timely will be 
also available for public inspection as 
they are received, generally beginning 
approximately 3 weeks after publication 
of a document, at the headquarters of 
the Centers for Medicare & Medicaid 
Services, 7500 Security Boulevard, 
Baltimore, Maryland 21244, Monday 
through Friday of each week from 8:30 
a.m. to 4 p.m. To schedule an 
appointment to view public comments, 
phone 1–800–743–3951. 

I. Background 

A. Statutory and Regulatory Background 

1. End-Stage Renal Disease, Medicare, 
and Medicaid 

End-Stage Renal Disease (ESRD) is a 
kidney impairment that is irreversible 
and permanent. Dialysis is a process for 
cleaning the blood and removing excess 
fluid artificially with special equipment 
when the kidneys have failed. People 
with ESRD require either a regular 
course of dialysis or kidney 
transplantation in order to live. 

Given the high costs and absolute 
necessity of transplantation or dialysis 
for people with failed kidneys, Medicare 
provides health care coverage to 
qualifying individuals diagnosed with 

ESRD, regardless of age, including 
coverage for kidney transplantation, 
maintenance dialysis, and other health 
care needs. The ESRD benefit was 
established by the Social Security 
Amendments of 1972 (Pub. L. 92–603). 
This benefit is not a separate program, 
but allows qualifying individuals of any 
age to become Medicare beneficiaries 
and receive coverage. Under the statute, 
individuals under 65 who are entitled to 
Medicare through the ESRD program, or 
individuals over age 65 who are 
diagnosed with ESRD while in Original 
Medicare, generally cannot enroll in 
Medicare Advantage. Additionally, as 
access to Medigap policies is generally 
governed by state law, individuals 
under age 65 who are entitled to 
Medicare through the ESRD program 
cannot sign up for a Medigap policy in 
many States.1 

The ESRD Amendments of 1978 (Pub. 
L. 95–292), amended title XVIII of the 
Social Security Act (the Act) by adding 
section 1881 of the Act. Section 
1881(b)(1) of the Act further authorizes 
the Secretary of the Department of 
Health and Human Services (the 
Secretary) to prescribe additional 
requirements (known as conditions for 
coverage or CfCs) that a facility 
providing dialysis and transplantation 
services to dialysis patients must meet 
to qualify for Medicare payment. 

Medicare pays for routine 
maintenance dialysis provided by 
Medicare-certified ESRD facilities, also 
known as dialysis facilities. To gain 
certification, the State survey agency 
performs an on-site survey of the facility 
to determine if it meets the ESRD CfCs 
at 42 CFR part 494. If a survey indicates 
that a facility is in compliance with the 
conditions, and all other Federal 
requirements are met, CMS then 
certifies the facility as qualifying for 
Medicare payment. Medicare payment 
for outpatient maintenance dialysis is 
limited to facilities meeting these 
conditions. The ESRD CfCs were first 
adopted in 1976 and comprehensively 
revised in 2008 (73 FR 20369). There are 
approximately 6,737 Medicare-certified 
dialysis facilities in the United States, 
providing dialysis services and 
specialized care to people with ESRD. 

In addition to Medicare, Medicaid 
provides coverage for some people with 
ESRD. Many individuals enrolled in 
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2 Patient Protection and Affordable Care Act; 
Third Party Payment of Qualified Health Plan 
Premiums; Final Rule, 79 FR 15240 (March 14, 
2014). 

3 As discussed below, these anti-duplication 
standards—which govern the conduct of insurance 
companies, not health care providers—have not 
prevented inappropriate steering of individuals 
eligible for Medicare to individual market plans. 

4 Patient Protection and Affordable Care Act; HHS 
Notice of Benefit and Payment Parameters for 2018; 
Proposed Rule, 81 FR 61455 (September 6, 2016). 

Medicare may also qualify for full 
benefits under the Medicaid program on 
the basis of their income, receipt of 
Supplemental Security Income, being 
determined medically-needy, or other 
eligibility categories under the State 
Plan. In addition, low income 
individuals enrolled in Medicare may 
qualify for the Medicare Savings 
Program under which the state’s 
Medicaid program covers some or all of 
the individual’s Medicare premiums 
and, for some individuals, Medicare 
cost-sharing. Finally, some individuals 
who are not eligible for enrollment in 
Medicare may qualify for Medicaid. 

According to data published by the 
United States Renal Data System 
(USRDS), Medicare is the predominant 
payer of ESRD services in the United 
States, covering (as primary or 
secondary payer) about 88 percent of the 
United States ESRD patients receiving 
hemodialysis in 2014. Among those 
enrolled in Medicare on the basis of 
ESRD and receiving hemodialysis in 
2015, CMS has determined 41 percent 
were enrolled in both Medicare and 
Medicaid (including full and partial 
duals). Among those enrolled in 
Medicare on the basis of ESRD under 
age 65, 51 percent were dual enrollees. 

2. The Affordable Care Act and Health 
Insurance Exchanges 

The Patient Protection and Affordable 
Care Act (Pub. L. 111–148) was enacted 
on March 23, 2010. The Health Care and 
Education Reconciliation Act of 2010 
(Pub. L. 111–152), which amended and 
revised several provisions of the Patient 
Protection and the Affordable Care Act, 
was enacted on March 30, 2010. In this 
interim final rule with comment, we 
refer to the two statutes collectively as 
the ‘‘Affordable Care Act.’’ 

The Affordable Care Act reorganizes 
and amends the provisions of title 
XXVII of the Public Health Service Act 
(PHS Act) relating to group health plans 
and health insurance issuers in the 
group and individual markets. The 
Affordable Care Act enacted a set of 
reforms to make health insurance 
coverage more affordable and accessible 
to millions of Americans. These reforms 
include the creation of competitive 
marketplaces called Affordable 
Insurance Exchanges, or ‘‘Exchanges’’ 
through which qualified individuals 
and qualified employers can purchase 
health insurance coverage. 

In addition, many individuals who 
enroll in qualified health plans (QHPs) 
through individual market Exchanges 
are eligible for advance payments of the 
premium tax credit (APTC) to make 
health insurance premiums more 
affordable, and cost-sharing reduction 

(CSR) payments to reduce out-of-pocket 
expenses for health care services. 
Individuals enrolled in Medicare or 
Medicaid are not eligible for APTC or 
CSRs. The Affordable Care Act also 
established a risk adjustment program 
and other measures that are intended to 
mitigate the potential impact of adverse 
selection and stabilize the price of 
health insurance in the individual and 
small group markets. 

The Public Health Service Act, as 
amended by the Affordable Care Act, 
generally prohibits group health plans 
and health insurance issuers offering 
group or individual health insurance 
coverage from imposing any preexisting 
condition exclusions. Health insurers 
can no longer charge different cost 
sharing or deny coverage to an 
individual because of a pre-existing 
health condition. Health insurance 
issuers also cannot limit benefits for that 
condition. The pre-existing condition 
provision does not apply to 
‘‘grandfathered’’ individual health 
insurance policies. 

Beginning January 1, 2014, the 
Affordable Care Act prohibited insurers 
in the individual and group markets 
(with the exception of grandfathered 
individual plans) from imposing pre- 
existing condition exclusions. The 
Affordable Care Act’s prohibition on 
pre-existing condition exclusions 
enables consumers to access necessary 
benefits and services, beginning from 
their first day of coverage. The law also 
requires insurance companies to 
guarantee the availability and 
renewability of non-grandfathered 
health plans to any applicant regardless 
of his or her health status, subject to 
certain exceptions. It imposes rating 
restrictions on issuers prohibiting non- 
grandfathered individual and small 
group market insurance plans from 
varying premiums based on an 
individual’s health status. Issuers of 
such plans are now only allowed to vary 
premiums based on age, family size, 
geography, or tobacco use. 

In previous rulemaking, CMS outlined 
major provisions and parameters related 
to many Affordable Care Act programs. 
This includes regulations at 45 CFR 
156.1250, which require, among other 
things, that issuers offering individual 
market QHPs, including stand-alone 
dental plans, and their downstream 
entities, accept premium payments 
made on behalf of QHP enrollees from 
the following third party entities (in the 
case of a downstream entity, to the 
extent the entity routinely collects 
premiums or cost sharing): (1) A Ryan 
White HIV/AIDS Program under title 
XXVI of the PHS Act; (2) an Indian tribe, 
tribal organization, or urban Indian 

organization; and (3) a local, state, or 
Federal government program, including 
a grantee directed by a government 
program to make payments on its behalf. 
This regulation made clear that it did 
not prevent issuers from contractually 
prohibiting other third party payments. 
The regulation also reiterated that CMS 
discouraged premium payments and 
cost sharing assistance by certain other 
entities, including hospitals and other 
health care providers, and discouraged 
issuers from accepting premium 
payments from such providers.2 
Regulations at 45 CFR 156.1240 require 
issuers offering individual market QHPs 
to accept payment from individuals in 
the form of paper checks, cashier’s 
checks, money orders, EFT, and all 
general-purpose pre-paid debit cards. 
Regulations at 45 CFR 147.104 and 
156.805 prohibit issuers from 
discriminating against or employing 
marketing practices that discriminate 
against individuals with significant 
health care needs. 

3. Anti-Duplication 

Individuals who are already covered 
by Medicare generally cannot become 
concurrently enrolled in coverage in the 
individual market. Section 1882(d)(3) of 
the Act makes it unlawful to sell or 
issue a health insurance policy 
(including policies issued on and off 
Exchanges) to an individual entitled to 
benefits under Medicare Part A or 
enrolled under Medicare part B with the 
knowledge that the policy duplicates 
the health benefits to which the 
individual is entitled. Therefore, while 
an individual with ESRD is not required 
to apply for and enroll in Medicare, 
once they become covered by Medicare 
it is unlawful for them to be sold a 
commercial health insurance policy in 
the individual market if the seller 
knows the individual market policy 
would duplicate benefits to which the 
individual is entitled.3 CMS has, 
moreover, solicited comments in a 
recent proposed rulemaking about 
whether it is unlawful in most or all 
cases to knowingly renew coverage 
under the same circumstances.4 
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5 Throughout this Interim Final Rule with 
Comment, the term ‘‘public coverage’’ is intended 
to refer to Medicare and Medicaid, not to a group 
health plan or health insurance purchased in the 
individual market in a state. A qualified health plan 
(QHP) purchased through an Exchange is individual 
market coverage, not public coverage. 

6 Davita encouraged some low-income patients to 
enroll in commercial plans; (Oct 23, 2016). http:// 
www.stltoday.com/business/local/davita- 
encouraged-some-low-income-patients-to-enroll-in- 
commercial/article_ec5dc34e-ca4d-52e0-bc26- 
a3e56e1e2c85.html. 

4. HHS Request for Information on 
Inappropriate Steering of Individuals 
Eligible for or Receiving Medicare and 
Medicaid Benefits to Individual Market 
Plans 

HHS has recently become concerned 
about the inappropriate ‘‘steering’’ of 
individuals eligible for or entitled to 
Medicare or Medicaid into individual 
market plans. In particular, HHS is 
concerned that because individual 
market health plans typically provide 
significantly greater reimbursement to 
health care providers than public 
coverage like Medicare or Medicaid, 
providers and suppliers may be engaged 
in practices designed to encourage 
individual patients to forego public 
coverage for which they are eligible and 
instead enroll in an individual market 
plan.5 In other words, health care 
providers may be encouraging 
individual patients to make coverage 
decisions based on the financial interest 
of the health care provider, rather than 
the best interests of the individual 
patient. Further, as one tool to influence 
these coverage decisions, health care 
providers may be offering to pay for, or 
arrange payment for, the premium for 
the individual market plan. 

Based on these concerns, in August 
2016, CMS issued a request for 
information (RFI), titled ‘‘Request for 
Information: Inappropriate Steering of 
Individuals Eligible for or Receiving 
Medicare and Medicaid Benefits to 
Individual Market Plans’’, which 
published in the Federal Register on 
August 23, 2016, seeking comment from 
the public regarding concerns about 
health care providers and provider- 
affiliated organizations steering people 
into coverage that was of financial 
benefit to the provider, without regard 
to the impact on the patient (81 FR 
57554). In response to this RFI, we 
received over 800 public comments by 
the comment closing date of September 
22, 2016. Commenters included: 
Patients; providers and provider- 
affiliated organizations involved in the 
financing of care for patients; health 
insurance companies; social workers 
who are involved in counseling patients 
about potential health care coverage 
options; and other stakeholders. While 
commenters discussed patients with a 
variety of health care needs, the 
overwhelming majority of comments 
focused on patients with ESRD. 

Comments indicated that dialysis 
facilities are involving themselves in 
ESRD patients’ coverage decisions and 
that this practice is widespread. In 
addition, all commenters on the topic— 
including insurance companies, dialysis 
facilities, patients, and non-profit 
organizations—stated that they believe 
many dialysis facilities are paying for or 
arranging payments for individual 
market health care premiums for 
patients they serve. 

Comments show that some ESRD 
patients are satisfied with their current 
premium arrangements. In particular, 
more than 600 individuals currently 
receiving assistance for premiums 
participated in a letter writing campaign 
in response to the RFI and stated that 
charitable premium assistance supports 
patient choice and is valuable to avoid 
relying on ‘‘taxpayer dollars.’’ 

However, comments also documented 
a range of concerning practices, with 
providers and suppliers influencing 
enrollment decisions in ways that put 
the financial interest of the supplier 
above the needs of patients. As 
explained further below, commenters 
detailed that dialysis facilities benefit 
financially when individuals enroll in 
individual market health care coverage. 
Comments also described that, even 
though it is financially beneficial to 
suppliers, enrollment in individual 
market coverage paid for by dialysis 
facilities or organizations affiliated with 
dialysis facilities can lead to three types 
of harm to patients: Negatively 
impacting their determination of 
readiness for a kidney transplant, 
potentially exposing patients to 
additional costs for health care services, 
and putting them at significant risk of a 
mid-year disruption in health care 
coverage. Based on these comments, 
HHS has concluded that the differences 
between providers’ and suppliers’ 
financial interests and patients’ interests 
may result in providers and suppliers 
taking actions that put patients’ lives 
and wellbeing at risk. 

B. Individual Market Coverage Is in the 
Financial Interest of Dialysis Facilities 

All commenters who addressed the 
issue made clear that enrolling a patient 
in commercial coverage (including 
coverage in the individual market) 
rather than public coverage like 
Medicare and/or Medicaid is of 
significant financial benefit to dialysis 
facilities. For example, one comment 
cited reports from financial analysts 
estimating that commercial coverage 
generally pays dialysis facilities an 
average of four times more per treatment 
($1,000 per treatment in commercial 
coverage, compared to $260 per 

treatment under public coverage). For a 
specific subset of individual market 
health plans—QHPs—the analysts 
estimated that the differential could be 
somewhat smaller, but that QHPs would 
still provide an average of an additional 
$600 per treatment when compared to 
public coverage. Based on these reports, 
dialysis facilities would be estimated to 
be paid at least $100,000 more per year 
per patient if a typical patient enrolled 
in commercial coverage rather than 
public coverage, despite providing the 
exact same services to patients. Another 
commenter estimated that a dialysis 
facility would earn an additional 
$234,000 per year per patient by 
enrolling a patient in commercial 
coverage rather than Medicaid 
($312,000 per year rather than $78,000 
per year). A number of other 
commenters explained that commercial 
coverage reimburses dialysis facilities at 
significantly higher rates overall. These 
figures are consistent with other sources 
of data. For example, USRDS data show 
that for individuals with ESRD enrolled 
in Medicare receiving hemodialysis, 
health care spending averaged $91,000 
per individual in 2014, including 
dialysis and non-dialysis services. By 
contrast, using the Truven MarketScan 
database, a widely-used database of 
health care claims, we estimate that 
average total spending for individuals 
with ESRD who are enrolled in 
commercial coverage was $187,000 in 
2014. In addition, recent filings with a 
federal court by one insurance company 
concluded that commercial coverage 
could pay more than ten times more per 
treatment than public coverage ($4,000 
per treatment rather than $300 per 
treatment).6 

As described, the comments in 
response to the RFI, data related to 
CMS’s administration of the risk 
adjustment program, and registry data 
from the USRDS demonstrate that 
dialysis facilities can be paid tens or 
even hundreds of thousands of dollars 
more per patient when patients enroll in 
individual market coverage rather than 
public coverage. On the other hand, the 
premiums for enrollment in individual 
market coverage average $4,200 per year 
according to data related to CMS’s 
administration of the risk adjustment 
program. Dialysis facilities therefore 
have much to gain financially (on the 
order of tens or even hundreds of 
thousands of dollars per patient) by 
making a relatively small outlay to pay 
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an individual’s premium to enroll in 
commercial coverage so as to receive a 
much larger payment for providing an 
identical set of health care services. This 
asymmetry creates a strong financial 
incentive for such providers to use 
premium payments to steer as many 
patients as possible to commercial 
plans. 

Commercial coverage pays at higher 
rates than public coverage for many 
health care services, and therefore this 
pattern could theoretically appear in a 
variety of contexts. Dialysis patients are, 
however, particularly vulnerable to 
harmful steering practices for a number 
of reasons. First, ESRD is the only 
health condition for which nearly all 
patients are eligible to apply for and 
enroll in Medicare coverage and with 
eligibility linked specifically to the 
diagnosis. Thus, individuals with ESRD 
face a unique situation where they have 
alternative public coverage options, but 
these coverage options may be less 
profitable from the perspective of the 
facilities providing their treatment due 
to lower reimbursement rates. Second, 
as described above, patients with ESRD 
must receive services from a dialysis 
facility several times per week for the 
remainder of their lives (unless and 
until they obtain a kidney transplant). 
This sort of ongoing receipt of 
specialized care from a particular 
facility is not typical of most health 
conditions and it creates especially 
strong incentives and opportunities for 
dialysis facilities to influence the 
coverage arrangements of the patients 
under their care. 

C. Individual Market Coverage 
Supported by Third Parties Places 
Patients at Risk of Harm 

Supporting premium payments to 
facilitate enrollment of their patients in 
individual market coverage is, as 
illustrated above, in the financial 
interest of the dialysis facilities. It is 
often not, however, in the best interests 
of individual patients. The comments in 
response to the RFI illustrated three 
types of potential harm to patients that 
these arrangements create for ESRD 
patients: Negatively impacting patients’ 
determination of readiness for a kidney 
transplant, potentially exposing patients 
to additional costs for health care 
services, and putting individuals at 
significant risk of a mid-year disruption 
in health care coverage. 

While each of these potential harms is 
itself cause for concern, they 
collectively underscore the complexity 
of the decision for a patient with ESRD 
of choosing between coverage options, 
decisions that have very significant 
consequences for these patients in 

particular. The involvement of their 
providers in incentivizing, and steering 
them to enroll in, individual market 
coverage is highly problematic absent 
safeguards to ensure both that the 
individual is making a decision fully 
informed of these complex tradeoffs and 
that the risk of a mid-year disruption in 
health care coverage is eliminated. Each 
of these specific potential harms to the 
patient is discussed further below. 

1. Interference With Transplant 
Readiness 

Access to kidney transplantation is a 
major and immediate concern for many 
patients with ESRD; transplantation is 
the recommended course of treatment 
for individuals with severe kidney 
disease, and is a life-saving treatment, as 
the risk of death for transplant 
recipients is less than half of that for 
dialysis patients. In addition to 
improving health outcomes, receipt of a 
transplant can dramatically improve 
patients’ quality of life; instead of being 
required to undergo dialysis several 
times per week, individuals who have 
received transplants are able to resume 
a more typical pattern of daily life, 
travel, and employment. Of the 
approximately 700,000 people with 
ESRD in the United States, more than 
100,000 are on formal waiting lists to 
receive a kidney transplant. Further, in 
2015 more than 80 percent of kidney 
transplants went to patients under age 
65, suggesting that transplantation is of 
special concern to nonelderly patients, 
who are most likely to be targeted by 
dialysis facilities for enrollment in 
individual market coverage because 
they may not already be enrolled in 
Medicare. 

Therefore, any practice that interferes 
with patients’ ability to pursue a kidney 
transplant is of significant concern. 
Even a small reduction in the likelihood 
of a patient receiving a transplant would 
be detrimental to a patient’s health and 
wellbeing. The comments in response to 
the RFI support the conclusion that, 
today, enrollment in individual market 
coverage for which there are third party 
premium payments is hampering 
patients’ ability to be determined ready 
for a kidney transplant. Comments make 
clear that, consistent with clinical 
guidelines, in order for a transplant 
center to determine that a patient is 
ready for a transplant, they must 
conclude that the individual will have 
access to continuous health care 
coverage. (This is necessary to ensure 
that the patient will have ongoing access 
to necessary monitoring and follow-up 
care, and to immunosuppressant 
medications, which must typically be 
taken for the lifetime of a transplanted 

organ to prevent rejection.) However, 
when individuals with ESRD are 
enrolled in individual market coverage 
supported by third parties, they may 
have difficulty demonstrating continued 
access to care due to loss of premium 
support after transplantation. 
Documents in the comment record 
indicate that major non-profits that 
receive significant financial support 
from dialysis facilities will support 
payment of health insurance premiums 
only for patients currently receiving 
dialysis. Documents in the record show 
that these non-profits will not continue 
to provide financial assistance once a 
patient receives a successful kidney 
transplant, nor will the non-profit cover 
any costs of the transplant itself, living 
donor care, post-surgical care, post- 
transplant immunosuppressive therapy, 
or long-term monitoring, which can 
cause significant issues for patients that 
cannot afford their coverage without 
financial support. This policy is 
consistent with the conclusion that 
these third party payments are being 
targeted based on the financial interest 
of the dialysis facilities who contribute 
to these non-profits, rather than the 
patients’ interests. Once a patient has 
received a transplant, it is no longer in 
the dialysis facility’s financial interest 
to continue to support premium 
payments, although there are severe 
consequences to individuals when that 
support ceases. If this occurs after 
transplantation, individuals enrolled in 
individual market coverage could be 
required to pay the full amount of the 
premium, which may be unaffordable 
for many patients who previously relied 
on third party premium assistance. 

Theoretically, individuals could 
arrange for Medicare coverage to begin 
at the time of transplantation, thereby 
demonstrating continued access to care. 
In practice, however, patients struggle to 
understand their coverage options and 
rapidly navigate the Medicare sign-up 
process during a period where they are 
particularly sick and preparing for major 
surgery. Some commenters to the RFI 
emphasized that this is an extremely 
vulnerable group of patients who have 
difficulty navigating their health 
insurance options. As evidenced by the 
rate of dually eligible individuals 
discussed above, many ESRD patients 
are low income and have limited access 
to the resources necessary to navigate 
these sorts of coverage transitions, and 
patients are particularly vulnerable 
during the short window when they are 
preparing for transplants. Consistent 
with this, a number of comments 
describe how these arrangements and 
patients’ vulnerability and confusion 
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7 This figure includes both individuals who are 
fully enrolled in Medicare and Medicaid, and 
individuals enrolled in Medicare and the Medicare 
Saving Program. 

8 Patient Protection and Affordable Care Act; HHS 
Notice of Payment and Benefit Parameters for 2017, 
(March 8, 2016); https://www.gpo.gov/fdsys/pkg/FR- 
2016-09-06/pdf/2016-20896.pdf. 

9 Because these individuals are eligible for 
Medicaid, they are generally prohibited from 
receiving cost-sharing reductions for enrolling in 
coverage through an Exchange. 

10 No APTC or CSR would be available to support 
enrollment in the individual market in this 
circumstance. 

about alternative coverage both pre- and 
post-transplant have in fact interfered 
with patients’ care. For example, one 
comment describes a family that was 
trying to obtain a transplant for a young 
child that had to arrange other coverage 
on an emergency basis to obtain their 
child’s transplant. The family had 
allegedly been given inaccurate 
information by a dialysis facility about 
their coverage options and how private 
health insurance and Medicare would 
affect their child’s transplant. Another 
commenter employed by a transplant 
facility described that ‘‘many’’ patients 
in individual market plans had ‘‘their 
transplant evaluations discontinued or 
delayed while they worked to obtain 
appropriate and affordable insurance 
coverage.’’ A number of other social 
workers who submitted comments in 
response to the RFI also identified these 
transplant access issues as a major 
concern. 

2. Exposure to Additional Costs for 
Health Care Services 

In addition to impeding access to 
transplants, enrollment in individual 
market coverage, even when third 
parties cover costs, is financially 
disadvantageous for some patients with 
ESRD. That is, while it is in dialysis 
facilities’ financial interest to support 
enrollment in the individual market, 
those arrangements may cause financial 
harms to patients that would have been 
avoided had the patients instead 
enrolled in public coverage. 

People with ESRD often have complex 
needs and receive care from a wide 
variety of health care providers and 
suppliers. Data from USRDS show that 
total health care spending per Medicare 
ESRD enrollee receiving hemodialysis 
averaged more than $91,000 in 2014, but 
spending on hemodialysis is only 32 
percent of that amount, meaning that a 
typical patient may incur thousands of 
dollars in costs for other services. While 
some of the non-dialysis services these 
patients receive may also be provided 
by their dialysis facilities, half or more 
of Medicare spending on this 
population is for care that is likely 
delivered by other providers and 
suppliers, including creation and 
maintenance of vascular access, 
inpatient hospital care, skilled nursing 
facility services, home health services, 
palliative services, ambulance services, 
treatment for primary care and 
comorbid conditions, and prescription 
drugs. Thus, when considering the 
financial impact of coverage decisions, 
it is important to consider costs that a 
patient will incur for services received 
that go beyond dialysis. 

a. Eligibility for Medicaid 

As described above, many people 
with ESRD are eligible for Medicaid. 
Indeed, more than half of ESRD 
Medicare enrollees under age 65 are also 
enrolled in Medicaid.7 For many 
Medicaid enrollees, the health care costs 
for which they are financially 
responsible are negligible—and many 
face no cost-sharing or premiums at all. 
By contrast, consumers in the 
individual market were responsible for 
out-of-pocket costs up to $7,150 in 
2017.8 As described above, much of that 
out-of-pocket exposure is likely to be 
incurred outside of the dialysis facility 
so, even if a provider or non-profit 
covers out-of-pocket costs related to 
dialysis, enrolling in an individual 
market plan rather than Medicaid 
exposes very-low income patients to 
thousands of dollars in out-of-pocket 
costs.9 Indeed, given the Medicaid 
income limits, this cost-sharing is likely 
to be an extraordinarily large fraction of 
their income. Further, Medicaid 
includes coverage for services not likely 
to be covered by individual market 
plans, such as non-emergency medical 
transportation (which can vary based on 
the state or type of Medicaid coverage), 
and patients will forego these benefits if 
they instead enroll in the individual 
market. It is possible for an individual 
to be enrolled in both Medicaid and 
individual market coverage,10 and 
Medicaid would, in theory, wrap 
around the individual market plan. 
Such an arrangement would be of great 
financial benefit to the dialysis facility, 
but would be unlikely to provide 
financial benefits to the individual 
(because the individual’s cost sharing 
and benefits would often be the same as 
if they had enrolled only in Medicaid). 
Moreover, in practice, this arrangement 
creates a significant financial risk for 
low-income individuals, who will need 
to coordinate multiple types of coverage 
or else could find themselves receiving 
large bills from health care providers 
and suppliers not aware of their 
Medicaid coverage. Thus, it is very 
unlikely that it would be in such 

individual’s financial interest to elect 
individual market coverage. 

b. Eligible for Medicare But Not 
Medicaid 

For individuals with ESRD not 
eligible for Medicaid, enrolling in the 
individual market rather than Medicare 
may also pose significant financial risks. 
As noted above, these patients generally 
require access to a wide variety of 
services received outside of a dialysis 
facility. Patients with ESRD are 
generally enrolled in Original Medicare 
(including Part A and Part B) and can 
therefore receive services from any 
Medicare-participating provider or 
supplier. However, unlike Original 
Medicare, which provides access to a 
wide range of eligible providers and 
suppliers, and which has standard cost- 
sharing requirements for all Medicare- 
eligible providers and suppliers, 
individual market plans generally limit 
access to a set network of providers that 
is more restrictive than what is available 
to an Original Medicare beneficiary. If 
the individual sees providers or 
suppliers outside of that network, they 
will incur higher cost-sharing for 
necessary out-of-network services, and 
may have very limited coverage for non- 
emergency out-of-network health care. 

There may be other personal 
circumstances that lead to financial 
burden caused by enrolling in an 
individual market plan rather than 
Medicare. For example, individuals who 
are entitled to Part A and do not enroll 
in Part B generally will incur a Part B 
late enrollment penalty when they do 
ultimately enroll in Medicare Part B. 
Accordingly, an individual who enrolls 
in Part A based on ESRD but does not 
enroll in or drops Part B will generally 
be subject to a late enrollment penalty 
should they decide to enroll in Part B 
later while still entitled to Part A on the 
basis of ESRD. Individuals who receive 
a kidney transplant may also face higher 
cost-sharing for immunosuppressant 
drugs if they delay Medicare enrollment 
as immunosuppressive drugs are 
covered under Part B only if the 
transplant recipient established Part A 
effective with the month of the 
transplant. 

As noted above, for some members of 
this group, there is potentially an 
offsetting financial benefit from 
individual market coverage if total 
premiums and cost sharing are lower in 
an individual market plan with third 
party premium assistance than in 
Medicare. In particular, non- 
grandfathered individual markets plans 
are required to cap total annual out-of- 
pocket expenditures for essential health 
benefits at a fixed amount, the 
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11 Congress recently passed legislation that would 
allow people enrolled in Medicare on the basis of 
ESRD to select a Medicare Advantage plan 
beginning in 2021. 

12 45 CFR 156.1250 requires issuers to accept 
third party payment from federal, state and local 
government programs, Ryan White/HIV Aids 
Programs and Indian Tribes, Tribal Organizations, 
and Urban Indian Organizations. 

13 Third Party Payments of Premiums for 
Qualified Health Plans in the Marketplaces, 
November 4, 2013, https://www.cms.gov/CCIIO/ 
Resources/Fact-Sheets-and-FAQs/Downloads/third- 
party-qa-11-04-2013.pdf. 

maximum out-of-pocket limit, which is 
$7,150 in 2017. The individual may not 
be able to cap their annual out-of-pocket 
expenses in Medicare; while individuals 
over age 65 are eligible to enroll in 
Medicare Advantage or Medigap 
supplemental plans, which do cap 
annual expenses, individuals under age 
65 with ESRD generally do not have 
such options in many states.11 However, 
third party assistance is also frequently 
available to offset out-of-pocket costs for 
Medicare enrollees. Moreover, if 
dialysis facilities were not providing 
assistance for individual market 
coverage on such a widespread basis, 
they might use these resources to make 
assistance for out-of-pocket Medicare 
costs even more widely available. 

3. Risks of Mid-Year Disruption in 
Coverage 

Finally, the comments in response to 
the RFI demonstrate that there is a 
significant risk of mid-year disruptions 
in coverage for patients/individuals who 
have individual market coverage for 
which third parties make premium 
payments. It is critically important that 
patients on dialysis have continuous 
access to health care coverage. Prior to 
transplantation this population requires 
an expensive health care service several 
times per week in order to live; any 
interruption in their access to care is 
serious and life-threatening. Moreover, 
as noted, this group generally has health 
care needs beyond dialysis that require 
care from a variety of medical 
professionals. 

However, the comments reveal that 
patients/individuals who have 
individual market coverage for which 
third parties make premium payments 
are presently at risk of having their 
coverage disrupted at any point during 
the year. CMS does not require that 
issuers accept premium payments made 
by third parties except in certain 
circumstances consistent with 
applicable legal requirements,12 and 
CMS has consistently discouraged 
issuers from accepting payments 
directly from health care providers.13 
Many issuers have provisions in their 
contracts with enrollees that are 

intended to void the contract if payment 
is made by someone other than the 
enrollee. Issuers that provided 
comments in response to the RFI 
confirmed that they do not accept 
certain third party payments. One 
comment included a list of ten states 
where major issuers are known to reject 
these payments when identified. 
Comments from health care providers 
and non-profits described that entities 
that make third party payments to 
issuers have attempted to disguise their 
payments to circumvent detection by 
issuers. These comments also described 
how issuers are increasingly monitoring 
for and seeking to identify third party 
payments, and when issuers discover 
those payments, they are rejected. The 
lack of transparency around third party 
payments has therefore resulted in a 
situation in which patients are at 
significant and ongoing risk of losing 
access to coverage based on their issuer 
detecting payment of their premiums by 
parties other than the enrollee. 

When payments are rejected, 
commenters noted that individuals are 
typically unable to continue their 
coverage because of the increased 
financial burden. Indeed, patients may 
not even realize for some period that 
their premiums, which are being paid 
by third parties, are being rejected and 
that their coverage will be terminated if 
they do not have an ability to pay 
themselves. HHS received 600 
comments from ESRD patients 
participating in a letter-writing 
campaign that describe the adverse 
impact on patients receiving third party 
payment premium assistance if those 
funds were no longer available. Other 
patients who commented described 
significant and unexpected disruptions 
in coverage such as no longer being able 
to afford the high cost of prescriptions 
and office visit copays, delays receiving 
dialysis treatments, or no longer being 
able to receive treatments. Due to the 
life-sustaining nature of dialysis, 
dialysis facilities are not permitted to 
involuntarily discharge patients, except 
in very limited circumstances. However, 
one of those circumstances is lack of 
payment (42 CFR 494.180 (f)(1)). While 
we believe that such discharges are rare, 
and that dialysis facilities try to avoid 
them, they are permitted. Moreover, 
even when patients are able to enroll in 
other public coverage (which may have 
retroactive effective dates) disruptions 
in coverage still force patients to 
navigate a complicated set of coverage 
options. They may face gaps in care or 
be forced to appeal health care claims. 
Comments emphasized that many ESRD 
patients are low-income and do not 

have a great deal of familiarity with the 
health care system, leaving them more 
vulnerable to gaps in coverage. 
Therefore, any disruption in coverage is 
problematic and can interrupt patient 
care. 

In sum, the lack of transparency in 
how these payments are made and 
whether or not they are accepted means 
that patients are at risk of sudden gaps 
in coverage which may be dangerous to 
patients’ health. 

D. Conflict Between Dialysis Facilities’ 
Financial Interest and Patients’ Interest 
Has Led to Problematic Steering 

As described above, dialysis facilities 
have very meaningful financial 
incentives to have their patients enroll 
in individual market coverage rather 
than public coverage programs. 
However, enrollments in individual 
market coverage are often not in 
patients’ best interest: It can complicate 
and potentially delay the process for 
obtaining a kidney transplant; is often 
financially costly for patients, especially 
when they are eligible for Medicaid; and 
places consumers at risk of a mid-year 
coverage disruption. These risks make 
the task of deciding among coverage 
options complex for ESRD patients. 
Furthermore, the asymmetry between 
facilities’ and patients’ interests and 
information with respect to enrollment 
decisions creates a high likelihood that 
a conflict of interest will develop. 
Comments submitted in response to the 
RFI support the conclusion that this 
conflict of interest is harming patients, 
with dialysis facility patients being 
steered toward enrollment in individual 
market coverage with third party 
premium payments, rather than 
enrollment in the public coverage for 
which they are likely eligible and which 
is frequently the better coverage option 
for them. 

Many comments were submitted by 
social workers or other professionals 
who work or have worked with ESRD 
patients. Those comments describe a 
variety of ways in which dialysis 
facilities have attempted to influence 
coverage decisions made by patients or 
have failed to disclose information that 
is relevant to determining consumers’ 
best interest. Specific practices 
described in comments include: 

• Facilities engaging in systematic 
efforts to enroll people in the individual 
market, often targeting Medicaid 
enrollees, without assessing any 
personal needs. One commenter 
explained, ‘‘My experience was that the 
provider wanted anyone [who] was 
Medicaid only to be educated about the 
opportunity to apply for an individual 
plan. . . . The goal was 100% 
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14 Risk adjustment applies to the entire individual 
market, including plans offered on and off an 
Exchange. 

15 There are two potential ways to prevent mid- 
year disruptions in coverage—either requiring 
issuers to accept these payments or requiring 
facilities to disclose them and assure acceptance. 
Both would equally promote continuity of coverage 
for consumers. However, requiring issuers to accept 
payments in these circumstances would destabilize 
the individual market risk pool, a position CMS has 
consistently articulated since 2013, when we 
expressly discouraged issuers from accepting these 
third party payments from providers. The 
underlying policy considerations have not changed 
and therefore CMS is seeking to prevent mid-year 
disruption by requiring facilities to disclose 
payments and assure acceptance. 

education, whether there was an 
assessed need or not. . . . Valuable 
hours of professional interventions were 
taken from direct patient care concerns 
and diverted to this.’’ Another 
explained, ‘‘There was a list of all 
Medicaid patients and the insurance 
management team was responsible for 
documenting why the patient did not 
switch to an individual market plan.’’ 
Comments also described cases in 
which social worker compensation was 
linked to enrolling patients in 
individual market coverage. 

• Patients are not always informed 
about eligibility for Medicare or 
Medicaid, or the benefits of those 
programs. For example, one social 
worker explained, ‘‘The patient is 
frequently not educated about the 
benefits that are available with 
Medicaid (that is, transportation, dental, 
and other home support services).’’ 
Another former social worker said that 
facility employees ‘‘may not tell patients 
that they could be subject to premium 
penalties and potentially higher out-of- 
pocket costs than they would have with 
traditional Medicare.’’ Another 
commenter said, ‘‘Enrollment 
counselors offer no information about 
Medicare eligibility to members. In 
several cases members were not aware 
that they were Medicare eligible.’’ 

• Patients are sometimes specifically 
discouraged from pursuing Medicare or 
Medicaid. One commenter said: ‘‘In the 
transplant setting I have seen patients 
advised to delay in securing Medicare.’’ 
Another employee at a dialysis facility 
relayed the story of a mother seeking a 
transplant for her daughter but being 
told by a dialysis facility not to enroll 
in Medicare. A transplant facility 
employee explained ‘‘In some 
circumstances, the patient has been 
encouraged to drop their MediCal 
(Medicaid) coverage in favor of the 
individual market plan, without having 
a full understanding of the personal 
financial impact of doing so.’’ 

• Patients are unaware that a dialysis 
facility is seeking to enroll them in the 
individual market and are not informed 
of this fact by their health care 
providers. As one commenter said, ‘‘In 
numerous instances, these patients were 
already admitted at these facilities, and 
interviews have found that many were 
unaware they had insurance, let alone 
who was providing it.’’ 

• Patients are not informed about 
how their third party premium support 
is linked to continued receipt of 
dialysis. For example, one comment 
explained, ‘‘People receiving assistance 
don’t realize that if they want a 
transplant the premiums will no longer 
get paid.’’ 

• Facilities retaliate against social 
workers who attempt to disclose 
additional information to consumers. 
One commenter explained that they 
were ‘‘reported to upper management of 
[dialysis corporations] for voicing my 
concerns of the impact this [enrollment 
in the individual market] will have on 
patients after transplant.’’ 

• Social workers are concerned that 
patients’ trust in health care providers is 
being manipulated to facilitate 
individual market enrollment. For 
example, comments explained that 
insurance counselors ‘‘meet often with 
the patients establishing a relationship 
of trust’’ before pursuing individual 
market enrollment. A commenter said, 
‘‘Most of us, who have some 
sophistication in health care coverage, 
are aware of how confusing it is to 
negotiate the information and reach the 
best decisions. Dialysis patients who 
may be less sophisticated and already 
highly stressed are vulnerable to being 
steered.’’ Another commenter vividly 
explained, ‘‘Patients . . . are in a 
vulnerable position when they come to 
a dialysis facility. I hope those of you 
reviewing these comments realize the 
power disequilibrium which exists 
when a patient is hooked up with 
needles in their arm, lifeblood running 
through their arms attached to a 
machine.’’ 

In addition, HHS’s own data and 
information submitted in response to 
the RFI suggest that this inappropriate 
steering of patients may be accelerating 
over time. Insurance industry 
commenters stated that the number of 
enrollees in individual market plans 
receiving dialysis increased 2 to 5 fold 
in recent years. Based on concerns 
raised in the public comments in 
response to the RFI, we have reviewed 
administrative data on enrollment of 
patients with ESRD. Information 
available from the risk adjustment 
program in the individual market show 
that between 2014 and 2015, the 
number of individual market enrollees 
with an ESRD diagnosis more than 
doubled.14 In some states increases were 
more rapid, with some states seeing 
more than five times as many patients 
with ESRD in the individual market in 
2015 as in 2014. While increased 
enrollment in the individual market 
among individuals who have ESRD is 
not in itself evidence of inappropriate 
provider or supplier behavior, these 
changes in enrollment patterns raise 
concerns that the steering behavior 

commenters described may be becoming 
increasingly common over time. 

E. HHS Is Taking Immediate Regulatory 
Action To Protect Patients 

In the face of harms like those above, 
which go to essential patient safety and 
care in life-threatening circumstances, 
HHS is taking immediate regulatory 
action to prevent harms to patients. As 
described in more detail below, we are 
establishing new Conditions for 
Coverage standards (CfCs) for dialysis 
facilities. This standard applies to any 
dialysis facility that makes payments of 
premiums for individual market health 
plans (in any amount), whether directly, 
through a parent organization (such as 
a dialysis corporation), or through 
another entity (including by providing 
contributions to entities that make such 
payments). Dialysis facilities subject to 
the new standard will be required to 
make patients aware of potential 
coverage options and educate them 
about the benefits of each to improve 
transparency for consumers. Further, in 
order to ensure that patients’ coverage is 
not disrupted mid-year, facilities must 
ensure that issuers are informed of and 
have agreed to accept the payments.15 

This action is consistent with 
comments from dialysis facilities, non- 
profits, social workers, and issuers that 
generally emphasized disclosure and 
transparency as important components 
of a potential rulemaking. By focusing 
on transparency, we believe we can 
promote patients’ best interests. CMS 
remains concerned, however, about the 
extent of the abuses reported. We are 
considering whether it would be 
appropriate to prohibit third party 
premium payments for individual 
market coverage completely for people 
with alternative public coverage. Given 
the magnitude of the potential financial 
conflict of interest and the abusive 
practices described above, we are 
unsure if disclosure standards will be 
sufficient to protect patients. We seek 
comments from stakeholders on 
whether patients would be better off if 
premium payments in this context were 
more strictly limited. We also seek 
comment on alternative options where 
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16 A facility that makes payments of premiums for 
individual market coverage of its patients must 
comply with this standard. Similarly, a facility that 
makes a financial contribution to another 
organization, that is able to use the funds to make 
payments of premiums for individual market 
coverage of some dialysis patients must also 
comply, even when the contributions from the 
facility are not directly linked to the premium 
payments; we note, moreover, that mere recitation 
on a check that a contribution cannot be used for 
premium payments would not establish that an 
organization is unable to use the contribution for 
such payments. Further, an entity that makes 
contributions through a third party that in turn 
contributes to an entity that is able to use the 
contribution to make third party premium 
payments will still be subject to these standards. In 
contrast, a facility that does not make payments of 
premiums for individual market coverage and does 
not contribute to any organization that makes such 
payments, but does contribute to an organization 
that supports premiums for Medicare enrollment, 
would not be required to comply with this 
standard. 

payments would be prohibited absent a 
showing that a third party payment was 
in the individual’s best interest, and we 
seek comment on what such a showing 
would require and how it could prevent 
mid-year disruptions in coverage. 

II. Provisions of the Interim Final Rule 
Through this Interim Final Rule with 

comment (IFC) we are implementing a 
number of disclosure requirements for 
dialysis facilities that make payments of 
premiums for individual market health 
plans, whether directly, through a 
parent organization, or through another 
entity, to ensure proper protections for 
those patients. These requirements are 
intended to ensure that patients are able 
to make insurance coverage decisions 
based on full and accurate information. 

As described in more detail below, we 
are establishing new CfC standards for 
dialysis facilities. New standards apply 
to any dialysis facility that makes 
payments of premiums for individual 
market health plans (in any amount), 
whether directly, through a parent 
organization (such as a dialysis 
corporation), or through another entity 
(including by providing contributions to 
entities that make such payments). 
While we remain concerned about any 
type of financial assistance that could be 
used to influence patients’ coverage 
decisions, we believe these individual 
market premium payments are 
particularly prone to abuse because they 
are so closely tied to the type of 
coverage an individual selects. Further, 
as described above, such third party 
payments in the individual market 
uniquely put patients at risk of mid-year 
coverage disruption if their issuer 
discovers and rejects such payments. 
Dialysis facilities subject to the new 
standards will be required to make 
patients aware of potential coverage 
options and educate them about certain 
benefits and risks of each. Further, in 
order to ensure that patients’ coverage is 
not disrupted mid-year, dialysis 
facilities must ensure that issuers are 
informed of and have agreed to accept 
such payments for the duration of the 
plan year. 

A. Disclosures to Consumers: Patients’ 
Right To Be Informed of Coverage 
Options and Third Party Premium 
Payments (42 CFR 494.70(c)) 

In order to increase awareness of 
health coverage options for individuals 
receiving maintenance dialysis in 
Medicare-certified dialysis facilities, we 
are establishing a new patient rights 
standard under the CfCs at 42 CFR 
494.70(c). This new standard applies 
only to those facilities that make 
payments of premiums for individual 

market health plans (in any amount), 
whether directly, through a parent 
organization (such as a dialysis 
corporation), or through another entity 
(including by providing contributions to 
entities that make such payments). 

Dialysis facilities that do not make 
premium payments, and do not make 
financial contributions to other entities 
that make such payments, are not 
subject to the new requirements.16 We 
recognize that dialysis facilities make 
charitable contributions to a variety of 
groups and causes. This rule applies 
only to those dialysis facilities that 
make payments of premiums for 
individual market health plans, whether 
directly, through a parent organization, 
or through another entity. 

At § 494.70(c)(1), we detail the health 
insurance information that must be 
provided to all patients served by 
applicable facilities. These requirements 
establish that such information must 
cover how plans in the individual 
market will affect the patient’s access to 
and costs for the providers and 
suppliers, services, and prescription 
drugs that are currently within the 
individual’s care plan, as well as those 
likely to result from other documented 
health care needs. This must include an 
overview of the health-related and 
financial risks and benefits of the 
individual market plans available to the 
patient (including plans offered through 
and outside the Exchange). This 
information must reflect local, current 
plans, and thus would need to be 
updated at least annually to reflect 
changes to individual market plans. We 
expect that applicable dialysis facilities 
will meet this requirement by providing 
the required information upon an 
individual’s admittance to the facility, 
and annually thereafter, on a timely 
basis for each plan year. 

While current costs to the patient are 
important, information about potential 
future costs related to the current health 
plan selection must also be addressed. 
In particular, we are requiring that 
coverage of transplantation and 
associated transplant costs must be 
included in information provided to 
patients. For example, some plans may 
not cover all costs typically covered by 
Medicare, such as necessary medical 
expenses for living donors. Kidney 
transplant patients who want Medicare 
to cover immunosuppressive drugs must 
have Part A at the time of the kidney 
transplant. Upon enrolling in Part B, 
Medicare will generally cover the 
immunosuppressive drugs. Therefore, 
the beneficiary must file for Part A no 
later than the 12th month after the 
month of the kidney transplant. 
Entitlement to Part A and Part B based 
on a kidney transplant terminates 36 
months after the transplant. However, a 
beneficiary who establishes Part A 
entitlement effective with the month of 
the transplant is eligible for 
immunosuppressive drug coverage 
when subsequent entitlement to Part B 
is based on age or disability. Facilities 
must provide information regarding 
enrollment in Medicare, and clearly 
explain Medicare’s benefits to the 
patient. Facilities must also provide 
individuals with information about 
Medicaid, including State eligibility 
requirements, and if there is any reason 
to believe the patient may be eligible, 
clearly explain the State’s Medicaid 
benefits, including the Medicare 
Savings Programs. 

For other potential future effects, the 
facilities must provide information 
about penalties associated with late 
enrollment (or re-enrollment) in 
Medicare Part B or Part D for those that 
have Medicare Part A as well as 
potential delays or gaps in coverage. 
Section 1839(b) of the Act outlines the 
Medicare premium—Part A (for those 
who are not eligible for premium-free 
Part A) and Part B late enrollment 
penalty. Individuals who do not enroll 
in Medicare premium—Part A or 
Medicare Part B when first eligible (that 
is, during their Initial Enrollment 
Period) will have to pay a late 
enrollment penalty should they decide 
to enroll at a later time. There are 
certain circumstances in which 
individuals are exempt from the late 
enrollment penalty, such as those who 
are eligible for Medicare based on Age 
or Disability, and did not enroll when 
first eligible because they had or have 
group health plan coverage based on 
their own or spouse’s (or a family 
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member if Medicare is based on 
disability) current employment. 

Although an ESRD diagnosis may 
establish eligibility for Medicare 
regardless of age, it does not make 
individuals eligible for a Medicare 
Special Enrollment Period or provide 
relief from the late enrollment penalty. 
Thus, if an individual enrolls in 
Medicare Part A but does not enroll in 
Part B, or later drops Part B coverage, 
that individual will pay a Part B (and 
Part D) late enrollment penalty when 
ultimately enrolling, or reenrolling, in 
Medicare Part B (and Part D). 
Additionally, that individual will need 
to wait until the Medicare General 
Enrollment Period to apply for Medicare 
Part B. The General Enrollment Period 
runs from January 1 to March 31 each 
year, and Part B coverage becomes 
effective July 1 of the same year. Thus, 
individuals could face significant gaps 
in coverage while waiting for their 
Medicare Part B coverage to become 
effective. We note that late enrollment 
penalties and statutory enrollment 
periods do not apply to premium-free 
Part A. 

Information about potential costs to 
the patient is vitally important for 
patients considering individual market 
coverage. An individual may benefit in 
the short term by selecting a private 
health plan instead of enrolling in 
Medicare, but patients must be informed 
that those plans, or the particular costs 
and benefits of those plans, may only 
exist for a given plan year, and that the 
individual may be at a disadvantage 
(that is, late enrollment penalties for 
those that are enrolled in Medicare Part 
A) should they choose to enroll in 
Medicare Part B (or Part D) at a later 
date. 

At § 494.70(c)(2) and (3), we require 
that applicable facilities provide 
information to all patients about 
available premium payments for 
individual market plans and the nature 
of the facility’s or parent organization’s 
contributions to such efforts and 
programs. This information must 
include, but is not limited to, limits on 
financial assistance and other 
information important for the patient to 
make an informed decision, including 
the reimbursements for services 
rendered that the facility would receive 
from each coverage option. For example, 
if premium payments are not guaranteed 
for an entire plan year, or funding is 
capped at a certain dollar amount, 
patients must be informed of such 
limits. Facilities also must inform 
patients if the premium payments are 
contingent on continued use of dialysis 
services or use of a particular facility, 
and would therefore be terminated in 

the event that the patient receives a 
successful kidney transplant or transfers 
to a different dialysis facility. Further, 
facilities must disclose to patients all 
aggregate amounts that support 
enrollment in individual market health 
plans provided to patients directly, to 
issuers directly, through the facility’s 
parent organization, or through third 
parties. 

As with all patient rights standards 
for dialysis facilities, the information 
and disclosures required in § 494.70(c) 
must be provided to all patients of 
applicable facilities, not just those new 
to a facility who have not yet enrolled 
in Medicare or Medicaid. This ensures 
that all patients are treated fairly and 
appropriately, and not treated 
differently based on their health care 
payer, as required by CMS regulations at 
42 CFR 489.53(a)(2). 

B. Disclosures to Issuers (42 CFR 
494.180(k)) 

In conjunction with these 
requirements for patient information 
and disclosures, we establish at 
§ 494.180(k), a new standard that 
requires facilities that make payments of 
premiums for individual market health 
plans, whether directly, through a 
parent organization, or through another 
entity to ensure that issuers are 
informed of and have agreed to accept 
the third party payments. Facilities 
should develop reasonable procedures 
for communicating with health 
insurance issuers in the individual 
market, and for obtaining and 
documenting that the issuer has agreed 
to accept such payments. If an issuer 
does not agree to accept the payments 
for the duration of the plan year, the 
facility shall not make payments of 
premiums and shall take reasonable 
steps to ensure that such payments are 
not made by any third parties to which 
the facility contributes. 

These requirements are intended to 
protect ESRD patients from avoidable 
interruptions in health insurance 
coverage mid-year by ensuring that they 
have access to full, accurate information 
about health coverage options. We 
intend to outline expectations for 
compliance in subsequent guidance. 
This rule does not alter the legal 
obligations or requirements placed on 
issuers, including with respect to the 
guaranteed availability and renewability 
requirements of the Public Health 
Service Act and non-discrimination- 
related regulations issued pursuant to 
the Affordable Care Act.17 

C. Effective Date 

Because we are concerned that 
patients face risks that are not disclosed 
to them, and that they may be at risk of 
disruptions in coverage on an ongoing 
basis, we are taking action to ensure 
greater disclosure to consumers and to 
provide for smooth and continuous 
access to stable coverage when these 
rules are fully implemented. At the 
same time, we are mindful of the need 
for dialysis facilities that make 
payments of premiums for individual 
market health plans, whether directly, 
through a parent organization, or 
through another entity, to develop new 
procedures to comply with the 
standards established in this rule. 
Therefore, the requirements in this rule 
will become effective beginning January 
13, 2017. 

We note that, in specific 
circumstances, individuals may not be 
eligible to enroll in Medicare Part A or 
Part B except during the General 
Enrollment Period, which runs from 
January 1 to March 31 and after which 
coverage becomes effective on July 1. 
These individuals may experience a 
temporary disruption in coverage 
between the effective date of the rule 
and the time when Medicare Part A 
and/or Part B coverage becomes 
effective. In light of these 
circumstances, while the standards 
under § 494.180(k) will be effective 
beginning January 13, 2017, if a facility 
is aware of a patient who is not eligible 
for Medicaid and is not eligible to enroll 
in Medicare Part A and/or Part B except 
during the General Enrollment Period, 
and the facility is aware that the patient 
intends to enroll in Medicare Part A 
and/or Part B during that period, the 
standards under § 494.180(k) will not 
apply until July 1, 2017, with respect to 
payments made for that patient. 

III. Waiver of Proposed Rulemaking 
and Delay in Effective Date 

We ordinarily publish a notice of 
proposed rulemaking in the Federal 
Register and invite public comment on 
the proposed rule in accordance with 5 
U.S.C. 553(b) of the Administrative 
Procedure Act (APA) and section 
1871(b)(1) of the Social Security Act. 
The notice of proposed rulemaking 
includes a reference to the legal 
authority under which the rule is 
proposed, and the terms and substance 
of the proposed rule or a description of 
the subjects and issues involved. This 
procedure can be waived, however, if an 
agency finds good cause that a notice- 
and-comment procedure is 
impracticable, unnecessary, or contrary 
to the public interest and incorporates a 
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http://www.bls.gov/oes/current/oes_stru.htm. 

statement of the finding and its reasons 
in the rule issued. 

HHS has determined that issuing this 
regulation as a proposed rulemaking, 
such that it would not become effective 
until after public comments are 
submitted, considered and responded to 
in a final rule, would be contrary to the 
public interest and would cause harm to 
patients. Based on the newly available 
evidence discussed in section I of this 
rule, that is, the responses to the August 
2016 RFI, HHS has determined that the 
widespread practice of third parties 
making payments of premiums for 
individual market coverage places 
dialysis patients at significant risk of 
three kinds of harms: Having their 
ability to be determined ready for a 
kidney transplant negatively affected, 
being exposed to additional costs for 
health care services, and being exposed 
to a significant risk of a mid-year 
disruption in health care coverage. We 
believe these are unacceptable risks to 
patient health that will be greatly 
mitigated by this rulemaking, and that 
the delay caused by notice and 
comment rulemaking would continue to 
put patient health at risk. Given the risk 
of patient harm, notice and comment 
rulemaking would be contrary to the 
public interest. Therefore, we find good 
cause to waive notice and comment 
rulemaking and to issue this interim 
final rule with comment. We are 
providing a 30-day public comment 
period. 

In addition, we ordinarily provide a 
60-day delay in the effective date of the 
provisions of a rule in accordance with 
the APA (5 U.S.C. 553(d)), which 
requires a 30-day delayed effective date, 
and the Congressional Review Act (5 
U.S.C. 801(a)(3)), which requires a 60- 
day delayed effective date for major 
rules. However, we can waive the delay 
in the effective date if the Secretary 
finds, for good cause, that the delay is 
impracticable, unnecessary, or contrary 
to the public interest, and incorporates 
a statement of the finding and the 
reasons in the rule issued (5 U.S.C. 
553(d)(3). 

In addition, the Congressional Review 
Act (5 U.S.C. 801(a)(3)) requires a 60- 
day delayed effective date for major 
rules. However, we can determine the 
effective date of the rule if the Secretary 
finds, for good cause, that notice and 
public procedure is impracticable, 
unnecessary, or contrary to the public 
interest, and incorporates a statement of 
the finding and the reasons in the rule 
issued (5 U.S.C. 808(2)). 

As noted above, for good cause, we 
have found that notice and public 
procedure is contrary to the public 
interest. Accordingly, we have 

determined that it is appropriate to 
issue this regulation with an effective 
date 30 days from the date of 
publication. As described above, we 
believe patients are currently at risk of 
harm. Health-related and financial risks 
are not fully disclosed to them, and they 
may have their transplant readiness 
delayed or face additional financial 
consequences because of coverage 
decisions that are not fully explained. 
Further, consumers are at risk of mid- 
year coverage disruptions. This is the 
time of year when patients often make 
enrollment decisions, with Open 
Enrollment in the individual market 
ongoing and General Enrollment Period 
for certain new enrollees in Medicare 
about to begin on January 1. We have 
therefore determined that the rule will 
become effective on January 13, 2017 to 
best protect consumers. 

IV. Collection of Information 
Requirements 

Under the Paperwork Reduction Act 
of 1995, we are required to provide 30- 
day notice in the Federal Register and 
solicit public comment before a 
collection of information requirement is 
submitted to the Office of Management 
and Budget (OMB) for review and 
approval. This interim final rule with 
comment contains information 
collection requirements (ICRs) that are 
subject to review by OMB. A description 
of these provisions is given in the 
following paragraphs with an estimate 
of the annual burden, summarized in 
Table 1. In order to fairly evaluate 
whether an information collection 
should be approved by OMB, section 
3506(c)(2)(A) of the Paperwork 
Reduction Act of 1995 requires that we 
solicit comment on the following issues: 

• The need for the information 
collection and its usefulness in carrying 
out the proper functions of our agency. 

• The accuracy of our estimate of the 
information collection burden. 

• The quality, utility, and clarity of 
the information to be collected. 

• Recommendations to minimize the 
information collection burden on the 
affected public, including automated 
collection techniques. 

We are soliciting public comment on 
each of these issues for the following 
sections of the interim final rule with 
comment that contain ICRs. We 
generally used data from the Bureau of 
Labor Statistics to derive average labor 
costs (including a 100 percent increase 
for fringe benefits and overhead) for 
estimating the burden associated with 
the ICRs.18 

1. ICRs Regarding Patient Rights 
(§ 494.70(c)) 

Under § 494.70(c), HHS implements a 
number of requirements and establishes 
a new patient rights standard for 
Medicare-certified dialysis facilities that 
make payments of premiums for 
individual market health plans, whether 
directly, through a parent organization, 
or through another entity, to ensure 
proper protections for those patients. 
Those applicable facilities will be 
required, on an annual basis, to inform 
patients of health coverage options 
available to them, including Medicare 
and Medicaid and locally available 
individual market plans; enrollment 
periods for both Medicare and the 
individual market; the effects each 
option will have on the patients access 
to, and costs for the providers and 
suppliers, services, and prescription 
drugs that are currently within the 
individual’s ESRD plan of care and 
other documented health care needs; 
coverage and anticipated costs for 
transplant services, including pre- and 
post-transplant care; any funds available 
to the patient for enrollment in an 
individual market health plan, 
including but not limited to limitations 
and any associated risks of such 
assistance; and current information 
about the facility’s, or its parent 
organization’s premium payments for 
patients, or to other third parties that 
make such premium payments to 
individual market health plans for 
individuals on dialysis. 

We assume that each applicable 
facility will develop a system to educate 
and inform each ESRD patient of their 
options and the effects of these options. 
For our purposes, we assume that each 
facility will develop a pamphlet 
containing information that compares 
the benefits and costs for each locally 
available individual market plan, 
Medicare, and Medicaid, and display it 
prominently in their facility. In 
addition, it is assumed that a facility 
staff such as a health care social worker 
will review the required information 
with the patient and answer any 
questions. 

There are 6,737 Medicare-certified 
dialysis facilities. As explained later in 
the regulatory impact analysis section, 
we estimate that approximately 90 
percent, or 6,064, facilities make 
payments of premiums for individual 
market health plans, whether directly, 
through a parent organization, or 
through another entity, and therefore, 
will need to comply with these 
disclosure requirements. We estimate 
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that approximately 491,500 patients 
receive services at Medicare-certified 
facilities. Therefore, on average, each 
facility provides dialysis services to 
approximately 73 patients annually. 
While we expect to detail in 
forthcoming guidance how dialysis 
facilities may comply with these 
requirements, we are providing an 
example of one type of disclosure, an 
informational pamphlet, to illustrate 
potential costs. We note, that we expect 
dialysis facilities will use various tools 
for disclosure including but not limited 
to informational pamphlets, handouts, 
etc. It is estimated that each facility will 
prepare, on average, a 6-page pamphlet 
that includes all required information. 
We estimate that an administrative 
assistant will spend approximately 40 
hours (at an hourly rate of $37.86) on 
average to research the required 
information and develop a pamphlet. 
We estimate it will take an 
administrative manager (at an hourly 
rate of $91.20) 4 hours to review the 
pamphlet. The total annual burden for 
each facility will be 44 hours with an 
equivalent cost of $1,879.20 ((40 hours 
× $37.86 hourly rate) + (4 hours × $91.20 
hourly rate)). In order to print the 
pamphlet, we estimate that it will cost 
each facility $3.00 (for a 6-page 
pamphlet at $0.50 per page). For all 
6,064 facilities, the total annual burden 
will be 266,816 hours (44 hours × 6,064 
facilities) with an equivalent cost of 
approximately $11,395,469 ($1,879.20 
annual burden cost × 6,064 facilities) 
and a total materials and printing cost 
of $1,328,016. It is anticipated that the 
burden to prepare the pamphlet will be 
lower in subsequent years since all that 
will be needed is to review and update 
plan information. We estimate that an 
administrative assistant will spend 
approximately 32 hours (at an hourly 
rate of $37.86) on average to update the 
information in the pamphlet, and it will 
take an administrative manager (at an 
hourly rate of $91.20) 3 hours to review 
it. The total annual burden for each 
facility will be 35 hours with an 
equivalent cost of approximately $1,485 
((32 hours × $37.86 hourly rate) + (3 
hours × $91.20 hourly rate)). The total 
burden for all facilities will be 212,240 
hours (35 hours × 6,064 facilities) with 
an equivalent cost of approximately 
$9,005,768 ($1,485.12 annual burden 
cost × 6,064 facilities). 

In addition to providing a copy of the 
pamphlet to the patients, it is assumed 
that a health care social worker or other 
patient assistance personnel at each 

facility will review the information with 
the patients and obtain a signed 
acknowledgement form stating that the 
patient has received this information. 
We estimate that a lawyer (at an hourly 
rate of $131.02) will take 30 minutes to 
develop an acknowledgement form 
confirming that the required 
information was provided to be signed 
by the ESRD patient. The total burden 
for all 6,064 facilities to develop the 
acknowledgement form in the initial 
year only will be 3,032 hours (0.5 hours 
× 6,064 facilities) with an equivalent 
cost of approximately $397,253 
(($131.02 hourly rate × 0.5 hours) × 
6,064 facilities). 

We estimate that a health care social 
worker (at an hourly rate of $51.94) will 
take an average of 45 minutes to further 
educate each patient about their 
coverage options. The social worker will 
also obtain the patient’s signature on the 
acknowledgement form and save a copy 
of the signed form for recordkeeping, 
incurring a materials and printing cost 
of $0.05 per form. The total annual 
burden for each facility will be 54.75 
hours (0.75 hours × 73 patients) with an 
equivalent cost of approximately $2,844 
($51.94 hourly rate × 54.75 hours), and 
approximately $4 in printing and 
materials cost. The total annual burden 
for all 6,064 facilities will be 332,004 
hours 54.75 hours × 6,064 facilities) 
with an equivalent cost of 
approximately $17,244,288 ($2,843.72 
annual burden cost × 6,064 facilities), 
and approximately $22,134 in printing 
and materials cost. 

We will revise the information 
collection currently approved under 
OMB Control Number 0938–0386 to 
account for this additional burden. 

2. ICRs Regarding Disclosure of Third 
Party Premium Payments, or 
Contributions to Such Payments, to 
Issuers (§ 494.180(k)) 

Under § 494.180(k), HHS is 
implementing a requirement for those 
dialysis facilities that make payments of 
premiums for individual market health 
plans, whether directly, through a 
parent organization, or through another 
entity, must ensure issuers are informed 
of and have agreed to accept the 
payments for the duration of the plan 
year. 

Based on comments received in 
response to the RFI, it is assumed that 
approximately 7,000 patients that 
receive such payments are enrolled in 
individual market plans. Therefore, we 
estimate that 6,064 facilities will be 

required to send approximately 7,000 
notices. It is assumed that these notices 
will be sent and returned electronically 
at minimal cost. We estimate that, for 
each facility during the initial year, it 
will take a lawyer one hour (at an 
hourly rate of $131.02) to draft a letter 
template notifying the issuer of third 
party payments and requesting 
assurance of acceptance for such 
payments. The total annual burden for 
all facilities during the initial year will 
be 6,064 hours with an equivalent cost 
of approximately $794,505 ($131.02 × 
6,064 facilities). This is likely to be an 
overestimation since parent 
organizations will probably develop a 
single template for all individual 
facilities they own. We further estimate 
that it will require an administrative 
assistant approximately 30 minutes (at 
an hourly rate of $37.86) to insert 
customized information and email the 
notification to the issuer, send any 
follow-up communication, and then 
save copies of the responses for 
recordkeeping. The total annual burden 
for all facilities for sending the 
notifications will be 3,500 hours (7,000 
notifications x 0.5 hours) with an 
equivalent cost of $132,510 ($37.86 
hourly rate × 3,500 hours). 

There are an estimated 468 issuers in 
the individual market. It is assumed that 
the approximately 7,000 patients are 
uniformly distributed between these 
issuers. Issuers will incur a burden if 
they respond to the notifications from 
dialysis facilities and inform them 
whether or not they will accept third 
party payments. It is estimated that it 
will take a lawyer 30 minutes (at an 
hourly rate of $131.02) to review the 
notification and an administrative 
manager 30 minutes (at an hourly rate 
of $91.20) to approve or deny the 
request and respond to any follow-up 
communication. It will further take an 
administrative assistant approximately 
30 minutes (at an hourly rate of $37.86) 
to respond electronically to the initial 
notification and any follow-up 
communications. The total annual 
burden for all issuers to respond to 
7,000 notifications will be 10,500 hours 
(1.5 hours × 7,000 notifications) with an 
equivalent cost of $910,280 (10,500 
hours × $86.69 average hourly rate per 
notification per issuer). 

We will revise the information 
collection currently approved under 
OMB Control Number 0938–0386 to 
account for this additional burden. 
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TABLE 1—ANNUAL REPORTING, RECORDKEEPING AND DISCLOSURE BURDEN: FIRST YEAR 

Regulation section(s) OMB 
control No. 

Number of 
respondents Responses 

Burden 
per 

response 
(hours) 

Total 
annual 
burden 
(hours) 

Hourly 
labor 

cost of 
reporting 

($) 

Total labor 
cost of 

reporting 
($) 

Total 
capital/ 

maintenance 
costs 
($) 

Total cost 
($) 

Patient Rights (§ 494.70 
(c)) 0 Pamphlets ............ 0938–0386 6,064 442,672 44 266,816 $42.71 $11,395,468.80 $1,328,016.00 $12,723,484.80 

Patient Rights (§ 494.70 
(c))—Patient Education 
and Recordkeeping ....... 0938–0386 6,064 442,672 0.75 332,004 51.94 17,244,287.76 22,133.60 17,266,421.36 

Patient Rights (§ 494.70 
(c))—acknowledgement 
form ................................ 0938–0386 6,064 6,064 0.5 3,032 131.02 397,252.64 0.00 397,252.64 

Disclosure of Third Party 
Premium Assistance to 
Issuers (§ 494.180(k))— 
letter template ................ 0938–0386 6,064 6,064 1 6,064 131.02 794,505.28 0.00 794,505.28 

Disclosure of Third Party 
Premium Assistance to 
Issuers (§ 494.180(k))— 
notification from facility .. 0938–0386 6,064 7,000 0.5 3,500 37.86 132,510 0.00 132,510 

Disclosure of Third Party 
Premium Assistance to 
Issuers (§ 494.180(k))— 
issuer response ............. 0938–0386 468 7,000 1.5 10,500 86.69 910,280 0.00 910,280 

Total ........................... .................... 6,532 911,472 48.25 621,916 481.24 30,874,304.48 1,350,149.60 32,224,454.08 

TABLE 2—ANNUAL REPORTING, RECORDKEEPING AND DISCLOSURE BURDEN: SUBSEQUENT YEARS 

Regulation section(s) 
OMB 

control 
No. 

Number of 
respondents Responses 

Burden 
per 

response 
(hours) 

Total 
annual 
burden 
(hours) 

Hourly 
labor 

cost of 
reporting 

($) 

Total 
labor 

cost of 
reporting 

($) 

Total 
capital/ 

maintenance 
costs 
($) 

Total cost 
($) 

Patient Rights (§ 494.70 
(c)) 0 Pamphlets ............ 0938–0386 6,064 442,672 35 212,240 $42.43 $9,005,767.68 $1,328,016.00 $10,333,783.68 

Patient Rights (§ 494.70 
(c))—Patient Education 
and Recordkeeping ....... 0938–0386 6,064 442,672 0.75 332,004 51.94 17,244,287.76 22,133.60 17,266,421.36 

Disclosure of Third Party 
Premium Assistance to 
Issuers (§ 494.180(k))— 
notification from facility .. 0938–0386 6,064 7,000 0.5 3,500 37.86 132,510.00 0.00 132,510.00 

Disclosure of Third Party 
Premium Assistance to 
Issuers (§ 494.180(k))— 
issuer response ............. 0938–0386 468 7,000 1.5 10,500 86.69 910,280.00 0.00 910,280.00 

Total ........................... .................... 6,532 899,344 37.75 558,244 218.93 27,292,845.44 1,350,149.60 28,642,995.04 

If you comment on these information 
collection requirements, please do 
either of the following: 

1. Submit your comments 
electronically as specified in the 
ADDRESSES section of this interim final 
rule with comment; or 

2. Submit your comments to the 
Office of Information and Regulatory 
Affairs, Office of Management and 
Budget, Attention: CMS Desk Officer, 
CMS–3337–IFC. Fax: (202) 395–6974; or 
Email: OIRA_submission@omb.eop.gov. 

V. Regulatory Impact Analysis 

A. Introduction 

This interim final rule with comment 
implements a number of requirements 
for Medicare-certified dialysis facilities 
that make payments of premiums for 
individual market health plans, whether 
directly, through a parent organization, 

or through another entity. It establishes 
a new patient rights standard applicable 
only to such facilities that they must 
provide patients with information on 
available health insurance options, 
including locally available individual 
market plans, Medicare, Medicaid, and 
CHIP coverage. This information must 
include the effects each option will have 
on the patient’s access to, and costs for 
the providers and suppliers, services, 
and prescription drugs that are currently 
within the individual’s ESRD plan of 
care as well as those likely to result 
from other documented health care 
needs. This must include an overview of 
the health-related and financial risks 
and benefits of the individual market 
plans available to the patient (including 
plans offered through and outside the 
Exchange). Patients must also receive 
information about all available financial 

assistance for enrollment in an 
individual market health plan and the 
limitations and associated risks of such 
assistance; including any and all current 
information about the facility’s, or its 
parent organization’s contributions to 
patients or third parties that subsidize 
enrollment in individual market health 
plans for individuals on dialysis. 

In addition, the interim final rule with 
comment establishes a new standard 
requiring dialysis facilities that make 
payments of premiums for individual 
market health plans, whether directly, 
through a parent organization, or 
through another entity, to disclose these 
payments to applicable issuers and 
requiring the contributing facility to 
obtain assurance from the issuer that the 
issuer will accept such payments for the 
duration of the plan year. 
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19 Individuals who are already covered by 
Medicare generally cannot become enrolled in 
coverage in the individual market. Section 
1882(d)(3) of the Social Security Act makes it 
unlawful to sell or issue a health insurance policy 
(including policies issued on and off Exchanges) to 
an individual entitled to benefits under Medicare 
Part A or enrolled under Medicare part B with the 
knowledge that the policy duplicates the health 

benefits to which the individual is entitled. 
Therefore, while an individual with ESRD is not 
required to apply for and enroll in Medicare, once 
they become enrolled, it is unlawful for them to be 
sold a commercial health insurance policy in the 
individual market if the seller knows the individual 
market policy would duplicate benefits to which 
the individual is entitled. The financial 
consequences for patients moving from Medicare to 

private insurance—including late enrollment 
penalties for individuals in Medicare Part A but not 
Part B if they return to Medicare, and lack of 
coverage for certain drugs following a kidney 
transplant—are routinely not disclosed and may be 
unknown to patients. These financial consequences 
can have significant impact on patient care. 

These requirements are intended to 
ensure that patients are able to make 
coverage decisions based on full, 
accurate information, and are not 
inappropriately influenced by financial 
interests of dialysis facilities and 
suppliers, and to minimize the 
likelihood that coverage is interrupted 
midyear for these vulnerable patients. 

B. Statement of Need 

This interim final rule with comment 
addresses concerns raised by 
commenters and by HHS regarding the 
inappropriate steering of patients with 
ESRD, especially those eligible for 
Medicare and Medicaid, into individual 
market health plans that offer 
significantly higher reimbursement rates 
compared to Medicare and Medicaid, 
without regard to the potential risks 
incurred by the patient. As discussed 
previously in the preamble, public 
comments received in response to the 
August 2016 RFI indicated that dialysis 
facilities may be encouraging patients to 
move from one type of coverage into 
another based solely on the financial 
benefit to the dialysis facility, and 
without transparency about the 
potential consequences for the patient, 
in circumstances where these actions 
may result in harm to the individual.19 
Further, enrollment trends indicate that 
the number of individual market 
enrollees with ESRD more than doubled 
between 2014 and 2015, which is not 
itself evidence of inappropriate behavior 
but does raise concerns that the steering 
behavior described by commenters may 
be becoming increasingly common, and 
without immediate rulemaking patients 
are at considerable risk of harm. 

This interim final rule with comment 
addresses these issues by implementing 
a number of requirements that will 
provide patients with the information 
they need to make informed decisions 
about their coverage and will help to 
ensure that their care is not at risk of 
disruptions, gaps in coverage, limited 
access to necessary treatment, or 

undermined by the providers’ or 
suppliers’ financial interests. 

C. Overall Impact 

We have examined the effects of this 
rule as required by Executive Order 
12866 (58 FR 51735, September 1993, 
Regulatory Planning and Review), the 
Regulatory Flexibility Act (RFA) 
(September 19, 1980, Pub. L. 96–354), 
section 1102(b) of the Social Security 
Act, the Unfunded Mandates Reform 
Act of 1995 (Pub. L. 104–4), Executive 
Order 13132 on Federalism, and the 
Congressional Review Act (5 U.S.C. 
804(2)). 

Executive Order 12866 (58 FR 51735) 
directs agencies to assess all costs and 
benefits of available regulatory 
alternatives and, if regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety 
effects; distributive impacts; and 
equity). Executive Order 13563 (76 FR 
3821, January 21, 2011) is supplemental 
to and reaffirms the principles, 
structures, and definitions governing 
regulatory review as established in 
Executive Order 12866. 

Section 3(f) of Executive Order 12866 
defines a ‘‘significant regulatory action’’ 
as an action that is likely to result in a 
rule—(1) having an annual effect on the 
economy of $100 million or more in any 
one year, or adversely and materially 
affecting a sector of the economy, 
productivity, competition, jobs, the 
environment, public health or safety, or 
state, local or tribal governments or 
communities (also referred to as 
‘‘economically significant’’); (2) creating 
a serious inconsistency or otherwise 
interfering with an action taken or 
planned by another agency; (3) 
materially altering the budgetary 
impacts of entitlement grants, user fees, 
or loan programs or the rights and 
obligations of recipients thereof; or (4) 
raising novel legal or policy issues 
arising out of legal mandates, the 

President’s priorities, or the principles 
set forth in the Executive Order. A 
regulatory impact analysis (RIA) must 
be prepared for major rules with 
economically significant effects ($100 
million or more in any 1 year. We 
estimate that this rulemaking is 
‘‘economically significant’’ as measured 
by the $100 million threshold, and 
hence also a major rule under the 
Congressional Review Act. Accordingly, 
we have prepared an RIA that to the best 
of our ability presents the costs and 
benefits of the rulemaking. 

D. Impact Estimates and Accounting 
Table 

In accordance with OMB Circular A– 
4, Table 3 below depicts an accounting 
statement summarizing HHS’ 
assessment of the benefits, costs, and 
transfers associated with this regulatory 
action. The period covered by the RIA 
is 2017 through 2026. 

HHS anticipates that the provisions of 
this interim final rule with comment 
will enhance patient protections and 
enable patients with ESRD to choose 
health insurance coverage that best suits 
their needs and improve their health 
outcomes. Providing patients with 
accurate information will help to ensure 
that patients are able to obtain necessary 
health care, reduce the likelihood of 
coverage gaps, as well as provide 
financial protection. Dialysis facilities 
and issuers will incur costs to comply 
with these requirements. If patients 
covered through individual market 
plans opt to move to (or return to) 
Medicare and Medicaid, then there will 
be a transfer of patient care costs to the 
Medicare and Medicaid programs. For 
those patients covered through 
individual market plans who chose to 
apply for and enroll in Medicare, there 
would be a transfer of premium 
payments from individual market 
issuers to the Medicare program. In 
accordance with Executive Order 12866, 
HHS believes that the benefits of this 
regulatory action justify the costs. 

TABLE 3—ACCOUNTING TABLE 

Benefits: 

Qualitative: 
* Provide patient protections and ensure that patients are able to make coverage decisions based on complete and accurate information, 

and are not inappropriately influenced by the financial interests of dialysis facilities. 
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TABLE 3—ACCOUNTING TABLE—Continued 

* Improve health outcomes for patients by ensuring that patients have coverage that best fits both current and future needs, including 
transplantation services. 

* Ensure that issuers will accept any premium assistance payments for the duration of the plan year and patients’ coverage is not inter-
rupted midyear. 

Costs: Estimate 
(millions) 

Year dollar Discount 
rate percent 

Period 
covered 

Annualized Monetized .............................................................................. $29.1 2016 7 2017–2026 
29.1 2016 3 2017–2026 

Costs reflect administrative costs incurred by dialysis facilities and issuers to comply with ICRs. 

Transfers: 
Annualized Monetized .............................................................................. $688.4 2016 7 2017–2026 

688.4 2016 3 2017–2016 

Transfers reflect transfer of patient care costs from individual market issuers to Medicare and Medicaid; out-of-pocket costs from dual eligible 
patients to Medicare and Medicaid; transfer of premium dollars from individual market issuers to Medicare; and transfer of reimbursements 
from dialysis facilities to individual market issuers if patients move from individual market plans to Medicare and Medicaid. 

a. Number of Affected Entities 

There are 6,737 dialysis facilities 
across the country that are certified by 
Medicare, and an estimated 495,000 
patients on dialysis. Based on USRDS 
data for recent years, we estimated that 
approximately 99.3 percent or 491,500 
patients receive services at Medicare- 
certified facilities. Therefore, each 
Medicare-certified facility is providing 
services to approximately 73 patients on 
average annually. As mentioned 
previously, data indicates that about 88 
percent of ESRD patients receiving 
hemodialysis were covered by Medicare 
(as primary or secondary payer) in 2014. 
Data from the CMS risk adjustment 
program in the individual market (both 
on and off exchange) suggest that the 
number of enrollees with an ESRD 
diagnosis in the individual market more 
than doubled between 2014 and 2015. 
Although some of the increase could be 
due to increases in coding intensity and 
cross-year claims, the gross number is 
still significant and concerning. 
Comments received in response to the 
RFI suggest that the inappropriate 
steering of patients may be accelerating 
over time. Insurance industry 
commenters stated that the number of 
patients in individual market plans 
receiving dialysis increased 2 to 5 fold 
in recent years. We will continue to 
analyze these data to better understand 
trends in ESRD diagnoses as well as the 
extent to which individuals may be 
enrolled in both Medicare and 
individual market plans and 
implications for the anti-duplication 
provision outlined in section 1882(d)(3) 
of the Act. 

There is no data on how many 
dialysis facilities make payments of 
premiums for individual market health 
plans, whether directly, through a 

parent organization, or through another 
entity. We believe that these practices 
are likely concentrated within large 
dialysis chains that together operate 
approximately 90 percent of dialysis 
facilities, and therefore estimate that 
approximately 6,064 facilities make 
payments of premiums for individual 
market health plans, whether directly, 
through a parent organization, or 
through another entity. 

b. Anticipated Benefits, Costs and 
Transfers 

This interim final rule with comment 
implements a number of requirements 
for Medicare-certified dialysis facilities 
(as defined in 42 CFR 494.10) that make 
payments of premiums for individual 
market health plans (in any amount), 
whether directly, through a parent 
organization (such as a dialysis 
corporation), or through another entity 
(including by providing contributions to 
entities that make such payments). Such 
facilities must provide patients with 
information on available health 
coverage options, including local, 
current individual market plans, 
Medicare, Medicaid, and CHIP coverage. 
This information must include; the 
effects each coverage option will have 
on the patient’s access to, and costs for, 
the providers and suppliers, services, 
and prescription drugs that are currently 
within the individual’s ESRD plan of 
care as well as those likely to result 
from other documented health care 
needs. This must include an overview of 
the health-related and financial risks 
and benefits of the individual market 
plans available to the patient (including 
plans offered through and outside the 
Exchange). Information on coverage of 
transplant-associated costs must also be 
provided to patients, including pre- and 
post-transplant care. In addition, 

facilities must provide information 
about penalties associated with late 
enrollment in Medicare. Patients must 
also receive information about available 
financial assistance for enrollment in an 
individual market health plan and 
limitations and associated risks of such 
assistance; the financial benefit to the 
facility of enrolling the individual in an 
individual market plan as opposed to 
public plans; and current information 
about the facility’s, or its parent 
organization’s contributions to patients 
or third parties that make payments of 
premiums for individual market plans 
for individuals on dialysis. 

These requirements are intended to 
ensure that patients are able to make 
insurance coverage decisions based on 
full, accurate information, and not based 
on misleading, inaccurate, or 
incomplete information that prioritizes 
providers and suppliers’ financial 
interests. It is likely that some patients 
will elect to apply for and enroll in 
Medicare and Medicaid (if eligible) 
instead of individual market plans once 
they are provided all the information as 
required. As previously discussed, 
Medicare (and Medicaid) enrollment 
will provide health benefits by reducing 
the likelihood of disruption of care, gaps 
in coverage, limited access to necessary 
treatment, denial of access to kidney 
transplants or delay in transplant 
readiness, and denial of post-surgical 
care. By enrolling in Medicare (and 
Medicaid), many individuals can avoid 
potential financial loss due to Medicare 
late enrollment penalties; higher cost- 
sharing, especially for out-of-network 
services; higher deductibles; and 
coverage limits in individual market 
plans. This is particularly true for the 
individuals eligible for Medicare based 
on ESRD who are also eligible for 
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20 Source: Jack Hoadley et al., Medicare Part D: A 
First Look at Prescription Drug Plans in 2017, 
Kaiser Family Foundation, October 2016, http://
kff.org/medicare/issue-brief/medicare-part-d-a-first- 
look-at-prescription-drug-plans-in-2017/. 

Medicaid. While a patient with 
individual market coverage could be 
liable for out-of pocket costs of up to 
$7,150 in 2017, a patient dually enrolled 
in Medicare and Medicaid will have 
very limited, and in many cases no, out- 
of-pocket costs in addition to a wider 
range of eligible providers and 
suppliers. 

In addition, this interim final rule 
with comment establishes a new 
standard, applicable only to facilities 
that make payments of premiums for 
individual market health plans, whether 
directly, through a parent organization 
(such as a dialysis corporation), or 
through another entity (including by 
providing contributions to entities that 
make such payments), requiring that the 
facility disclose such payments to 
applicable issuers and obtain assurance 
from the issuer that they will accept 
such payments for the duration of the 
plan year. This will lead to improved 
health outcomes for patients by 
ensuring that coverage is not interrupted 
midyear for these vulnerable patients, 
leaving them in medical or financial 
jeopardy. 

Dialysis facilities that make premium 
payments for patients as discussed 
above will incur costs to comply with 
the provisions of this rule. The 
administrative costs related to the 
disclosure requirements have been 
estimated in the previous section. 

If patients elect to apply for and enroll 
in Medicare and Medicaid (if eligible) 
instead of individual market plans, the 
cost of their coverage will be transferred 
from the patients and the individual 
market issuers to the Medicare and 
Medicaid programs (if the patient is 
eligible for both). This will lead to 
increased spending for these programs. 
For the purpose of this analysis, we 
assume that approximately 50 percent of 
patients enrolled in individual market 
plans that receive third party premium 
payments will elect to apply for and 
enroll in Medicare. USRDS data show 
that for individuals with ESRD enrolled 
in Medicare receiving hemodialysis, 
total health care spending averaged 
$91,000 per person in 2014, including 
dialysis and non-dialysis services. 
Therefore, if 3,500 patients switch to 
Medicare, the total transfer from 
individual market issuers to the 
Medicare program will be 
approximately $318,500,000. We 
assume that about 50 percent of patients 
that opt to enroll in Medicare will also 
be eligible for Medicaid and will have 
negligible or zero cost-sharing, rather 
than the maximum out-of-pocket cost of 
$7,150, which will be a transfer from the 
patients to the Medicare and Medicaid 
programs. Therefore, for 1,750 dual 

eligible patients, the total transfer is 
estimated to be $12,512,500. For those 
patients covered through individual 
market plans who choose to enroll in 
Medicare there will also be a transfer of 
premium payments from the individual 
market issuers to the Medicare program. 
Assuming that patients will pay the 
standard Part B premium amount, 
which will be $134 in 2017, and an 
average Part D premium of $42.17,20 the 
total transfer for 3,500 patients is 
estimated to be $7,399,140. In addition, 
if patients move from individual market 
plans to Medicare, then reimbursements 
to dialysis facilities will be reduced, 
since individual market plans currently 
have higher reimbursement rates for 
dialysis services compared to Medicare, 
resulting in a transfer from dialysis 
facilities to issuers. As discussed 
previously, based on comments 
received, dialysis facilities are estimated 
to be paid at least $100,000 more per 
year per patient for a typical patient 
enrolled in commercial coverage rather 
than public coverage. For 3,500 patients, 
the total transfer from dialysis facilities 
to issuers is estimated to be at least 
$350,000,000. 

E. Alternatives Considered 

Under the Executive Order, HHS is 
required to consider alternatives to 
issuing rules and alternative regulatory 
approaches. HHS considered not 
requiring any additional disclosures to 
patients. Providing complex information 
regarding available coverage options 
may not always help patients make the 
best decisions. In addition, disclosure 
requirements may not be as effective 
where financial conflicts of interest 
remain for the dialysis facilities. We 
also considered prohibiting outright 
contributions from dialysis suppliers to 
patients or third parties for individual 
market plan premiums, but determined 
that we wanted to have additional data 
before implementing additional 
restrictions. A ban could potentially 
cause financial hardship for some 
patients. On the other hand, dialysis 
facilities would not be able to use these 
contributions to steer patients towards 
individual market plans that are more in 
the financial interests of dialysis 
facilities rather than those of the patient. 
In the absence of additional data, it is 
not possible to estimate the costs, 
benefits and transfers associated with 
such a ban, whether the benefits would 
outweigh the costs, and whether it 

would be more effective in ending the 
practice of steering. 

HHS believes, however, that patients 
will benefit from having complete and 
accurate information regarding their 
options, especially information on 
Medicare and Medicaid and the 
financial and medical/coverage 
consequences of each option. In 
addition, CMS can ensure compliance 
with the disclosure requirements 
through the survey and certification 
process. CMS plans to issue interpretive 
guidance and a survey protocol for the 
enforcement of the new standards by 
state surveyors to ensure that the 
facilities share appropriate information 
with patients. 

We also considered requiring issuers 
to accept all third party premium 
payments. However, requiring issuers to 
accept such payments could skew the 
individual market risk pool, a position 
CMS has consistently articulated since 
2013, when we expressly discouraged 
issuers from accepting these premium 
payments from providers. We also 
received comments from issuers, social 
workers, and others in response to the 
RFI indicating that inappropriate 
steering practices could have the effect 
of skewing the insurance risk pool. The 
underlying policy considerations have 
not changed and therefore CMS is 
seeking to prevent mid-year disruption 
by requiring facilities to disclose 
payments and assure acceptance. In 
light of the comments received 
regarding dialysis facilities’ practices in 
particular, and the unique health needs 
and coverage options available to this 
population, we are at this time imposing 
disclosure-related obligations only on 
the ESRD facilities themselves. This rule 
does not change the legal obligations or 
requirements placed on issuers. 

In addition, to determine whether 
further action is warranted, we seek 
comments from stakeholders on 
whether patients would be better off on 
balance if premium assistance 
originating from health care providers 
and suppliers were more strictly limited 
and disclosed. We also seek comment 
on alternative options where payments 
would be limited absent a showing that 
the individual market coverage was in 
the individual’s best interest, and we 
seek comment on what such a showing 
would require and how it could prevent 
mid-year disruptions in coverage. 

F. Regulatory Flexibility Act 
The Regulatory Flexibility Act (5 

U.S.C. 601 et seq.) (RFA) imposes 
certain requirements with respect to 
Federal rules that are subject to the 
notice and comment requirements of 
section 553(b) of the Administrative 
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Procedure Act (5 U.S.C. 551 et seq.) and 
that are likely to have a significant 
economic impact on a substantial 
number of small entities. Unless an 
agency certifies that a rule is not likely 
to have a significant economic impact 
on a substantial number of small 
entities, section 604 of RFA requires 
that the agency present a final 
regulatory flexibility analysis describing 
the impact of the rule on small entities 
and seeking public comment on such 
impact. 

The RFA generally defines a ‘‘small 
entity’’ as (1) a proprietary firm meeting 
the size standards of the Small Business 
Administration (SBA) (13 CFR 121.201); 
(2) a nonprofit organization that is not 
dominant in its field; or (3) a small 
government jurisdiction with a 
population of less than 50,000. (States 
and individuals are not included in the 
definition of ‘‘small entity.’’) HHS uses 
as its measure of significant economic 
impact on a substantial number of small 
entities a change in revenues of more 
than 3 to 5 percent. 

Because this provision is issued as a 
final rule without being preceded by a 
general notice of proposed rulemaking, 
a final regulatory analysis under section 
604 of the Regulatory Flexibility Act (94 
Stat. 1167) is not required. Nevertheless, 
HHS estimates that approximately 10 
percent of Medicare-certified dialysis 
facilities are not part of a large chain 
and may qualify as small entities. It is 
not clear how many of these facilities 
make payments of premiums for 
individual market health plans, whether 
directly, through a parent organization, 
or through another entity. To the extent 
that they do so, these facilities will 
incur costs to comply with the 
provisions of this interim final rule with 
comment and experience a reduction in 
reimbursements if patients transfer from 
individual market coverage to Medicare. 
However, HHS believes that very few 
small entities, if any, make such 
payments. Therefore, HHS expects that 
this interim final rule with comment 
will not affect a substantial number of 
small entities. Accordingly, the 
Secretary certifies that a regulatory 
flexibility analysis is not required. 

In addition, section 1102(b) of the 
Social Security Act requires agencies to 
prepare a regulatory impact analysis if 
a rule may have a significant economic 
impact on the operations of a substantial 
number of small rural hospitals. This 
analysis must conform to the provisions 
of section 604 of the RFA. This interim 
final rule with comment will not affect 
small rural hospitals. Therefore, HHS 
has determined that this regulation will 
not have a significant impact on the 

operations of a substantial number of 
small rural hospitals. 

G. Unfunded Mandates Reform Act 

Section 202 of the Unfunded 
Mandates Reform Act (UMRA) of 1995 
requires that agencies assess anticipated 
costs and benefits before issuing any 
rule that includes a Federal mandate 
that could result in expenditure in any 
one year by state, local or tribal 
governments, in the aggregate, or by the 
private sector, of $100 million in 1995 
dollars, updated annually for inflation. 
In 2016, that threshold level is 
approximately $146 million. 

UMRA does not address the total cost 
of a rule. Rather, it focuses on certain 
categories of cost, mainly those ‘‘Federal 
mandate’’ costs resulting from—(1) 
imposing enforceable duties on state, 
local, or tribal governments, or on the 
private sector; or (2) increasing the 
stringency of conditions in, or 
decreasing the funding of, state, local, or 
tribal governments under entitlement 
programs. 

This interim final rule with comment 
includes no mandates on state, local, or 
tribal governments. Thus, this rule does 
not impose an unfunded mandate on 
state, local or tribal governments. As 
discussed previously, dialysis facilities 
that wish to make payments of 
premiums for individual market health 
plans (in any amount), whether directly, 
through a parent organization (such as 
a dialysis corporation), or through 
another entity (including by providing 
contributions to entities that make such 
payments), will incur administrative 
costs in order to comply with the 
provisions of this interim final rule with 
comment. Issuers will incur some 
administrative costs as well. However, 
consistent with policy embodied in 
UMRA, this interim final rule with 
comment has been designed to be the 
least burdensome alternative for state, 
local and tribal governments, and the 
private sector. 

H. Federalism 

Executive Order 13132 outlines 
fundamental principles of federalism. It 
requires adherence to specific criteria by 
Federal agencies in formulating and 
implementing policies that have 
‘‘substantial direct effects’’ on the states, 
the relationship between the national 
government and states, or on the 
distribution of power and 
responsibilities among the various 
levels of government. 

This rule does not have direct effects 
on the states, the relationship between 
the Federal government and states, or on 
the distribution of power and 

responsibilities among various levels of 
government. 

I. Congressional Review Act 
This interim final rule with comment 

is subject to the Congressional Review 
Act provisions of the Small Business 
Regulatory Enforcement Fairness Act of 
1996 (5 U.S.C. 801 et seq.), which 
specifies that before a rule can take 
effect, the Federal agency promulgating 
the rule shall submit to each House of 
the Congress and to the Comptroller 
General a report containing a copy of 
the rule along with other specified 
information, and has been transmitted 
to the Congress and the Comptroller 
General for review. 

In accordance with the provisions of 
Executive Order 12866, this regulation 
was reviewed by the Office of 
Management and Budget. 

List of Subjects in 42 CFR Part 494 
Health facilities, Incorporation by 

reference, Kidney diseases, Medicare, 
Reporting and recordkeeping 
requirements. 

For the reasons set forth in the 
preamble, the Centers for Medicare & 
Medicaid Services amends 42 CFR 
Chapter IV as follows: 

PART 494—CONDITIONS FOR 
COVERAGE FOR END-STAGE RENAL 
DISEASE FACILITIES 

■ 1. The authority citation for part 494 
continues to read as follows: 

Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh). 

■ 2. Section 494.70 is amended by 
redesignating paragraph (c) as paragraph 
(d) and adding a new paragraph (c) to 
read as follows: 

§ 494.70 Condition: Patients’ rights. 

* * * * * 
(c) Standard: Right to be informed of 

health coverage options. For patients of 
dialysis facilities that make payments of 
premiums for individual market health 
plans (in any amount), whether directly, 
through a parent organization (such as 
a dialysis corporation), or through 
another entity (including by providing 
contributions to entities that make such 
payments), the patient has the right to— 

(1) Be informed annually, on a timely 
basis for each plan year, of all available 
health coverage options, including but 
not limited to Medicare, Medicaid, CHIP 
and individual market plans. This must 
include information on: 

(i) How plans in the individual 
market will affect the patient’s access to, 
and costs for the providers and 
suppliers, services, and prescription 
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drugs that are currently within the 
individual’s ESRD plan of care as well 
as those likely to result from other 
documented health care needs. This 
must include an overview of the health- 
related and financial risks and benefits 
of the individual market plans available 
to the patient (including plans offered 
through and outside the Exchange). 

(ii) Medicare and Medicaid/Children’s 
Health Insurance Coverage (CHIP) 
coverage, including Medicare Savings 
Programs, and how enrollment in those 
programs will affect the patient’s access 
to and costs for health care providers, 
services, and prescription drugs that are 
currently within the individual’s plan of 
care. 

(iii) Each option’s coverage and 
anticipated costs associated with 
transplantation, including patient and 
living donor costs for pre- and post- 
transplant care. 

(2) Receive current information from 
the facility about premium assistance 
for enrollment in an individual market 
health plan that may be available to the 
patient from the facility, its parent 
organization, or third parties, including 
but not limited to limitations and any 
associated risks of such assistance. 

(3) Receive current information about 
the facility’s, or its parent 
organization’s, contributions to patients 
or third parties that subsidize the 
individual’s enrollment in individual 
market health plans for individuals on 
dialysis, including the reimbursements 
for services rendered that the facility 
receives as a result of subsidizing such 
enrollment. 
* * * * * 
■ 3. Section 494.180 is amended by 
adding a new paragraph (k) to read as 
follows: 

§ 494.180 Condition: Governance. 

* * * * * 
(k) Standard: Disclosure to Insurers of 

Payments of Premiums. (1) Facilities 
that make payments of premiums for 
individual market health plans (in any 
amount), whether directly, through a 
parent organization (such as a dialysis 
corporation), or through another entity 
(including by providing contributions to 
entities that make such payments) 
must— 

(i) Disclose to the applicable issuer 
each policy for which a third party 
payment described in this paragraph (k) 
will be made, and 

(ii) Obtain assurance from the issuer 
that the issuer will accept such 
payments for the duration of the plan 
year. If such assurances are not 
provided, the facility shall not make 
payments of premiums and shall take 

reasonable steps to ensure such 
payments are not made by the facility or 
by third parties to which the facility 
contributes as described in this 
paragraph (k). 

(2) If a facility is aware that a patient 
is not eligible for Medicaid and is not 
eligible to enroll in Medicare Part A 
and/or Part B except during the General 
Enrollment Period, and the facility is 
aware that the patient intends to enroll 
in Medicare Part A and/or Part B during 
that period, the standards under this 
paragraph (k) will not apply with 
respect to payments for that patient 
until July 1, 2017. 

Dated: November 28, 2016. 
Andrew M. Slavitt, 
Acting Administrator, Centers for Medicare 
& Medicaid Services. 

Dated: November 29, 2016. 
Sylvia M. Burwell, 
Secretary, Department of Health and Human 
Services. 
[FR Doc. 2016–30016 Filed 12–12–16; 4:15 pm] 

BILLING CODE 4120–01–P 

NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION 

48 CFR Parts 1816, 1832, 1842, and 
1852 

RIN 2700–AE34 

NASA Federal Acquisition Regulation 
Supplement: Revised Voucher 
Submission & Payment Process (NFS 
Case 2016–N025) 

AGENCY: National Aeronautics and 
Space Administration. 
ACTION: Final rule. 

SUMMARY: NASA has adopted as final, 
without change, an interim rule 
amending the NASA Federal 
Acquisition Regulation Supplement 
(NFS) to implement revisions to the 
voucher submittal and payment process. 
DATES: Effective: December 14, 2016. 
FOR FURTHER INFORMATION CONTACT: Mr. 
John J. Lopez, telephone 202–358–3740. 
SUPPLEMENTARY INFORMATION: 

I. Background: 
NASA published an interim rule in 

the Federal Register at 81 FR 63143 on 
September 14, 2016, to amend the 
NASA Federal Acquisition Regulation 
Supplement (NFS) to implement 
revisions to the voucher submittal and 
payment process. 

II. Discussion and Analysis 
There were no public comments 

submitted in response to the interim 
rule. The interim rule has been 

converted to a final rule, without 
change. 

III. Executive Orders 12866 and 13563 
Executive Orders (E.O.s) 12866 and 

13563 direct agencies to assess all costs 
and benefits of available regulatory 
alternatives and, if regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety 
effects, distributive impacts, and 
equity). E.O. 13563 emphasizes the 
importance of quantifying both costs 
and benefits, of reducing costs, of 
harmonizing rules, and of promoting 
flexibility. This is not a significant 
regulatory action and, therefore, was not 
subject to review under section 6(b) of 
E.O. 12866, Regulatory Planning and 
Review, dated September 30, 1993. This 
rule is not a major rule under 5 U.S.C. 
804. 

IV. Regulatory Flexibility Act 
NASA does not expect this final rule 

to have a significant economic impact 
on a substantial number of small entities 
within the meaning of the Regulatory 
Flexibility Act, 5 U.S.C. 601, et seq. A 
final regulatory flexibility analysis has 
been performed and is summarized as 
follows: 

The purpose of this rule is to 
implement revisions to the NASA 
voucher submittal and payment process. 
These revisions are necessary due to 
section 893 of the National Defense 
Authorization Act for Fiscal Year 2016 
(Pub. L. 114–92) prohibiting DCAA from 
performing audit work for non-Defense 
Agencies. This rule removes an 
outdated NFS payment clause and its 
associated prescription relative to the 
NASA voucher submittal and payment 
process and replaces it with a new 
clause that revises NASA’s current cost 
voucher submission and payment 
process to ensure the continued prompt 
payment to its suppliers. 

No comments were received in 
response to the initial regulatory 
flexibility analysis. 

This rule applies to contractors 
requesting payment under cost 
reimbursement contracts. An analysis of 
data in the Federal Procurement Data 
System (FPDS) revealed that cost 
reimbursement contracts are primarily 
awarded to large businesses. FPDS data 
compiled over the past three fiscal years 
(FY 2013 through FY 2015) showed an 
average of 311 active cost 
reimbursement NASA contracts, of 
which 141 (approximately 45%) were 
awarded to small businesses. However, 
there is no significant economic or 
administrative cost impact to small or 
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Member: CFC 11404 | www.KidneyFund.org 

September 22, 2016   

BY ELECTRONIC SUBMISSION 

Attn: Andrew M. Slavitt, Acting Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Room 445-G, Hubert Humphrey Building 
200 Independence Avenue, SW 
Washington, D.C.  20201 
http://www.regulations.gov 
 
 

Re: U.S. Department of Health and Human Services, Centers for Medicare & 
Medicaid Services, Request for Information: Inappropriate Steering of 
Individuals Eligible for or Receiving Medicare and Medicaid Benefits to 
Individual Market Plans, RIN 0938-ZB31 (File Code:  CMS-6074-NC) 

Dear Mr. Slavitt: 

The American Kidney Fund, Inc. (“AKF”) submits the following response to the request from 
the U.S. Department of Health and Human Services (“HHS”) Centers for Medicare & Medicaid 
Services (“CMS”) for information regarding “Inappropriate Steering of Individuals Eligible for 
or Receiving Medicare and Medicaid Benefits to Individual Market Plans” (the “RFI”).  

AKF is the nation’s leading nonprofit organization working on behalf of the 31 million 
Americans with kidney disease.  Our mission is to help people fight kidney disease and live 
healthier lives, and we fulfill that mission by providing a complete spectrum of programs and 
services: top-rated health education materials, including brochures, fact sheets, and webinars; 
free kidney disease screenings in more than 20 cities nationwide; and need-based financial 
assistance enabling one in five U.S. dialysis patients to access lifesaving medical care, 
including dialysis and transplantation.  Our award-winning website educates more than three 
million people each year about the prevention and treatment of kidney disease, and our toll-
free HelpLine provides live support to people who need health information.  We invest in 
clinical research to improve outcomes for kidney patients, and we work on Capitol Hill for 
legislation and policies supporting the issues that are important to the people we serve.  We 
provide these critically needed services while maintaining the top rating (4-stars) from 
Charity Navigator, the nation’s leading charity watchdog agency.  We spend 97 cents of every 
donated dollar on programs that directly serve and educate patients and the public. 
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We are a member of Kidney Care Partners (“KCP”) and work closely with various patient 
advocacy organizations.  In addition to our response below, we support and are signing on to 
the letters that KCP and the joint advocacy groups are submitting in response to the RFI. 

INTRODUCTION 

We thank CMS for its concern regarding improper steering of patients away from the health 
care coverage best suited to their and their family’s individual circumstances.  AKF is similarly 
concerned about any actions that would infringe upon a patient’s right to choose their health 
care coverage.  Indeed, the core mission of AKF’s Health Insurance Premium Program 
(“HIPP”) is to allow low-income kidney patients with end-stage renal disease (“ESRD”) to 
maintain the health care coverage best suited to their needs when they otherwise could not 
afford to do so.   

People confronted with an ESRD diagnosis face life-altering challenges relating to their 
serious medical condition, including reduced ability to work and care for themselves and their 
families, the burden of needing regular dialysis treatment, a decline in health and capacity, 
and the corresponding financial impact of living with and treating ESRD.  These challenges 
have prompted federal law to recognize ESRD as a disability.  Fortunately, there exists a range 
of health care coverage options for people living with ESRD, options which have only 
expanded with the Patient Protection and Affordable Care Act (“ACA”).1  The benefits and 
drawbacks of each coverage option are as varied as the choices themselves.  And because each 
ESRD patient’s personal circumstances are likewise unique, each will have a coverage option 
best suited to his or her needs.  This may be coverage under Medicaid, Medicare—including 
with Medigap or other supplemental coverage—an employer group health plan (“EGHP”), a 
COBRA plan, a qualified health plan (“QHP”) offered under the ACA’s health insurance 
marketplaces (each a “Marketplace”), or other individual market coverage.  

None of these options comes without a cost to the patient.  HIPP exists to preserve each 
eligible low-income ESRD patient’s ability to choose and maintain the coverage that is best for 
them, no matter what that coverage option is.  That is why AKF is gratified to see the RFI’s 
repeated emphasis on maintaining individuals’ rights to make coverage decisions “based on 
their specific circumstances, and health and financial needs.”2 

AKF shares CMS’s concerns surrounding improper steering of patients, since improperly 
influenced enrollment driven by the financial incentives of health care providers rather than 
by the specific circumstances and needs of individual patients would be antithetical to AKF’s 
mission of ensuring patient choice.  Because HIPP provides premium assistance for patients 
enrolling in individual market plans, along with every other form of coverage (Medicare, 
Medigap, COBRA, EGHP, and other commercial plans), AKF is eager to address any HIPP-

                                                
1 Pub. L. 111-148 (2010).  
2 See, e.g., RFI at p. 6. 
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related concerns that CMS may have, and AKF looks forward to working with CMS and all 
interested parties to the extent that there are HIPP issues requiring further attention.    

In response to the RFI, AKF provides information detailing its longstanding institutional and 
operational safeguards and procedures—designed in consultation with, and approved by, the 
HHS Office of the Inspector General (“OIG”)—allowing AKF to operate HIPP while permitting 
dialysis providers to join the thousands of donors supporting AKF’s mission.  AKF has 
operated HIPP continuously since 1997 under these federally approved guidelines designed 
to wall off provider-donors from HIPP’s operations and to prevent any undue influence or 
patient steering in selecting a dialysis provider through HIPP.  AKF also responds to the RFI 
with specifics about its more recent improvements to its policies and procedures, including 
enhancements currently under way, further designed to eliminate any risk of improper 
patient steering by providers whose patients are applying for or receiving HIPP funding.  AKF 
also addresses its position on specific instances of alleged misconduct by market actors.  In 
short, AKF takes allegations of misuse or abuse of its programs extremely seriously, and AKF 
is working, and will continue to work, to ensure that providers, insurers, their employees, and 
other market participants are not taking advantage of HIPP or its patient beneficiaries for 
their own financial gain. 

AKF also describes how the safeguards and procedures that it follows, those it is additionally 
implementing, and a robust approach to incidents of alleged misconduct, provide the best 
path forward for addressing concerns about the possibility of improper steering of ESRD 
patients, without undermining consumer choice.  AKF has serious concerns that health 
insurance companies do not want expensive-to-insure ESRD patients on their insurance rolls 
and are concertedly exaggerating discrete, anecdotal allegations of misconduct in an attempt 
to lobby for broader regulation that would cut off coverage options for low-income people 
with chronic health conditions, including those with ESRD.  In the event that specific instances 
of inappropriate conduct have occurred, they should be addressed directly, rather than 
penalizing an entire class of disabled persons from choosing and paying for one or more forms 
of insurance coverage that may be best for their particular situation, including individual 
market plans.  Indeed, while the RFI is limited to concerns about improper steering of patients 
into individual market plans—and any resulting regulatory action or guidance presumably 
would not apply to Medigap, EGHP, COBRA, or other types of commercial plans—the ACA’s 
guaranteed-issue and anti-discrimination provisions and enabling regulations make clear that 
ESRD patients, like all other Americans, have every right to enroll in an individual market 
plan, including a QHP, if they determine that is best for them.   

More broadly, AKF submits that certain health insurance companies are unfairly steering 
patients away from their plans in an effort to keep people living with ESRD off their rolls.  This 
practice constitutes undue influence and undermines patient choice in the same way as 
improperly steering patients from Medicare or Medicaid coverage to individual market plans.  
One very overt way health insurance companies are dropping ESRD patients from their rolls is 
by attempting to refuse premium assistance from AKF and other charities.  The same dynamic 
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was at play shortly after the ACA’s implementation, when Louisiana’s three Marketplace 
health insurance companies announced that they were refusing premium assistance 
payments from the Ryan White HIV/AIDS Program (the “Ryan White Program”) on behalf of 
low-income people living with HIV.  The insurance companies then, like now, raised unspecific 
allegations of fraud and abuse and rote arguments about the risk pool as their rationale for 
refusing premiums from people living with HIV—which, like ESRD, is a federally recognized 
disability.3  In response to a class action lawsuit filed on behalf of Ryan White Program 
recipients, brought under (among other laws) the ACA’s anti-discrimination provisions—the 
very provisions guaranteeing ESRD patients equal access to choice of coverage—a federal 
court restrained the insurers from implementing their plan.4  Shortly thereafter, HHS 
published an interim final rule requiring insurers to accept such third-party payments, 
adopted at 45 C.F.R. § 156.1250.  Because turning away premium payments from disabled 
people living with ESRD constitutes unlawful discrimination in the same way, AKF urges CMS 
to step in to protect these disabled Americans as it did for Ryan White Program recipients.   

Beyond refusing to accept charitable premium payments on behalf of their members, some 
insurers have taken other actions that appear designed to direct ESRD patients to Medicare or 
Medicaid for primary coverage.  Some plans offer to pay the Medicare coinsurance amounts if 
members will change their primary coverage to Medicare.  Some plans have suggested to 
ESRD patients that federal law requires them to enroll in Medicare four months after an ESRD 
diagnosis. Such practices constitute steering and interfere with patients’ ability to freely 
choose the plan that is in their best interests.   

* * * 

Because AKF serves in a unique role for ESRD patients in comparison to, for example, dialysis 
companies, renal social workers, health insurance companies, and other relevant participants, 
AKF is not positioned to answer all of the RFI’s specific queries.  Rather, the following 
response is directed to the RFI’s principal inquiries focused on (1) maintaining the integrity of 
patient choice and (2) preventing improper patient steering.  To that end, we first provide the 
historical and regulatory background of AKF’s decades-long charitable mission to assist low-
income people living with kidney disease, including the condition of AKF beneficiaries that 
underscores their need for assistance.  This context—particularly the OIG’s 1997 Advisory 
Opinion approving and setting the guidelines for HIPP in the form in which it substantially 
operates to this day5—is critical to understanding AKF’s longstanding commitment to the 
independent administration of HIPP, free from improper influence.  Second, we explain the 

                                                
3 See Fiscus v. Wal-Mart Stores, Inc., 385 F.3d 378, 382 (3d Cir. 2004) (finding that ESRD is a physical impairment 
that substantially limits one or more major life activities and therefore meets the definition of “disability” under 
the Americans with Disabilities Act). 
4 East v. Blue Cross and Blue Shield of Louisiana, et al., No. 3:14-cv-115, 2014 WL 8332136 (M.D. La. Feb. 24, 
2014), Exhibit 1; see also Complaint, East v. Blue Cross and Blue Shield of Louisiana, et al., No. 3:14-cv-115, (M.D. 
La. Feb. 20, 2014), ECF No. 1, Exhibit 2.  
5 ‘97 Advisory Opinion, Exhibit 3. 
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current patchwork of insurance coverage options for people living with ESRD and provide 
background on critical considerations they face in choosing the coverage option best for them, 
including, in some cases, an individual market plan.  Third, we detail AKF’s policies and 
procedures—old, new, and forthcoming—designed to prevent fraud, abuse, and undue 
influence, and specifically those focused on providing patients with complete and balanced 
information about their coverage options and preventing improper patient steering.  Fourth, 
we call to CMS’s attention the improper patient steering occurring in the other direction—that 
is, health insurance companies dissuading or discriminating against disabled ESRD patients in 
efforts to keep them off their plans even when such plans are in the patients’ best interests. 

We again thank CMS for its efforts to ensure the integrity of patient choice.  AKF is committed 
to working with CMS to establish a lasting regulatory framework protective of charitable 
third-party assistance, which establishes clear guardrails to eliminate the potential for 
improper steering, and that, at the same time, cannot be used by health insurers as a pretext 
for discrimination against, or improperly limiting choice of coverage for, Americans living 
with a particular disability. 

I. BACKGROUND ON AKF’S MISSION TO ASSIST KIDNEY PATIENTS IN MAINTAINING 

THE COVERAGE AND CARE BEST FOR THEM  

AKF has been the safety net for U.S. dialysis patients since we were founded in 1971 to help 
one dialysis patient afford care.  We have consistently taken a comprehensive approach to 
ensuring the integrity of our work on behalf of the ESRD patients we serve.  Over the past 45 
years, in addition to providing an array of programs and services to educate the public about 
kidney disease prevention and treatment, we have helped more than one million low-income 
ESRD patients to access health care—including dialysis, transplantation, and other health care 
services—through our various grant programs.  Our grant programs include not only the HIPP 
program, but also Safety Net Grants for expenses that insurance does not cover, such as 
transportation to and from dialysis treatment, free medications for low-income dialysis 
patients to treat common side effects of kidney failure, summer camp scholarship grants for 
pediatric kidney patients, and disaster relief grants for dialysis patients living in communities 
affected by natural disaster.  For example, over the past month, we have assisted Louisiana 
ESRD patients affected by historic flooding with over $50,000 in disaster relief grants.   Our 
donors include more than 63,000 individuals from all 50 states, as well as corporations and 
foundations.  We receive no government funding and consistently receive the highest possible 
ratings from the nation’s top charity watchdog groups for our stewardship of each donated 
dollar.  

A. AKF’s Longstanding Operation of HIPP Under Federal Guidance  

HIPP is a critical part of the nation’s health care safety net for ESRD patients.  The program 
was established according to our own high standards and those approved by the federal 
government.  Through HIPP, AKF provides grants to low-income people living with ESRD to 
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allow them to pay premiums for the health insurance that best suits their individual 
circumstances.  

In 1997, AKF, together with six dialysis providers, requested an advisory opinion from the 
OIG, seeking approval of, and guidance regarding, continued operation of HIPP while allowing 
providers to donate to the program.  Prior to seeking the OIG’s opinion on HIPP, AKF had for 
some time been operating a program to help patients with their medical expenses, including 
payment of health insurance premiums.  When AKF sought the OIG’s advisory opinion in 
1997, AKF described for the OIG in detail how AKF had been operating its patient assistance 
program.   

In providing its advisory opinion (the “‘97 Advisory Opinion”), the OIG reviewed the 
information provided and concluded that continuation of our operating procedures in an 
expanded HIPP program—that allowed for dialysis providers to voluntarily contribute 
funding for the program—would enhance patient choice with regard to dialysis providers and 
ensure that provider contributions would not be used to influence patients’ choice of 
providers.  In approving the ‘97 Advisory Opinion, the Inspector General stated:    

In sum, the interposition of AKF, a bona fide, independent, 
charitable organization, and its administration of HIPP provides 
sufficient insulation so that the premium payments should not be 
attributed to the Companies.  The Companies who contribute to 
AKF will not be assured that the amount of HIPP assistance their 
patients receive bears any relationship to the amount of their 
donations.  Indeed, the Companies are not guaranteed that 
beneficiaries they refer to HIPP will receive any assistance at all. 
. . . Simply put, AKF’s payment of premiums will expand, rather 
than limit, beneficiaries’ freedom of choice.6 

The ‘97 Advisory Opinion was the first of its kind, and featured hallmarks that set the 
standard for all of the OIG’s similar opinions to follow:  (1) AKF is an independent 501(c)(3) 
organization; (2) Providers are not required to contribute to HIPP in order for their patients 
to receive assistance; (3) AKF has total discretion to determine applicant eligibility, based on 
AKF-established criteria of financial need; (4) Assistance from AKF does not restrict patients’ 
choice of provider; and (5) Grants follow patients, regardless of providers chosen, and as a 
result, these grants increase patient choice instead of restricting it. 

Ever since then, our program has consistently aligned with evolving federal standards for 
provider-funded assistance programs.  

                                                
6 See ‘97 Advisory Opinion, Exhibit 3, at pages 6-7. 
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In 2002, the OIG issued a special advisory bulletin on patient inducements.7  That bulletin 
expressly highlights AKF’s HIPP as the example of how a provider-funded assistance program 
can operate within federal law, because of two hallmarks: (1) the independent determination 
of patient financial need; and (2) the fact that a patient’s receipt of assistance does not depend 
on the patient’s use of any particular provider.  

By 2005, the OIG was receiving numerous requests from charities wishing to establish patient 
assistance programs, particularly medication assistance programs under Medicare Part D.  In 
the OIG’s responsive bulletin, specifically focused on pharmaceutical programs, the OIG 
affirmed its longstanding policy first espoused in the ‘97 Advisory Opinion and noted specific 
concerns notably not applicable to programs with HIPP’s design.  This 2005 bulletin was 
notable for the clear guidance it provided to nonprofit organizations wishing to establish 
patient assistance programs.  AKF’s program, then and now, operates entirely free from the 
major concerns CMS elucidated.  The 2005 bulletin:  

• Expressed concerns with programs that were funded under the auspices of a single 
provider; whereas AKF’s program receives funding from over 200 dialysis providers, 
ranging from small independent clinics to large dialysis organizations, and whereas 
many of our HIPP grant recipients are treated at providers who do not contribute to 
AKF at all; 

• Declared that any patient assistance program must “sever the nexus” between patient 
grants and the providers; whereas, as explained below, AKF’s protective firewalls 
ensure that there is no connection between donations and grants; and 

• Identified a standard requiring that charities’ aid be provided broadly and that all 
applicants for charitable assistance be treated alike; whereas AKF provides assistance 
to any financially qualified dialysis patient who applies, on a first-come first-served 
basis, and does not take into consideration the severity of a person’s illness, where 
they are treated, or what kind of health insurance they have. 

In 2014, the OIG further updated its 2005 guidance with a new special bulletin that similarly 
demarcated distinctions between programs that prompt concerns and the model represented 
by HIPP.8  The bulletin: 

• Voiced concern that the narrower the categories of patients who qualified for 
assistance, the greater the chance the assistance would steer patients to use a 
particular donor’s product or service; whereas AKF’s program is open broadly to all 
ESRD patients who depend on dialysis for survival, regardless of specific dialysis 
modality or provider; 

                                                
7 70 Fed. Reg. 70623 (Nov. 22, 2005).  
8 79 Fed. Reg. 31120 (May 30, 2014). 
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• Cautioned that assistance could not be narrowly defined in terms of a patient’s stage 
within a disease, or need for a particular treatment; whereas, unlike pharmaceutical 
co-pay programs that help individuals who need a specific drug therapy, our program 
helps people who may need a full range of medical services through insurance, 
including everything from dialysis treatment, to cardiovascular care, to diabetes 
medications. 

In short, HIPP has always operated within the guidance that the OIG has established (and 
continually refined) for charities wishing to operate provider-funded patient assistance 
programs.  In practice, as detailed below, there are several core protective tenets and firewalls 
built into HIPP’s operation, guided by the ‘97 Advisory Opinion, that we follow to this day to 
ensure the integrity and objectivity of the program:  

Donations:9 

• All contributions to HIPP are voluntary.  

• Donor funding is provided to AKF without any restrictions or conditions whatsoever—
funds go into one funding pool, and from that pool we administer the program, 
providing grants to eligible low-income dialysis patients on a first-come first-served 
basis to pay for their insurance premiums.  

• Our Board of Trustees is independent and includes a subcommittee with responsibility 
for oversight of HIPP.  Our Trustees are volunteers who are not compensated and have 
a wide range of backgrounds and expertise.10  Membership on the HIPP committee 
excludes anyone associated with a dialysis center, including employees, officers, 
shareholders, or owners of such centers.   

• The ‘97 Advisory Opinion states that HIPP is not to be publicly advertised by dialysis 
providers.   

Grant Selection:11 

• Using voluntary donor funding, we provide help to patients solely on the basis of their 

financial need.  We do not consider a patient’s health status in awarding financial 
assistance. 

• We carefully review each applicant’s financial status and require that they meet 
specific income-to-expense criteria in order to qualify for assistance.   

• As part of the application process, the patient must complete and sign a detailed 
statement of income, assets, and expenses.   

                                                
9 See HIPP Guidelines, Rules and Procedures, http://www.kidneyfund.org/assets/pdf/financial-assistance/hipp-
guidelines.pdf.  
10 See Instructions for Form 990, Internal Revenue Service, at 18-19, https://www.irs.gov/pub/irs-pdf/i990.pdf 
(setting forth requirements for independence of governing members of charitable organizations).   
11 See HIPP Guidelines, supra note 9. 
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• We provide financial assistance without regard to the type of insurance a patient has, 
where they live, who their dialysis provider is, or whether their dialysis provider is a 
contributor to our program.12  In fact, most of our beneficiaries are enrolled in 
government health insurance programs.  

• Patients choose their health insurance coverage with no input from AKF.  While we 
support providing patients with the information they need to make an informed choice 
about their health insurance, AKF is not involved in helping patients find new 
insurance and does not advocate that patients keep or switch insurance.  

• Patients may change their health insurance coverage—and their provider—at any 
time, and AKF will continue to help them until their grant period expires.  (Patients 
who so change are of course eligible, like all other AKF grant recipients, to apply for a 
new grant at the end of the grant period.)  Their grant period is at least equal to their 
full health insurance premium year so long as the patient continues to meet qualifying 
criteria.     

• Many dialysis providers with patients being assisted by our program do not contribute 
to AKF.  In fact, almost 40 percent of the referring providers do not make voluntary 
contributions to the pool at all.  Critically, our staff responsible for processing and 
approving grants is barred from accessing information about which providers have 
contributed to HIPP.  

• Donors’ contributions to AKF are not contributions made on behalf of individual 
patients.  By participating in HIPP, providers agree that there is no “earmarking” of 
contributions to specific patients within the HIPP pool. 

• There is no guarantee that the patients referred by donors to the HIPP program will 
receive assistance.  The decision to provide assistance is at all times subject to the sole 
and absolute discretion of AKF—there is no “right” to a grant of financial assistance, 
regardless of the amount or frequency of donations by the referring provider. 

The nation’s leading charity watchdog organizations—including Charity Navigator, Consumer 
Reports, CharityWatch, and the Better Business Bureau Wise Giving Alliance—have 
recognized AKF as one of the nation’s most trusted and respected charities.13  In fact, in 2015, 
Charity Navigator, the nation’s premier charity evaluator, scored AKF a perfect 100 out of 100 
on its “Accountability & Transparency” rating, and awarded AKF its “highest, 4-star” rating 
overall.14  This is the 14th consecutive time AKF has received the 4-star rating from Charity 

                                                
12 While AKF does not condition eligibility for HIPP assistance on the type of insurance coverage (e.g., 
Medicare/Medicaid, Medigap, EGHP, COBRA, or individual market coverage), HIPP is designed to provide 
premium assistance only in connection with primary and secondary health insurance coverage; thus, HIPP does 
not assist with tertiary coverage of any kind.  See HIPP Guidelines, supra note 9. 
13 For links to and descriptions of the ratings and recognition AKF has received from these charity watchdog 
organizations, see the “Putting Your Donations to Work” section of AKF’s website 
(http://www.kidneyfund.org/about-us/vision-and-mission/putting-donations-to-work.html). 
14 See id. 
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Navigator, placing AKF on Charity Navigator’s list of the “ten charities [that] have earned the 
most consecutive 4-star ratings demonstrating an ongoing fiscal excellence.”15  

In recognition of the important role that AKF plays within the ESRD community, and reflecting 
its longstanding reputation as one of the nation’s most trusted and respected charities, the 
National Institute of Diabetes & Digestive & Kidney Diseases—part of the National Institutes 
of Health within HHS—directs patients with ESRD to AKF for assistance.16 

B. The Vital Importance of AKF’s Premium Assistance to ESRD Patients in 

the U.S. 

Under HIPP, in 2015 alone, AKF provided health insurance premium assistance to more than 
79,000 low-income dialysis patients in all 50 states—that is, we help nearly one out of every 

five dialysis patients in the U.S. to afford their health care.  More than 60 percent of our grants 
fund Medicare Part B and Medigap premiums.  We also provide premium assistance to 
financially needy dialysis patients who are enrolled in QHPs, other individual market plans, 
COBRA, and EGHPs.  Our grants to assist patients with QHPs constitute a small fraction of our 
overall grant assistance, as detailed below. 

Importantly, patients begin the HIPP application process after selecting the health plan that 
best meets their financial and medical needs following consultation with the patient’s renal 
professional.  By providing assistance for the full range of insurance options and otherwise 
being independent of the decision-making process, we ensure that our grant decisions cannot 
steer patients toward any particular type of coverage.  Our commitment to funding all types of 
insurance also reflects our mission. We firmly believe that it is our obligation not only to 
provide premium assistance to ESRD patients, but also to provide them the ability to choose 
and maintain the health care coverage that they believe is best for them.   

Most often, we make premium payments directly to insurance carriers on behalf of patients.  
This ensures that no patient will lose coverage due to a late or incomplete payment, and also 
that the funds are used for their intended purpose.  For nearly 20 years this process has 
worked effectively to remove significant barriers to maintaining coverage for the low-income, 
chronically ill population we serve, who often do not have the financial means to transact 
premium payments on their own behalf.   

Fully 70 percent of the patients we serve are unemployed, while another 20 percent work 
only part-time—reflective of the fact that the dialysis treatment regimen makes it difficult to 
stay employed.  To qualify for HIPP assistance, a patient’s monthly household income may not 
exceed reasonable monthly expenses by more than $600.  Indeed, 60 percent of the patients 

                                                
15 Charity Navigator, “10 Charities with the Most Consecutive 4-Star Ratings,” 
https://www.charitynavigator.org/index.cfm?bay=topten.detail&listid=100 (last visited Aug. 18, 2016). 
16 See National Institute of Diabetes and Digestive and Kidney Diseases, “Financial Help for Treatment of Kidney 
Failure,” https://www.niddk.nih.gov/health-information/health-topics/kidney-disease/financial-help-for-
treatment-of-kidney-failure/Pages/facts.aspx (last visited Sept. 9, 2016). 
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we assist have annual household incomes under $20,000.  At the same time, our nation’s ESRD 
patients have average annual out-of-pocket medical expenses of close to $7,000.  The patient 
population we serve is more advanced in age, with 48 percent above 60 years old, and 77 
percent above 50 years old.  Kidney failure also disproportionately impacts racial and ethnic 
minority populations that historically have been underserved. African Americans and 
Hispanics develop kidney failure at higher rates than Caucasians and so are disproportionally 
affected by any barriers to maintaining health coverage.  Over half of our HIPP grant 
recipients are people of color (38 percent African American, 15 percent Hispanic).   

In October 2015, we conducted a survey of renal social workers in North Carolina to further 
understand the unique challenges faced by our recipient population.  As reported by social 
workers working directly with ESRD patients, our survey helps to clarify why payment of 
third-party premiums directly to insurers is so important.  The survey found that the 
following conditions make it particularly difficult for our patient population, even if they are 
given or already have the funds, to conduct the transactions necessary to pay their own health 
insurance premiums: 

• Many patients were living in assisted living or nursing homes, which meant they had 
more limited capabilities. 

• Patients lacked bank accounts. 

• Patients had low literacy. 

• Patients struggled with limited or unreliable transportation, making it challenging to 
get to a bank or check-cashing business so they could obtain and send in an insurance 
premium payment. 

• Patients tended to be reliant on others to help them with their finances and business 
transactions. 

In addition to the high costs of obtaining health coverage, what may be to others the simple 
act of maintaining that coverage by paying bills in a timely fashion can be extraordinarily 
difficult for people with a debilitating disease.  For many reasons, the patients with ESRD 
whom we serve are some of the most vulnerable in the country.  The assistance that AKF 
provides is vital for their continued health and stability and potentially prevents them from 
needing additional federal and state financial assistance.   

II. ANY FUTURE REGULATION SHOULD NOT IMPEDE PATIENT CHOICE  

The ACA and the existing regulatory landscape—particularly as it relates to these vulnerable 
kidney patients—unmistakably reflect the strong public policy favoring and protecting patient 
choice.  AKF fully supports CMS’s efforts to ensure that patients’ coverage choices are in no 
way being manipulated, and AKF is pursuing its own efforts to that end (see Part III below).  At 
the same time, it is critical that CMS does not—in an attempt to rectify or prevent specific 
instances of alleged misconduct by individual actors—respond in a way that will 
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indiscriminately limit for an entire class of kidney patients the coverage and health care 
choices that best meet their needs but which have only been possible with the help of 
assistance from AKF.  The longstanding statutory and regulatory policy of promoting choice 
for kidney patients, and the many and varied life-impacting reasons patients might chose an 
individual market plan for themselves and their families, underscore the imperative of 
ensuring that kidney patients’ right to make their own health care choices is not infringed.     

A. The Current Health Insurance Landscape For Kidney Patients  

While Medicare and Medicaid provide health care coverage for many individuals living with 
ESRD, such government safety net programs are not the ideal choice for everyone.  The 
premiums, deductibles, and co-insurance obligations under Medicare, for example, can be 
burdensome and often financially crushing for its beneficiaries, particularly because Medicare 
has no out-of-pocket limit.  The severe shortage of providers accepting Medicaid, especially in 
rural areas and among specialists, can jeopardize access to care for ESRD patients.  
Fortunately, the insurance landscape that has developed in the past few decades, including, 
most importantly, through the introduction of the ACA, has resulted in a range of possible 
insurance coverage options and scenarios for individuals facing ESRD.  HIPP is intended to 
help ESRD patients afford whatever option best meets their health and financial needs and 
preferences.  

Recognizing the significant health and financial burdens faced by individuals living with ESRD, 
Congress in 1972 created a special Medicare benefit for individuals with ESRD, particularly in 
response to the growing incidence of the disease.17  With this benefit, all individuals with 
ESRD who have earned a certain level of eligibility for Social Security benefits (or are 
dependents of those who have attained that level) are entitled to benefits under Medicare Part 
A and are eligible to enroll in Medicare Part B.18  

While Medicare coverage is a critical component of the health care safety net for individuals 
with ESRD, it is not always the best option for every patient. 

At the onset, it is important to note that ESRD patients are different from other Medicare 
beneficiaries—both demographically and with respect to coverage rights and options—and as 
a result they must consider even more factors when seeking to identify the insurance 
coverage that is best for them and their families. For example, the rules around eligibility for 
public programs and coordination of insurance with commercial plans, including those in 
Marketplace exchanges, are very complex and also different for patients with ESRD, as 

                                                
17 See 42 U.S.C.A. § 426-1. 
18 See id. In general, the waiting period for ESRD-based eligibility (i.e., for individuals under age 65 who are not 
otherwise eligible for Medicare) is 3 months after initiation of dialysis. See 42 U.S.C.A. § 426-1(b)(1).  During the 
3-month waiting period, treatment is covered, if at all, by the individual’s existing group or individual market 
plan (if any).  Coverage can begin the first month of dialysis, for those able to undergo home-based treatment.  
See Medicare.gov, How to sign up for Medicare if you have End-Stage Renal Disease (ESRD), 
https://www.medicare.gov/people-like-me/esrd/getting-medicare-with-esrd.html#collapse-3170.  
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compared to other Medicare beneficiaries.  Accordingly, patients must carefully evaluate the 
rules and options that apply to their individual situations before making a decision on 
insurance coverage.  

One key consideration is that ESRD patients are younger than the typical Medicare 
beneficiary, and are often supporting families; Medicare covers only the ESRD patient, not 
dependents.  

Medicare also leaves recipients with substantial cost-sharing obligations—including a 20 
percent coinsurance requirement that can be financially crushing for individuals with chronic 
conditions like ESRD.19  For instance, Medicare Part B payments on behalf of ESRD patients 
generally cover only 80 percent of the rate for Medicare-covered maintenance dialysis 
services, as well as 80 percent of physician services and certain ancillary services. In addition, 
most people must pay a monthly premium for Part B coverage (the standard premium for 
2016 is $104.90 per month, although it may be higher based on income). Coverage is also 
subject to an annual deductible: the Part A deductible for 2016 is $1,288 per benefit period, 
while the Part B deductible is $166.  The average patient living with ESRD covered by 
Medicare incurred $6,918 in annual out-of-pocket expenses in 2010.20   

For those individuals who do not meet the stringent eligibility requirements for the various 
“Medicare Savings Programs” designed to defray such cost-sharing obligations for the lowest-
income beneficiaries,21 Medigap policies sold by private insurance companies may be 
available to help cover the annual deductible and coinsurance obligations under Medicare.  
However, the federal government does not require carriers to offer Medigap to ESRD patients 
under 65, and regulations vary from state to state.  Only 27 states mandate that insurance 
carriers offer Medigap to ESRD patients under age 65, leaving patients in the other 23 states 
without access to this important supplemental insurance.22  If a company does sell Medigap to 
individuals under 65, including ESRD patients, such policies will generally cost more than 
policies sold to people over 65.23  Additionally, in many states, the only Medigap plan available 
to ESRD patients under 65 is Plan A, which is the most basic plan, does not cover Part A and B 
deductibles, and does not cover expenses such as skilled nursing facilities.     

                                                
19 Individuals with ESRD not only must undergo regular dialysis treatments (in addition to regular monitoring of 
laboratory values, diet, and medication regimens), but also commonly suffer from certain co-morbidities 
including diabetes, anemia, hypertension, and congestive heart failure. 
20 Juliette Cubanski,  Christina Swoope,  Anthony Damico, &  Tricia Neuman, How Much Is Enough? Out-of-Pocket 
Spending Among Medicare Beneficiaries: A Chartbook (July 21, 2014), http://kff.org/report-section/how-much-is-
enough-out-of-pocket-spending-among-medicare-beneficiaries-section-1/. 
21 To qualify, an individual generally must have a monthly income of less than $1,357 ($1,823 for a couple) in 
2016, with total liquid assets of $7,280 or less ($10,930 or less for a couple). CMS, MEDICARE COVERAGE OF KIDNEY 

DIALYSIS & KIDNEY TRANSPLANT SERVICES 43 (May 2016), https://www.medicare.gov/Pubs/pdf/10128-Medicare-
Coverage-ESRD.pdf. 
22 CMS, MEDICARE COVERAGE OF KIDNEY DIALYSIS & KIDNEY TRANSPLANT SERVICES 42 (May 2016), 
https://www.medicare.gov/Pubs/pdf/10128-Medicare-Coverage-ESRD.pdf.  
23 Id. at 42. 
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In short, Medicare, or Medicare with a Medigap supplemental plan, is not a one-size-fits-all 
coverage solution for our nation’s ESRD patients and their families.  

Before the enactment of the ACA—when health insurers could routinely deny or limit 
coverage for people with expensive-to-treat diseases like HIV/AIDS, cancer, or ESRD—people 
with pre-existing conditions could generally only access private insurance if they had 
coverage under employer- or union-sponsored plans.  Individuals with ESRD who were 
fortunate enough to have such group health coverage could choose to enroll in Medicare, 
either in addition to or instead of their EGHP.  In cases where an individual with ESRD is 
covered by both Medicare and an EGHP plan, federal law provides for a 30-month 
coordination-of-benefits period, during which time a patient may maintain the EGHP as the 
primary payor and Medicare as the secondary payor.24  This Medicare Secondary Payer 
enactment, originally passed in 1981, secures for ESRD patients the choice to maintain their 
EGHP as primary—if, for example, continuity of care or family benefits are determinative 
priorities—for a substantial period after starting dialysis, even though they are eligible for 
Medicare.  Over the years, Congress extended the maximum period of time that patients can 
retain their EGHP as primary coverage, setting it at its current 30 month-limit in 1996.  

Now, thanks to the guaranteed-issue and other insurance market reforms implemented under 
the ACA,25 ESRD patients who do not have access to an EGHP finally can obtain coverage for 
themselves and their families on the individual market, including subsidized coverage through 
a QHP offered in an ACA Marketplace.  It is important to note that the ACA and its 
implementing regulations have clearly preserved the ability of ESRD patients to choose 
individual market coverage over Medicare.  CMS, for example, has clarified that “[i]ndividuals 
with ESRD who do not have either Medicare Part A or Part B are eligible to enroll in individual 
market coverage”—including in QHPs offered through an ACA Marketplace—“because the 
Medicare anti-duplication statute does not apply; therefore, individual market guaranteed 
issue rights apply under the ACA.”26  Further, IRS guidance clarifies that ESRD patients under 
the age of 65 can qualify for tax credits and cost-sharing subsidies in connection with such 
QHP coverage.27  There are many reasons why individual market coverage may be the 

                                                
2442 U.S.C. § 1395y(b)(1)(C).  
25 See 45 C.F.R. § 147.104(a) (requiring insurers offering coverage in the individual or group markets to “accept 
any individual or employer that applies” for coverage). 
26 See CMS Frequently Asked Questions Regarding Medicare and the Marketplace (Aug. 1, 2014), 
https://www.cms.gov/Medicare/Eligibility-and-Enrollment/Medicare-and-the-
Marketplace/Downloads/Medicare-Marketplace_Master_FAQ_8-28-14_v2.pdf.  Similarly, people who are 
Medicaid-eligible are permitted to enroll in the exchange. They may or may not be eligible for subsidies 
depending on their individual circumstances, but they can buy full-priced plans.  AKF’s assistance allows 
Medicaid-eligible ESRD patients to afford a Marketplace plan if such a plan is better for them than Medicaid. 
27 See IRS Notice 2013-41, https://www.irs.gov/pub/irs-drop/n-13-41.pdf (stating that, for purposes of the 
premium tax credit, an individual whose Medicare eligibility is “based solely on a finding of disability or 
illness”—such as ESRD patients under the age of 65—is “eligible for minimum essential coverage under Medicaid 
or Medicare . . . only upon a favorable determination of eligibility”); see also Medicare.gov, Signing up for 
Medicare: special conditions, https://www.medicare.gov/sign-up-change-plans/get-parts-a-and-b/special-
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preferred option for some individuals with ESRD—not unlike patients choosing to keep their 
EGHP coverage as primary—as detailed in Part II.B below.  These policies advanced by the 
ACA and CMS clearly promote and protect equal access to individual market coverage for 
ESRD patients, if that is the best option for them.     

Across this entire patchwork of insurance coverage options that a patient with ESRD may 
have over the course of his or her treatment, HIPP is the means by which ESRD patients can 
maintain the dignity of choosing the best health insurance option for their circumstances.  
With HIPP, choice in coverage under the law is not available only in the abstract—it is a reality 
for ESRD patients irrespective of their income. Without HIPP, only the nation’s relatively 
wealthy ESRD patients would have access to the array of insurance options beyond Medicare 
and Medicaid.  

B. Kidney Patients’ Coverage and Care Options in Practice 

In practice, one important option available to individuals with ESRD is coverage under an 
individual market plan if it best suits the patient’s circumstances.  Indeed, the ACA’s express 
provisions barring discrimination based on preexisting conditions or disability (and ESRD is a 
disability under federal law) guarantee, in the very law providing for coverage through the 
Marketplaces, equal rights to such coverage for people living with ESRD.28     

AKF shares the RFI’s concerns about providers allegedly inappropriately “steer[ing] people 
eligible for or receiving Medicare and/or Medicaid benefits to individual market plans for a 

provider’s financial gain.”29 AKF takes very seriously allegations of inappropriate steering or 
any other misconduct by health care providers, and it has longstanding institutional and 
operational safeguards and practices to prevent and combat improper use of HIPP—
safeguards and practices that AKF is working to strengthen further today.  See Parts I & III.  
But efforts to address alleged instances of abuse should not trump patients’ rights to choose 
the best coverage for them, including if that plan is an individual market plan.  Individual 
market coverage (including Marketplace coverage) may be preferable to Medicare or 
Medicaid for certain kidney patients, for any number of reasons—including some of the same 
reasons people choose to retain their COBRA or EGHP coverage as the primary payer 
throughout the 30-month coordination-of-benefits period, as discussed above.  For example, 

                                                                                                                                                            
conditions/special-conditions.html#collapse-5277 (last visited Sep. 20, 2016) (“People with ESRD aren’t 
required to sign up for Medicare. If you have ESRD and don’t have either Medicare Part A or Part B, you can get a 
Marketplace plan. You may also be eligible for tax credits and reduced cost-sharing through the 

Marketplace.”) (emphasis added). 
28 45 C.F.R. § 147.104 (requiring insurers offering coverage in the individual or group markets to “accept any 
individual or employer that applies” for coverage, and prohibiting such insurers from employing marketing 
practices or benefit designs that “will have the effect of discouraging the enrollment of individuals with 
significant health needs in health insurance coverage” or that otherwise discriminate based on an individual’s 
“present or predicted disability” or other protected grounds including “expected length of life, degree of medical 
dependency, quality of life, or other health conditions”); see Part IV, infra. 
29 RFI at 9 (emphasis added). 

Case 4:17-cv-00016-ALM   Document 3-3   Filed 01/06/17   Page 16 of 104 PageID #:  135



September 22, 2016  - 16 -   
 
 

 
 

individuals with ESRD may wish to have the same coverage—with the same network of 
physicians and other providers, and the same cost-sharing requirements—for all members of 
their family, including a spouse or child who does not qualify for Medicare or Medicaid.  
Taking one example, an individual with ESRD may find that her child’s pediatrician’s practice 
group is not enrolled in Medicare or is not taking new Medicare patients but is in-network for 
a QHP in the area.  Choosing Medicare for such patient would foreclose her ability to choose 
one group provider for her and her child.  While it would be wrong for a self-interested 
provider to “steer” such a person away from Medicare for the provider’s own financial gain, it 
would be equally wrong for an insurer or regulator to “steer” the person away from a QHP for 
which they are otherwise eligible by denying their right to receive HIPP assistance to help pay 
their QHP premium.   

Individuals may also be motivated by differences with respect to plan benefits, provider 
access, and/or quality of care.  For example, individual market plans typically offer better 
integration of medical, prescription, and dental coverage compared to what is offered through 
Medicare alone, or through Medicare with Medigap wrap-around coverage.  Additionally, 
compared with Medicaid plans in most states, individual market plans often offer greater 
access to providers,30 especially specialists.31  Lack of access is a problem that impacts all 
Medicaid recipients, but is particularly challenging for patients with ESRD.  An ESRD patient 
has to find not just a dialysis center that accepts Medicaid, but also a cadre of other providers 
such as cardiologists, endocrinologists, and pulmonologists.  ESRD patients may not be able to 
find geographically proximate specialists in the Medicaid network, or if they can, they must 

                                                
30 Studies show that less than half of Medicaid-enrolled physicians accept new patients.  See KAISER FAMILY 

FOUNDATION & COMMONWEALTH FUND, Experiences and Attitudes of Primary Care Providers Under the First Year of 
ACA Coverage Expansion: Findings from the Kaiser Family Foundation/Commonwealth Fund 2015 National 
Survey of Primary Care Providers (2015), http://www.commonwealthfund.org/publications/issue-
briefs/2015/jun/primary-care-providers-first-year-aca (noting that “[c]omparisons of the current survey with a 
similar study conducted in 2012 find that the reported rate of new patient acceptance among primary care 
physicians has declined slightly (89% to 83%), but [that] the share accepting new Medicaid patients remains 
about the same at 50 percent”).  Even if a greater proportion of Medicaid-enrolled providers began accepting 
new Medicaid patients, the overall number of Medicaid-enrolled providers is limited in many states.  In Florida, 
for example, there is a severe shortage of primary care physicians taking Medicaid patients.  AKF knows of a 
patient in that state who went without a primary care physician for six years while on Medicaid, and after 
securing QHP coverage, was able to see a primary care physician within one week. 
31 Kevin D. Dayaratna, Ph.D., Studies Show: Medicaid Patients Have Worse Access and Outcomes than the Privately 

Insured, http://www.heritage.org/research/reports/2012/11/studies-show-medicaid-patients-have-worse-
access-and-outcomes-than-the-privately-insured (noting that “academic literature has consistently illustrated 
that Medicaid patients—adults and children—have inferior access to health care,” and observing that “it is 
becoming increasingly difficult for Medicaid patients to find access to primary and specialty care physicians”). 
Many states also prohibit out of state coverage for Medicaid recipients, which can cause isolation and temporary 
lack of coverage when a patient must travel to family or needs to move closer to caregiving family members. 
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wait extended periods of time to get an appointment; for dialysis patients, this lost time can 
have a significant impact on their health.32   

Individual market plans may also offer better prescription drug benefits than either Medicare 
or Medicaid.  Most Medicare drug plans, for example, have a coverage gap (also called the 
“donut hole”).  In 2016, beneficiaries are responsible for paying 45 percent of the plan's cost 
for covered brand name prescription drugs and 58 percent of the cost for generic drugs while 
the beneficiary is in the coverage gap.33  For ESRD patients who take multiple medications, an 
ACA plan may offer better drug coverage at lower cost.  Similarly, many state Medicaid 
programs have limited formularies or caps on the number of prescriptions that can be filled 
per month,34 which can lead to patient non-adherence and additional costs on the health care 
system.  Limited prescription benefits under Medicare and Medicaid can even force some 
patients to make the impossible decision of choosing between their medications and 
groceries. Dialysis patients often need numerous prescriptions to manage their various 
conditions.  AKF has seen patients with more than 20 prescriptions who are able to get only 
10 filled at any one time, due to prescription drug caps under their state Medicaid program.  
These patients must then ration prescriptions and determine which ones they will fill.  After 
moving to a Marketplace plan, these patients are able to fill all prescriptions and maintain 
better outcomes. 

In addition, individual market plans may provide coverage that Medicare or Medicaid plans do 
not offer, may have lower coinsurance obligations, and may have features to better assist 
ESRD patients with the full range of their health care needs, including preparing for and 
obtaining a kidney transplant.  QHPs often offer wellness programs, preventive care, health 
coaching, and other services not provided by traditional Medicare or Medicaid programs.   

And notably, evidence indicates that ESRD patients with commercial coverage have better 
health outcomes, including higher transplant rates, fewer infections, and lower hospitalization 
rates.35  For instance, research has shown that access to transplants is almost three times 

                                                
32 The access problem is particularly acute in rural areas; AKF has heard of ESRD patients in such areas who do 
not have access to a vascular surgeon to place a fistula, for example.  
33 See Medicare.gov, Costs in the coverage gap, https://www.medicare.gov/part-d/costs/coverage-gap/part-d-
coverage-gap.html. 
34 See, e.g., National Health Law Program, Factsheet: Prescription Drug Coverage Under Medicaid, 
http://www.healthlaw.org/publications/factsheet-prescription-drug-coverage-under-medicaid (last visited 
Sept. 8, 2016). 
35 Research has shown that patients with commercial insurance have fewer hospitalizations and lower mortality 
rates than patients with Medicare fee for service insurance. See Jesse D. Schold et al., Barriers to Evaluation and 

Wait Listing for Kidney Transplantation, 6 CLINICAL J. AMER. SOCIETY OF NEPHROLOGY 1760 (2011), 
http://cjasn.asnjournals.org/content/6/7/1760.full (finding that “[o]lder age, lower median income, and 
noncommercial insurance were associated with decreased likelihood to ascend steps to receive a transplant”) 
(emphasis added) (emphasis added); Tracy Sanders, OPTUM, MANAGING END-STAGE RENAL DISEASE: IMPROVING 

CLINICAL OUTCOMES AND REDUCING  THE COST OF CARE FOR MEDICARE ADVANTAGE, MEDICAID AND COMMERCIAL POPULATIONS 5, 
https://www.optum.com/content/dam/optum/resources/whitePapers/managing-end-stage-renal-disease-
wp.pdf (noting that “Medicare populations typically present higher risks than commercial plan memberships due 
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higher under commercial coverage than with Medicare, and 14 times higher for African 
Americans.36 

The RFI raises the issue of delayed enrollment penalties for ESRD patients.  AKF completely 
agrees that, before a Medicare-eligible individual with ESRD chooses individual market 
coverage, it is imperative that they fully understand the regulations surrounding Medicare 
enrollment and that they follow the correct procedures so that they avoid possible late 
enrollment penalties and coverage gaps.37  If an individual determines that enrolling in or 
maintaining QHP coverage is best for them, even if doing so will result in a late enrollment 
penalty, that choice should be the individual’s.  

The issues surrounding choice of insurance coverage are complex for ESRD patients.  Because 
dialysis providers are required by Medicare to employ social workers,38 they institutionally 
and logistically are well positioned to help patients understand the complexities of Medicare 
enrollment, inform patients of the tradeoffs between Medicare/Medicaid and individual 
market coverage, and to help patients navigate the web of other coverage options referenced 
above, including Medigap, COBRA, and EGHPs.  AKF is eager to work with the providers’ social 
services units and the interested governmental actors and other stakeholders to formulate the 
clearest and most robust and balanced means of presenting ESRD patients with their coverage 
options.  See Part III.  At the same time, the potential benefits of an individual market plan 
over Medicare and Medicaid, as described above, are real and will be significant for certain 
kidney patients.  AKF wants to ensure that any regulatory action does not impede patient 
choice or unduly influence patients against individual market coverage if that is the best 
option for them.  It is also critical that regulatory action does not set off unintended 
consequences that more broadly harm ESRD patients’ ability to pay for, with AKF’s help, other 
forms of coverage that are best for them.  The result would be no choice for low-income people 
living with ESRD. 

III. ADDRESSING THE POTENTIAL FOR IMPROPER PATIENT STEERING 

As the foregoing backdrop makes clear, empowering patients to maintain the coverage and 
care that is best for them and their families is central to AKF’s mission.  Accordingly, the 
phenomenon of patients being steered away from the coverage that is in their best interests is 

                                                                                                                                                            
to their relatively advanced age, increased co-morbidities, changes in cognition and memory, reduced resources 
(personal and financial), and limitations in transportation access and self-care capabilities”). 
36 A.M. Reeves-Daniel, A.C. Farney, et al., Ethnicity, medical insurance, and living kidney donation, 
http://www.ncbi.nlm.nih.gov/pubmed/23781870; U.S. News & World Report, Black Medicaid Recipients Less 

Likely to Get Living-Donor Kidney: Study (June 26, 2013),  http://health.usnews.com/health-
news/news/articles/2013/06/26/black-medicaid-recipients-less-likely-to-get-living-donor-kidney-study. 
37 RFI at 7-8.  
38 See, e.g., 42 CFR § 494.80 (requiring dialysis facilities to have an “interdisciplinary team consist[ing] of, at a 
minimum, the patient, . . . a registered nurse, a physician treating the patient for ESRD, a social worker, and a 
dietitian”) (emphasis added); 42 CFR § 494.140(d) (requiring dialysis facilities to have a social worker meeting 
certain educational or training qualifications). 
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antithetical to AKF’s mission, and so the concerns raised in the RFI are AKF’s concerns.   AKF 
has always operated its programs to protect patient choice, and we continuously evaluate and 
refine those programs to ensure that AKF meets evolving changes and challenges to achieving 
that goal.  We detail below AKF’s (A) longstanding program safeguards designed to prevent 
improper influence and misuse and abuse of HIPP, (B) the initiatives AKF has implemented 
(or will soon implement) to even further ensure the integrity of HIPP and to specifically 
protect patients’ independent and informed decision-making, and (C) AKF’s perspective on 
any specific instances of alleged individual misconduct.  

A.  AKF’s Independent Operation Is a Key Component of Patient Choice 

When the ‘97 Advisory Opinion was issued, it required firewalls that would prevent fraud and 
abuse, specifically in the form of beneficiary inducements or inappropriate patient 
“steering.”39  As the historical and regulatory background from Section I emphasizes, HIPP’s 
model of insulating its operations from its donors, to which AKF has strictly adhered for 
nearly 20 years, remains recognized as the model for all such independent charitable third-
party premium assistance programs.  From this posture, AKF is well positioned, and has done 
so over the years, to respond quickly and effectively to any new concerns relating to alleged 
conduct that could undermine patient choice and exploit HIPP and its beneficiaries.  Indeed, if 
independence is the cornerstone of our compliance model under the ‘97 Advisory Opinion, 
patient freedom of choice is the very heart of our mission.  

We firmly believe that the answer to new challenges is not to limit third-party premium 
assistance for low-income people living with ESRD from bona fide charitable organizations 
like AKF, but to work within the structure that has been effective for two decades to make 
appropriate enhancements tailored to the new health insurance landscape.  To that end, we 
have in the past proposed to CMS and to regulators in various states certain guardrails that we 
believe make it possible for legitimate charities to continue helping low-income patients pay 
for insurance, while also protecting against fraud and abuse: 

• Bona fide 501(c)(3) charitable organization; 

• Independent Board of Directors; 

• Notification to or registration with a state agency such as the Department of Insurance; 

• Procedures that include an application process, independent determination of financial 
need by the charity’s employees, and geographic diversity; 

• Procedures that completely wall off provider donation information from the charity’s 
determinations of patient eligibility for grant assistance; 

                                                
39 See generally ‘97 Advisory Opinion, Exhibit 3; supra Section I.A.  
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• Procedures that protect patient choice and prohibit any direction that the patient use 
only certain insurers or providers, and provide assistance for a full range of insurance 
products; 

• Assistance to cover the entire policy year (not short-term assistance); 

• Annual certification of a uniform set of income and asset criteria used to determine 
eligibility; and 

• Compliance with all other applicable federal, state, and local laws and regulations.  

Like the safeguards discussed in Section I, these guardrails address charitable organizations’ 
independence from their donor sources—what we believe to be the central tenet of the ‘97 
Advisory Opinion and essential for the mission-focused and transparent operation of HIPP 
and any charitable organization that funds third-party premium assistance for a particular 
disease.  However, these guardrails are not static, and we remain nimble in our own policies 
and procedures to ensure they are responsive to the evolving health care landscape, including 
the concerns now raised by CMS.    

We have worked hard to establish measures to ensure that AKF could not influence the type of 
insurance a patient chooses.  However, we also recognize that individuals must have access to 
complete and balanced information to make their own informed coverage choices, free from 
undue influence from other market participants.  AKF recognizes and shares CMS’s goal that 
patients must be enabled to make informed choices about their health insurance coverage, 
which, in the case of ESRD patients, includes information sufficient to weigh the pros and cons 
of each type of insurance against other options, which will involve varying considerations for 
different patients.  

As the administrator of the HIPP program, which supports all forms of coverage, we are 
uniquely positioned to furnish patients with basic information about health coverage tailored 
to ESRD patients that is consistent, accurate, and balanced.  While a charitable organization’s 
own unique context will dictate the contours of the information provided, we believe that 
promoting patient choice and deterring inappropriate steering is best achieved by providing 
patients with accessible information at the appropriate time.  We can also provide patients 
with information on objective, credible organizations and websites that may help in 
evaluating specific plans.  

We have always endeavored to take an active but balanced role between being ESRD patient 
advocates and also ensuring that patients remain independent and autonomous in their 
decision-making, especially with respect to choosing health insurance and providers.  In an 
ongoing effort to be responsive to the needs of our patient community as well as respond to 
CMS’s concerns, we outline below the AKF initiatives either underway or soon anticipated that 
are designed to further strengthen patient choice while mitigating any opportunity for market 
participants to engage in inappropriate patient steering. 
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B. AKF’s Ongoing Efforts to Promote Informed Patient Choice and to Mitigate 

Inappropriate Steering  

AKF’s longstanding mission has been to provide ESRD patients who otherwise would have 
limited or no choice in their health coverage with access to a full spectrum of coverage 
options.  However, what makes AKF’s assistance so valuable is when it is coupled with the 
knowledge necessary to make the choice that is best for that individual.  As discussed above, 
AKF’s institutional and operational policies and procedures ensure that AKF does not, through 
its administration of HIPP, unduly influence patients’ decisions in choosing either their 
coverage or their provider.  Today, however, AKF sees an opportunity to further its role as a 
patient educator and advocate, and it is pursuing several steps to that end.  The following are 
enhanced procedures that we have developed and/or are currently developing in an effort to 
promote informed patient choice and to mitigate any inappropriate patient steering:   

• AKF currently publishes a patient guidebook, which is available to the public on our 
website as well as at the dialysis centers.40  It is written in plain language and contains 
important information about HIPP, including by outlining eligibility, confirming AKF’s 
independence, clarifying that patients are free to choose their own provider and can 
change providers at any time, and highlighting that HIPP assistance will not continue 
past the end of the current policy payment period after a patient receives a kidney 
transplant.41   

• We are currently adding to the patient guidebook a section entitled “Patients’ Rights 
and Responsibilities,” which will inform patients of their rights in selecting insurance 
that best suits their needs and in applying to HIPP for assistance.  It will also list the 
patient’s role and responsibilities in the process of selecting his or her own insurance 
and in the HIPP application process. 

• To ensure that this information reaches any patient who is considering applying for 
HIPP assistance, we will require providers to furnish the patient with this information 
prior to the HIPP grant being approved.  In the Patient Consent Form, signed by the 
patient, the patient will also initial that he/she has received these materials and 
understands the HIPP guideline that it is the patient’s choice to select insurance from 
the available options.  We also will be asking each patient’s provider to certify to the 
best of their knowledge that the patient’s request for HIPP assistance is accurate and 
that the selection of the insurance was the patient’s.    

                                                
40 See Introduction to the American Kidney Fund, http://www.kidneyfund.org/assets/pdf/financial-
assistance/akf-hipp.pdf.   
41 HIPP provides comprehensive coverage that pays for transplant workups for patients on the transplant 
waiting list, enabling them to stay on and possibly move up the list, and the HIPP-covered insurance pays for the 
transplant procedure itself.  The conclusion of HIPP assistance after a transplant is a function of the fact that, 
after a transplant, kidney patients are usually able to go back to work and retain coverage from an employer.  So, 
like Medicare, AKF winds down after an individual has had a transplant.  42 U.S.C.A. § 426-1(b)(2) (providing 
that coverage under the Medicare ESRD program “shall end, in the case of an individual who receives a kidney 
transplant, with the thirty-sixth month after the month in which such individual receives such transplant”).   
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• We are developing a “Provider Code of Conduct,” which will set forth standards of 
conduct, including pro-patient-choice and anti-steering provisions, for all dialysis 
professionals who refer patients to the HIPP program.  We believe that such 
standards—which will be a required condition for providers’ participation in HIPP—
should also be provided to patients as a way to increase transparency and 
accountability by advising patients of the standards they should expect from providers. 

AKF believes that these initiatives, on top of its current model designed to ensure independent 
operation of HIPP, will further promote complete and balanced patient choice of coverage and 
enhance existing measures to prevent any discrete instances of improper patient steering.  At 
the same time, these expanded efforts on the part of AKF will help to ensure that patients will 
be provided information and education that they need to make informed choices.  
Furthermore, AKF remains willing to work with CMS and other market participants to 
implement other appropriate procedures to the end of supporting informed patient choice.  
AKF has formally requested a meeting with CMS to further explain its specific initiatives and 
to discuss any input that CMS may have. 

C. AKF is Committed to Addressing Specific Instances of Potential 

Misconduct   

AKF’s charitable mission is to help low-income people living with ESRD.  We operate 
programs in pursuit of this mission with the utmost efficiency and focus on stewardship over 
our resources.  In fact, 97 cents of every dollar received go to fund those programs and 
services.  We take any allegation of abuse of our limited resources extremely seriously.  

We welcome the opportunity to address specific allegations of past or present abuse, although 
we think it is important to note several considerations in this context.  First, while some 
insurers have suggested misuse of HIPP by certain dialysis providers, we have not received 
from any insurer a single specific complaint, information regarding, or example of such 
misuse that would support action on our part.  The litigation surrounding supposed misuse 
pending in Florida provides a good example.  AKF was provided no specific details or evidence 
of the purported misconduct alleged in the Florida complaint, and the most specific 
allegations central to the complaint’s alleged scheme of patient steering are made “upon 
information and belief”—meaning that they are made with no evidence or first-hand 
information.42  Obviously, if there are specific instances of misconduct involving a provider’s 
interaction with the HIPP program—e.g., if the Florida plaintiffs made the effort to provide 
AKF with actionable information of such misconduct—we would act on any proof that our 
funds or mission had been subverted.  We want to be clear:  AKF strongly rejects any claim or 

                                                
42 E.g., UnitedHealthcare of Florida, Inc., et al. v. American Renal Assocs. Holdings, Inc., et al., No. 16-cv-81180, First 
Amended Compl. (S.D. Fla.) ¶ 88 (“Upon information and belief, many patients were insured by the Medicaid 
program before ARA counseled them to enroll into United’s plans, as described herein.”). 
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implication that it has been somehow complicit, never mind an active participant, in illegal or 
unethical activity.43   

The Florida case also raises some noteworthy considerations.  The litigation demonstrates 
that, in the first instance, the most appropriate avenue for insurers to investigate and address 
purported instances of fraud and abuse by providers or policy-holders is by employing 
existing laws addressing specific alleged improper behavior within their relationships with 
the provider at issue.  The ‘97 Advisory Opinion did not place any law enforcement duties on 
AKF to ensure that insurers and/or providers are not attempting to “game the system.”  
Whether before the ACA or after, the insurers, providers, HHS, and law enforcement are best 
positioned and equipped to uncover, investigate, and ameliorate fraud and other misconduct.  
This is in contrast to an approach that would cut off one or more coverage options for an 
entire class of low-income and disabled HIPP beneficiaries in order to preemptively curtail an 
unknown number of alleged specific instances of alleged misconduct.  Nonetheless, as noted, 
AKF is, at counsel’s direction, conducting an independent, privileged investigation and review 
of the Florida allegations to ensure that AKF’s mission has not been distorted by insurer or 
provider misconduct and to take appropriate steps if any improper conduct emerges. 

More broadly, as outlined above, AKF is implementing procedures to increase accountability 
and transparency on the part of providers, and it fully intends to work with any market actor 
or governmental body to address known instances of fraud or abuse in relation to HIPP.  To 
the extent any patient or other person communicates and provides documentation of a 
specific instance of steering or any other potentially inappropriate conduct by an insurer, a 
provider, or one of their employees or agents, we will document the communication and will 
directly refer the matter to the relevant entity’s compliance department in writing and 
provide all of the relevant information we have.  We will maintain a record of all such 
communications.  To the extent we become aware of any improper conduct, such as lack of 

                                                
43 Health insurers, including the plaintiff in the Florida case, recently have attempted to imply by innuendo some 
impropriety simply in AKF’s appeals for grant funding, pointing to, for example, AKF’s HIPP Honor System, 
through which providers are asked to make “equitable” financial contributions to AKF and to contribute their 
“fair share.”  Of course AKF asks providers to make equitable contributions to HIPP—that is the sine qua non of 
the ‘97 Advisory Opinion.  The ‘97 Advisory Opinion’s allowance for provider donations necessarily entails AKF’s 
requesting those donations, in order to continue its mission.  The HIPP Guidelines, Rules and Procedures, 
recently misconstrued by insurance companies, underscore how, in accord with the ‘97 Advisory Opinion, (1) 
there is never any guarantee that patients of donor-providers will receive grant funding at all, (2) whether and 
how much providers donate is entirely voluntary, and (3) that AKF’s only method to encourage equitable 
contributions is a moral one, i.e., no patient will be considered differently based on whether the referring 
provider does or does not contribute.  Further, about forty percent of the providers whose patients AKF assists 
make no contribution at all to the HIPP funding pool, and AKF has never turned away a needy patient on the basis 
of their being treated by a non-contributing provider, demonstrating the fact that charitable contributions are in 
no way tied to AKF’s patient grants.  AKF’s motivation in requesting voluntary contributions is purely mission-
focused:  putting patients first and ensuring there are resources in the HIPP pool to support the 79,000 patients 
in the HIPP program. Nonetheless, we are redoubling our ongoing scrutiny of our charitable fundraising 
communications to ensure that they could not be misconstrued to suggest that our grants in any way tie to 
particular providers’ contributions.      
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informed consent, undue influence, fraudulent documentation, or other behavior that 
undercuts patient choice, we will take action to redress the situation for the patient in each 
particular instance, and work with the responsible entities to halt the misconduct 
immediately.    

We already correspond with our patients on a quarterly basis through a patient newsletter to 
ensure that we are available and in close contact for any patient questions or concerns.  Going 
forward, we will place further emphasis on encouraging our patients to communicate to us 
any behavior in relation to HIPP that they perceive as inappropriate, whether by providers, 
insurers, or otherwise. 

IV. INSURERS ARE UNDERMINING CHOICE OF COVERAGE FOR ESRD PATIENTS IN 

VIOLATION OF STATE AND FEDERAL ANTI-DISCRIMINATION LAWS 

Whereas alleged incidents of patient steering away from public coverage appear to be isolated 
at the most, health insurance companies across the country have commenced an overt and 
forceful campaign to steer low-income ESRD patients off or away from their commercial 
plans—notwithstanding that such plans may be best for patients—by refusing or attempting 
to refuse patients’ premium payments provided by AKF.  In addition to impeding patient 
choice and freezing out countless low-income individuals from their coverage, this conduct 
implicates violations of federal and state law prohibiting discrimination on the basis of 
disability.  

AKF’s HIPP program plays a critical role in ensuring that ESRD patients can benefit from the 
full range of insurance options to which they are entitled under the law.  Without HIPP, the 
choice of coverage options described above is an illusory one for far too many low-income 
ESRD patients who could not otherwise afford their premium payments or cost-sharing 
obligations, whether under Medicare, Medigap, COBRA, group coverage, or individual market 
plans.  As noted in the ’97 Advisory Opinion, the assistance provided by AKF “enhanc[es] 
patient freedom of choice in health care providers.”44 

Individual ACA market coverage comprises a very small fraction of the assistance provided 
through HIPP—indeed, only 6,400 HIPP grant recipients, representing approximately 8 
percent of our total HIPP grant recipients, and a tiny fraction (.05 percent) of the total 12.7 
million individual market coverage enrollees, receive HIPP assistance to pay for individual 
market coverage.45  Nonetheless, supporting all applicable forms of coverage is an important 
part of AKF’s mission to enhance patient freedom of choice.  Notably, one of the goals of the 
ACA was to open doors to such coverage for millions of Americans with life-threatening and 
expensive-to-treat conditions like ESRD.  Indeed, the ACA acts expressly to guarantee dialysis 

                                                
44 ‘97 Advisory Opinion, Exhibit 3, at 5. 
45 See HHS.Gov, “Fact Sheet: About 12.7 million people nationwide are signed up for coverage during Open 
Enrollment” (Feb. 4, 2016), http://www.hhs.gov/about/news/2016/02/04/fact-sheet-about-127-million-
people-nationwide-are-signed-coverage-during-open-enrollment.html. 
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patients the right to choose their health plan and—according to the plain text of the ACA—not 
to be subject to discriminatory practices.  

Unfortunately, some insurers have taken steps to deny premium assistance payments made 
by AKF for individual market coverage, undermining the choice of coverage for thousands of 
ESRD patients receiving HIPP assistance in certain states.   

Insurance companies in some states are advising policyholders that they will be refusing 
premium assistance from any source other than the policyholder or other insurer-approved 
source, such as a family member or entity whose premium assistance federal regulation 
requires that insurers accept (e.g., the Ryan White Program, Indian tribes and related 
organizations, and other government programs).46  Insurers are setting policies that give 
themselves complete discretion to refuse premium assistance from charitable organizations 
that the insurer deems to be “[f]inancially interested”—if, for example, the organization 
receives a majority of its funding from entities with an interest in health insurance 
reimbursements.47   

Such policies are transparently directed at charities focused on helping patients with specific 
disabilities and other conditions to pay for their coverage, and they blatantly violate basic 
principles of fairness in insurance contracting.  Prior to the ACA, insurance companies for 
years were happy to accept third-party premium assistance payments, since the insurers 
could simply charge patients with ESRD and other disabilities higher premiums based on their 
conditions.  After reaping those benefits for years, now that insurers can no longer 
discriminate in this way, they seek complete discretion to turn those same patients away en 

masse.  Apart from the basic unfairness of this practice, its real world impact would be 
devastating not only for the 6,400 AKF beneficiaries with individual market coverage, but 
innumerable others as well.  Depending on how insurance companies determine whether a 
charity is “financially interested”—a question on which the insurers make themselves the sole 
arbiter—untold numbers of low-income people with numerous disabilities and conditions 
could be summarily frozen out of their coverage.  These include beneficiaries of the myriad 
charitable foundations that raise funds from industry donors whose missions also include 
premium and other cost-sharing assistance for low-income patients with particular 
conditions, such as the CancerCare Co-Payment Assistance Foundation, Leukemia and 
Lymphoma Society Co-Pay Assistance Program, National Multiple Sclerosis Society, A.L.S. 
Association, and American Transplant Foundation, among many others.48  And specifically as 

                                                
46 See, e.g., Letter from Blue Shield of California re: Notification of November 7, 2016 Updates to the Blue Shield 
Hospital and Facility Guidelines, Aug. 29, 2016, at 2, Exhibit 4.  
47 Id. 
48 Other potentially affected patients include beneficiaries of HealthWell Foundation; Patient Advocate 
Foundation Co-Pay Relief Program; The Assistance Fund; Patient Access Network Foundation; Patient Services, 
Inc.; National Organization for Rare Disorders; and Chronic Disease Fund.  These nonprofit foundations also raise 
funds from the health care industry to provide financial assistance to patients suffering from countless serious 
health issues, including cancer; cardiovascular disease; endocrine conditions; immunodeficiency conditions; 
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to AKF, such a policy completely ignores the fact that HIPP operates with the help of provider 
funding with written approval from the OIG, which expressly concluded that HIPP’s design 
insulates AKF from precisely the supposed conflicts on which these insurers purport to base 
their policies.  

Relatedly, as health insurance companies have begun refusing third-party payments from 
reputable charities like AKF, we have had to change the method by which we provide 
charitable grant assistance.  In instances where an insurance carrier will not accept a grant 
assistance check from AKF, we send the patient a charitable grant that will allow the patient to 
pay their insurance bill.  As described above, the patients we serve often have challenges 
cashing their grant assistance check, as many do not have bank accounts.  The patients often 
lose a portion of their grant in check cashing and money order fees, and thus jeopardize their 
ability to pay their premium.  Some do not have reliable transportation to get to a bank or 
even to get to the post office to ensure that their payment is timely made.  We believe that 
insurance carriers have adopted these third-party payment prohibitions in the hope that 
some patients will not be able to pay their premiums on time, giving the carrier justification to 
terminate coverage for non-payment.  This is a form of adverse selection. 

We also are very concerned about the question in the RFI that states: “Are issuers capable of 
determining when third party payments are made directly to a beneficiary and then 
transferred to the issuer?”  Insurance carriers have implied that direct charitable assistance to 
nonprofits’ constituents is somehow improper.  At least one major carrier, United Healthcare, 
adopted an extremely restrictive policy for 2016, promising to terminate the QHP coverage of 
any member who receives direct charitable assistance from entities not mandated as third-
party payors by the federal government.  This carrier and its subsidiaries have sent letters to 
policyholders requiring them to sign attestations, under penalty of perjury, that they are not 
receiving charitable assistance to help them pay their premiums, and advising that their policy 
will be cancelled if they accept such assistance.  Filings for 2017 Marketplace plans signal the 
expansion of this practice.  Cigna, Healthnet, and subsidiaries of UnitedHealthcare are seeking 
to prohibit people from using direct charitable assistance to pay their insurance premiums.  
We believe it is a fundamental right of every American to receive charitable assistance and to 
use that assistance for important needs, including health coverage.  In asking about sources of 
funding in the RFI, it is our hope that the federal government is not adopting a position 
antithetical to our nation’s fundamental principles of free speech and freedom of association.  
The government must not permit health insurance carriers to dictate to Americans what they 
may and may not do with charitable assistance that they have received from recognized 
501(c)(3) charities.  

Wholly apart from the policy concerns articulated above with respect to fairness, freedom of 
choice, and the impact on ESRD patients and other recipients of charitable aid, such actions by 

                                                                                                                                                            
digestive and urinary conditions; bleeding disorders; infectious conditions; nervous system conditions; 
respiratory conditions; and others. 
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insurers raise serious legal concerns under anti-discrimination law.  At the federal level, the 
ACA requires all insurers offering coverage in the individual or group markets to “accept any 
individual or employer that applies” for coverage, and it prohibits such insurers from 
employing marketing practices or benefit designs that “will have the effect of discouraging the 
enrollment of individuals with significant health needs in health insurance coverage” or that 
otherwise discriminate based on an individual’s “present or predicted disability” or other 
protected grounds, including “expected length of life, degree of medical dependency, quality of 
life, or other health conditions.”49  Insurers offering plans through ACA Marketplaces are, by 
virtue of receiving federal funds (including via the tax credits and subsidies provided for 
under the ACA), subject to even broader non-discrimination requirements.50  Individuals 
applying for or receiving coverage from such insurers must not, “on the basis of race, color, 
national origin, sex, age, or disability, be excluded from participation in, be denied the 
benefits of, or otherwise be subjected to discrimination” in the “provision or administration of 
. . . health-related insurance coverage.”51 

An insurance company may not use a seemingly neutral classification—such as receipt of 
premium assistance payments by third parties—as a proxy to evade prohibitions on 
intentional discrimination.52  Even if intentional discrimination could not be established in a 
particular case, the ACA forbids conduct that has an unjustifiable disparate impact on 
individuals in protected classes, regardless of the violating party’s intent.53  A prima facie case 
of disparate impact is established when a party can show that a facially neutral practice 
“operated more harshly on one group than another.”54  

It is significant in this context that ESRD has been recognized as a disability under federal 
law55 and therefore constitutes one of the protected grounds under the ACA 
nondiscrimination provision.56  Given the demographics of HIPP recipients, the refusal by an 

                                                
49 45 C.F.R. § 147.104. 
50 See 42 U.S.C. § 18116(a); 45 C.F.R. § 92.101. 
51 45 C.F.R. § 92.101; 45 C.F.R. § 92.4 (emphasis added).  Notably, the anti-discrimination provisions apply to “all 
operations” of insurers offering coverage through an insurance exchange, and not just to an insurer’s exchange 
line of business.  See 45 C.F.R. § 92.4. 
52 Cf., e.g., McWright v. Alexander, 982 F.2d 222, 228 (7th Cir.1992) (“[A]n employer cannot be permitted to use a 
technically neutral classification as a proxy to evade the prohibition of intentional discrimination. An example is 
using gray hair as a proxy for age: there are young people with gray hair (a few), but the ‘fit’ between age and 
gray hair is sufficiently close that they would form the same basis for invidious classification.”). 
53 See, e.g., Alexander v. Choate, 469 U.S. 287, 299 (1985); see also Kelly v. Boeing Petroleum Servs. Inc., 61 F.3d 
350, 365 (5th Cir. 1995) (recognizing disparate impact as a valid basis for a claim under § 504 of the 
Rehabilitation Act of 1973, and thus under Section 1557 of the ACA, which provides that “the enforcement 
mechanisms provided for and available under . . . section 504. . . shall apply for purposes of violations of this 
subsection”). 
54 See Chance v. Rice Univ., 989 F.2d 179, 180 (5th Cir. 1993) (internal quotation marks omitted). 
55 See Fiscus, supra note 3, 385 F.3d at 382.  
56 See 45 C.F.R. § 92.4 (defining “disability” to mean “a physical or mental impairment that substantially limits 
one or more major life activities of such individual; a record of such an impairment; or being regarded as having 

Case 4:17-cv-00016-ALM   Document 3-3   Filed 01/06/17   Page 28 of 104 PageID #:  147



September 22, 2016  - 28 -   
 
 

 
 

insurer to accept premium assistance payments from HIPP may also have an illegal disparate 
impact (i.e., “operate more harshly”) with regard to race and national origin. 

For example, African Americans are more at risk for kidney failure than any other race.57  
More than one in three kidney failure patients living in the United States is African 
American.58  Diabetes is the leading cause of kidney failure, causing nearly 40 percent of all 
cases of kidney failure in the United States.59  African Americans get diabetes more often:  they 
are almost twice as likely as whites to have diabetes.60  About one in eight (13.2 percent) 
African American adults has diabetes.61  High blood pressure is the second leading cause of 
kidney failure.62   It causes about one out of four cases in the United States.63  Like diabetes, 
high blood pressure is a serious problem for African Americans:  almost half (over 42 percent) 
of African American adults have high blood pressure,64 and African Americans are, on average, 
nearly six times more likely to get kidney failure from their high blood pressure than whites.65  
The statistics for Hispanics are similar, with Hispanics almost twice as likely as whites to have 
been diagnosed with diabetes.66   Diabetes also leads to kidney failure more often in Hispanics 
than in non-Hispanic whites.67 

Unfortunately, insurer discrimination against low-income, disabled people is nothing new.  
From the time the ACA first prohibited health insurers from denying coverage or charging 
more by discriminating against people with preexisting conditions,68 certain health insurers 
have attempted to exclude from coverage groups with a specific condition or disability by 
virtue of the fact that such groups receive third-party premium or cost-sharing assistance 
from a charitable program focused on that disability.  In 2014 for example, as noted above, the 
three health insurers in Louisiana’s ACA Marketplace, including Blue Cross and Blue Shield of 

                                                                                                                                                            
such an impairment, as defined and construed in the Rehabilitation Act [] which incorporates the definition of 
disability in the ADA”) (citations omitted).  
57 United States Renal Data System (“USRDS”), 2015 Annual Data Report: Epidemiology of Kidney Disease in the 
United States, National Institutes of Health, National Institute of Diabetes and Digestive and Kidney Diseases, 
https://www.usrds.org/adr.aspx. 
58 Race, Ethnicity, and Kidney Disease (Mar. 5, 2014), https://www.niddk.nih.gov/health-information/health-
communication-programs/nkdep/learn/causes-kidney-disease/at-risk/race-ethinicity/Pages/race-
ethnicity.aspx (last visited Sep. 20, 2016). 
59 USRDS 2015 Annual Data Report, supra note 57. 
60 Treatment and Care for African Americans (Oct. 1, 2014), http://www.diabetes.org/living-with-
diabetes/treatment-and-care/high-risk-populations/treatment-african-americans.html (last visited Sep. 20, 
2016). 
61 Id.  
62 USRDS 2015 Annual Data Report, supra note 57. 
63 Id.  
64 High Blood Pressure Facts, (Feb. 19, 2015), http://www.cdc.gov/bloodpressure/facts.htm (last visited Sep. 20, 
2015). 
65 USRDS 2015 Annual Data Report, supra note 57. 
66 Id.  
67 Id.  
68 See 42 U.S.C. §§ 300gg, 300gg–1, 300gg–3. 
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Louisiana (“BCBSL”), announced that they would refuse to accept most premium assistance, 
including from the federal Ryan White Program enacted to help low-income people living with 
HIV.  BCBSL and the other insurers cited purported concerns about fraud and abuse, tied to 
third-party payments, affecting the insurance markets as grounds for refusing Ryan White 
premium assistance.69   In response to a class action lawsuit filed on behalf of Ryan White 
Program recipients, brought under the anti-discrimination provisions of the ACA and state 
contract and insurance law, a federal court restrained the insurers from implementing their 
plan.70  Shortly thereafter, HHS published an interim final rule requiring insurers to accept 
such third-party payments, adopted at 45 C.F.R. § 156.1250.71  The vague complaints raised by 
insurers regarding HIPP reflect the same attempt to leverage generic policy concerns over 
fraud and abuse as a pretext to exclude an expensive-to-cover class of people with a 
disability—in this case, ESRD—from its insurance rolls.   

Such systematic and discriminatory patient steering cannot stand, and CMS should act to 
protect people living with ESRD from such discrimination, just as it did to protect people 
living with HIV.  

V. CONCLUSION 

In sum, AKF takes the potential for improper use of HIPP, including improper patient steering, 
very seriously.  We are committed to investigating and addressing allegations of improper 
conduct by providers and insurers, because such conduct tarnishes our well-earned 
reputation for excellence and transparency, undermines our charitable mission, and, most 
importantly, affects the patients we are committed to serving with the highest level of 
support.  To further its continuing efforts toward these goals, AKF is: 

• Maintaining its commitment to strict adherence to the ‘97 Advisory Opinion and the 
OIG’s subsequent policy guidance affirming HIPP’s operational design; 

• Enhancing policies and procedures designed to ensure that patients receive clear and 
balanced information regarding their coverage options and that the choice of selecting 
coverage is theirs; 

• Adopting a code of conduct for providers and professionals designed to preclude 
steering and other abuses, which will be furnished to patients for added accountability, 
and making providers’ participation in HIPP strictly conditioned on adherence to the 
code of conduct’s anti-steering and other provisions; 

• As it relates to our HIPP program, we will consistently document patient and other 
complaints or concerns about steering or other abuses by both providers and insurers, 

                                                
69 See, e.g., Ted Griggs, Insurers Block Obamacare Coverage . . . Move Affects Poor HIV/AIDS Patients, THE ADVOCATE, 
Feb. 13, 2014, at B8, Exhibit 5.  
70 East, 2014 WL 8332136, supra note 4, Exhibit 1; see also Complaint, East, supra note 4, Exhibit 2.  
71 See 79 Fed. Reg. 15240 (Mar. 19, 2014).  
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and we will formally communicate, in writing, any such complaints or concerns to the 
relevant entity’s compliance department; 

• Committing to address demonstrated, actionable allegations of misconduct and 
cooperating with the responsible party to investigate and eliminate any improper use 
of HIPP;  

• Committing to work with CMS, beginning with our request for a near-term, formal 
meeting, to discuss these initiatives and any other areas in which AKF can assist CMS in 
promoting patient choice and in combatting improper steering and discrimination; and 

• Continuing to notify CMS when AKF becomes aware of insurance carrier actions that 
are improperly steering patients away from a particular carrier and/or onto Medicare 
or Medicaid.   

AKF fully supports the desire to have a robust commercial health insurance market.  In 
keeping with the imperative of patient choice central to AKF’s mission and the ACA’s policy, 
this market must be one in which all eligible Americans, including Americans with disabilities, 
are welcome. 

Thank you very much for your attention to this matter, and we very much look forward to a 
continuing dialogue in the days and weeks ahead. 

 

Very truly yours, 
 

 
 
LaVarne A. Burton 
President & Chief Executive Officer  
American Kidney Fund 

Attachments 
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Footnotes
1 To the extent that East must satisfy the traditional 4–prong preliminary injunction test before a TRO may issue, see

Garcia v. United States, 680 F.2d 29, 31 (5th Cir.1982) (indicating that “the requirements justifying a temporary restraining
order” are equivalent to those justifying a “preliminary injunction”), the Court also finds that each of these requirements
are met. First, East has made a preliminary showing that he is likely to succeed on the merits of his claim because the
Affordable Health Care Act contains an express Nondiscrimination provision, requiring that “an individual shall not ... be
excluded from participation in, be denied the benefits of, or be subjected to discrimination under, any health program or
activity, any part of which is receiving Federal financial assistance,” 42 U.S.C. § 18116; second, as explained, East has
demonstrated a substantial threat of irreparable injury—specifically, declining health and eventual death—if his insurance
is discontinued; third, this threat to East's well-being far outweighs any injury to Defendants because Defendants are
simply required to maintain their existing policies of accepting Ryan White Funds paid on behalf of insureds in East's
position; finally, the TRO serves the public interest because it ensures that insureds in East's position maintain their current
health care coverage, thereby avoiding, among other things, additional costs resulting from lost health care coverage,
such as emergency room treatment in lieu of regularly scheduled doctor appointments and medications. See Texans for
Free Enter. v. Tex. Ethics Comm'n, 732 F.3d 535, 536–37 (5th Cir.2013) (“A preliminary injunction is an “extraordinary
remedy” that should be granted only if the movant establishes (1) a substantial likelihood of success on the merits, (2) a
substantial threat of irreparable injury if the injunction is not issued, (3) that the threatened injury if the injunction is denied
outweighs any harm that will result if the injunction is granted, and (4) that the grant of an injunction will not disserve the
public interest.”)(quotation marks omitted).

End of Document © 2016 Thomson Reuters. No claim to original U.S. Government Works.
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1

IN THE UNITED STATES DISTRICT COURT
MIDDLE DISTRICT OF LOUISIANA

JOHN EAST, individually and on behalf of
all other persons similarly situated,

Plaintiffs,

v.

BLUE CROSS and BLUE SHIELD of
LOUISIANA,

LOUISIANA HEALTH COOPERATIVE,
INC., and

VANTAGE HEALTH PLAN, INC.,

Defendants.

)
)
)
)
)
)
)
)
)
)
)
)
)
)
)
)
)
)

Civil Action No.: 14-115

Section

Magistrate

COMPLAINT- CLASS ACTION

JURY DEMANDED

Plaintiff JOHN EAST, individually and on behalf of all other persons similarly situated

(collectively, “Plaintiffs” or the “Plaintiff Class”), through his undersigned counsel, for his

Complaint against Defendants BLUE CROSS AND BLUE SHIELD OF LOUISIANA,

LOUISIANA HEALTH COOPERATIVE, INC., and VANTAGE HEALTH PLAN, INC.,

(collectively, “Defendants”), alleges the following upon knowledge as to his individual conduct

and interactions and upon information and belief as to the conduct of others:

PRELIMINARY STATEMENT

1. This action seeks injunctive and declaratory relief to halt Defendants’ abrupt and

systematic policy of targeted discrimination on the basis of Plaintiffs’ disability, i.e., their
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infection with the human immunodeficiency virus (“HIV”),1 in violation of sections 1557(a) and

1311(c) of the Patient Protection and Affordable Care Act (codified at 42 U.S.C. §§ 18116(a)

and 18031), and in contravention of Louisiana state law.

2. To ensure equal access to health care under the Affordable Care Act, Congress

placed robust antidiscrimination requirements on health insurers that profit from the billions of

federal dollars flowing into the health care insurance market and from the vast new market of

health insurance consumers made available to insurers through the Affordable Care Act’s health

insurance exchanges.

3. One such safeguard is section 1557 of the Affordable Care Act, which expressly

prohibits health insurers that receive federal funds, as do Defendants, as well as entities

established under Title I of the Affordable Care Act, from discriminating against any individual

on the basis of a disability for purposes of the individual’s participation in or enjoyment of the

benefits of health insurance coverage.

4. The “Plaintiff Class” consists of all Louisiana residents living with HIV who are

qualified for health insurance premium assistance from the Ryan White HIV/AIDS Program.2

5. The Plaintiff Class includes a subclass of persons who have existing or past

insured relationships with one or more Defendants (“Insured Plaintiffs”).

6. The Plaintiff Class is fully eligible for coverage under Defendants’ available

plans. Insured Plaintiffs have been paying their premiums in full—some of them for decades—

and all Plaintiffs are and remain ready, willing, and able to pay premiums with federal funds

designed precisely for that purpose.

1HIV, when left untreated, causes AIDS.
2 The Ryan White HIV/AIDS Program is a federal program that makes grants to states, cities, and non-profit
organizations to provide people living with HIV with access to health care, including by assisting in the payment of
health insurance premiums.
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7. The Plaintiff Class benefits from health insurance premium assistance funded by

federal grant money from the Ryan White HIV/AIDS Program, which is available exclusively

for people living with HIV in need of financial assistance, and without which none of the

Plaintiffs can afford individual health insurance premiums.

8. Defendants have routinely accepted funds from the Ryan White HIV/AIDS

Program (“Ryan White Funds”) for dozens of their policy-holders’ health insurance premiums.

Blue Cross and Blue Shield of Louisiana (“BCBS”) has accepted Ryan White Funds since at

least 2009, and upon information and belief, the other defendants have accepted such funds since

each began offering health insurance in Louisiana and Ryan White HIV/AIDS Program premium

assistance became available through the Louisiana Health Insurance Program.

9. In or around January 2014, however, BCBS took the position that it would no

longer accept Ryan White Funds for premium payments and advised the Louisiana Health

Insurance Program of this change to its longstanding policy of accepting these payments.

10. BCBS’s new policy excludes Plaintiff class members from access to BCBS

coverage, which Plaintiffs can afford only with Ryan White Funds, as surely as if BCBS had

posted a sign saying “low-income people with HIV need not apply.”

11. BCBS’s abrupt policy change coincides with the open enrollment period of the

Affordable Care Act’s insurance exchange marketplace. BCBS’s initial explanation for its

dubiously timed policy change was guidance issued by the Centers for Medicare & Medicaid

Services (“CMS,” a lead federal agency administering the Affordable Care Act) on November 4,

2013 (the “November 2013 Regulatory Guidance”). This guidance discouraged insurers from

accepting third-party premium payments from hospitals, health care providers, and other

commercial entities that might fraudulently seek to attract health care consumers with promises
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to make their premium payments, or to defray the costs of otherwise uncompensated care by

paying the premiums of those whose coverage would soon lapse.

12. That guidance, however, did not discourage insurers from accepting payments

from other sources, such as federal programs designed specifically to provide premium support.

In fact, in a more recent statement, CMS expressly stated that its earlier guidance regarding

third-party premium payments “does not apply to payments for premiums and cost sharing made

on behalf of QHP [Qualfied Health Plan] enrollees by . . . state and federal government programs

or grantees (such as the Ryan White HIV/AIDS Program).”

13. Even after CMS repudiated BCBS’s sole justification for refusing these payments,

BCBS did not acknowledge its misinterpretation—or mischaracterization—of the earlier

guidance and did not resume its longstanding policy to accept Ryan White HIV/AIDS Program

payments.

14. Instead, BCBS disregarded CMS’ clarification and doubled-down on its

discriminatory actions, thereby attempting to skew the Louisiana health insurance market in its

favor. BCBS issued a statement on February 13, 2014 making clear that it was going ahead with

its discriminatory policy, which would have the effect of keeping low-income individuals living

with HIV from enrolling in a BCBS individual insurance plan.

15. In turn, the other state-wide insurers in Louisiana have followed BCBS’s lead.

Around the time that CMS issued its clarifying guidance, Defendant Louisiana Health

Cooperative, Inc. (“Louisiana Health Cooperative”) began informing enrollees that it too would

no longer accept Ryan White HIV/AIDS Program third-party premium payments. Shortly

thereafter, Vantage Health Plan, Inc. (“Vantage”) announced that while it would continue to
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accept such payments for the time-being, it would reconsider its policy if BCBS and the

Louisiana Health Cooperative continued to refuse Ryan White Funds.

16. To avoid the costs associated with more people living with HIV on their insurance

rolls, Defendants are intentionally discriminating against Ryan White Funds recipients.

17. Indeed, in an email that was recently made public, a Congressional staffer in

Senator Mary Landrieu’s office wrote that

BCBS LA told me their decision was not due to the CMS [Centers for
Medicare & Medicaid Services] guidance or any confusion (as we thought
before) but was in fact due to adverse selection concerns.

18. The National Association of Insurance Commissions defines adverse selection to

include “insurance purchasing decisions based on [consumers’] own knowledge of their

insurability . . . [including when] the applicant might have information about the risk that is not

known to the insurer, or the insurer might have access to the information but be unable to

incorporate it fully into the price of coverage, due to factors such as antidiscrimination laws.”

Adverse Selection Issues and Health Insurance Exchanges Under the Affordable Care Act, Nat’l

Ass’n of Ins. Comm’rs (2011), available at http://www.naic.org/store/free/ASE-OP.pdf.

19. Against the backdrop of the Affordable Care Act prohibiting health insurers from

incorporating applicants’ pre-existing conditions into the price of coverage, BCBS candidly

admitted that it was excluding a large group of expensive-to-insure individuals—Plaintiffs—for

no other reason than to avoid adverse selection.

20. Due to the eligibility requirements of the Ryan White HIV/AIDS Program, which

is designated to be a payor of last resort, Plaintiffs by definition do not have employer-provided

insurance, are ineligible for Medicare, Medicaid, or other federal health care programs, and

cannot afford private insurance on their own. Without Ryan White HIV/AIDS Program
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assistance, Plaintiffs cannot obtain health insurance, without which Plaintiffs cannot maintain the

continuous access to care and prescription medications that literally keep them alive.

21. Defendants’ plans are Plaintiffs’ only viable health insurance options.3

Defendants’ discriminatory policy of refusing to accept Ryan White Funds puts Plaintiffs in a

situation that class representative John East describes as “a matter of life and death.”

22. As a result of Defendants’ unlawful discrimination in violation of sections 1557

and 1311 of the Affordable Care Act, hundreds—if not thousands—of low-income Louisianans

with HIV face being dropped immediately from their health care coverage, and those who are

currently uninsured will have no health care coverage option to which they can turn.4

23. As a result of Defendants’ unlawful discrimination and refusal to accept Insured

Plaintiffs’ premium payments via the Ryan White HIV/AIDS Program, Defendants have violated

their contractual obligations to Insured Plaintiffs, their duty of good faith and fair dealing, as

well as other duties under state law.

3 The residents of Jefferson Parish who are currently eligible for assistance through the Louisiana Health Insurance
Program may be able to pay for a health insurance plan offered by Humana Medical Plan, Inc., using Ryan White
Funds, though it is unclear whether that plan will adequately meet the health care needs of all of these individuals,
cover the specific medications currently being prescribed to these individuals, or allow these individuals to remain
with the physician currently providing them with care and treatment. Furthermore, unless the other insurers doing
business in Jefferson Parish are prevented from discriminating against low-income people living with HIV and
kicking them off their insurance rolls, Humana may have difficulty maintaining its position as the only insurer in
Louisiana complying with the nondiscrimination mandates of the Affordable Care Act and providing these
individuals with coverage.

4 Through nondiscrimination provisions, and regulations promulgated thereunder, the ACA prohibits precisely the
tactic Defendants are employing to rid their insurance rolls of people living with HIV. In addition to section 1557,
section 1311 requires that participating health insurance plans not employ benefits designs or marketing practices
that discourage people with significant health needs from enrolling, and regulations promulgated under section 1311
further elucidate these standards. See, e.g., Section 1311(c)(1)(A) of the ACA provides that “to be certified, a plan
shall, at a minimum (A) . . . not employ marketing practices or benefit designs that have the effect of discouraging
the enrollment in such plan by individuals with significant health needs. . . .” See 42 U.S.C. § 18031. See also, e.g.,
45 C.F.R. § 147.104(e) (prohibiting insurers from “employ[ing] marketing practices or benefit designs that will have
the effect of discouraging the enrollment of individuals with significant health needs in health insurance coverage or
discriminate based on an individual’s . . . present or predicted disability . . . or other health conditions”); 45 C.F.R. §
156.125(a) (“[a]n issuer does not provide EHB if its benefit design, or the implementation of its benefit design,
discriminates based on an individual’s . . . present or predicted disability . . . or other health conditions”); 45 C.F.R.
§ 156.225(b) (prohibiting insurers from “employ[ing] marketing practices or benefit designs that will have the effect
of discouraging the enrollment of individuals with significant health needs”).
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24. As a result of Defendants’ longstanding practice of accepting and benefiting from

Ryan White Funds, which induced Plaintiffs’ reliance that Defendants would continue to do so,

Defendants must also be estopped from taking their new position leaving Plaintiffs with no

viable health insurance option.

JURISDICTION AND VENUE

25. This Court has subject matter jurisdiction pursuant to 28 U.S.C. §§ 1331 and

1343(a)(4) where this action arises under, inter alia, sections 1557 and 1331 of the Affordable

Care Act and 29 U.S.C. § 794. The Court has jurisdiction over Plaintiffs’ state law claims,

which arise from a common nucleus of operative facts as Plaintiffs’ federal claims, pursuant to

28 U.S.C. § 1367(a).

26. Venue is proper in this district pursuant to 28 U.S.C. § 1391 because, upon

information and belief, Defendant BCBS resides in the Middle District of Louisiana and all

Defendants are residents of Louisiana, and because all or a substantial part of the events giving

rise to the claims in this action occurred and are occurring in the Middle District of Louisiana.

27. Declaratory relief is authorized pursuant to 28 U.S.C. § 2201 and 28 U.S.C.

§ 2202. A declaration of the law is necessary and appropriate to determine the respective rights

and duties of the parties to this action.

NAMED PARTIES

PLAINTIFF

28. Plaintiff John East, a resident of Louisiana, has purchased insurance coverage

from BCBS continuously since 1985. Mr. East is living with HIV. Despite working two jobs, in

2009 Mr. East’s escalating health insurance premium costs became unaffordable, and he realized

he soon would be unable to make his payment on his own. Because he is a low-income person
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living with HIV, Mr. East qualified for and obtained Ryan White HIV/AIDS Program health

insurance premium assistance.

29. Mr. East, whose coverage with BCBS began in 1985, never missed a premium

payment and his coverage never lapsed. Since he became qualified for premium assistance in

approximately 2009, BCBS has been accepting Ryan White Funds premium payments for Mr.

East.

30. At the beginning of this year, however, BCBS advised that it would no longer

accept Ryan White Funds, leaving Mr. East with no means to make his premium payments.

After BCBS’s announcement, Mr. East’s next payment was due on February 15, 2014, and he

now faces the loss of health insurance for the first time in 29 years. Mr. East has since learned

that Defendant Louisiana Health Cooperative will no longer accept Ryan White HIV/AIDS

Program premium payments. He has also learned that Vantage, his only other potential option

for health insurance coverage paid for with Ryan White funds, will likely follow BCBS and

Louisiana Health Cooperative and stop accepting Ryan White Funds in March 2014.

DEFENDANTS

31. Defendant BCBS is a Louisiana corporation, with headquarters in Baton Rouge,

Louisiana. BCBS offers insurance policies to residents of every Parish in Louisiana through the

federal healthcare exchange. Defendant BCBS is the administrator for the Federal Employees

Health Benefit Plan in Louisiana. It also offers Health Maintenance Organization and Preferred

Provider Organization insurance plans through the federal healthcare exchange, in connection

with which it receives federal premium tax credits and cost-sharing subsidy payments directly

from the federal government. Finally, Defendant BCBS has received federal money via the very

program at issue here—the Ryan White HIV/AIDS Program.
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32. Defendant Louisiana Health Cooperative is a non-profit health care company,

with headquarters in Metairie, Louisiana. Defendant Louisiana Health Cooperative received a

loan for $65,040,660 in 2012 from the Department of Health and Human Services Consumer

Oriented and Operated Plan Loan Program to assist with establishing its health insurance

business. Defendant Louisiana Health Cooperative is a “Consumer Operated and Oriented Plan”

established under title I of the Affordable Care Act. It offers Health Maintenance Organization

and Point of Sale insurance plans through the federal healthcare exchange, in connection with

which it receives federal premium tax credits and cost-sharing subsidy payments directly from

the federal government. Finally, Defendant Louisiana Health Cooperative has received federal

money via the very program at issue here—the Ryan White HIV/AIDS Program.

33. Defendant Vantage is a Louisiana corporation, with headquarters in Monroe,

Louisiana. It offers Point of Sale insurance plans through the federal healthcare exchange, in

connection with which it receives federal premium tax credits and cost-sharing subsidy payments

directly from the federal government. Vantage also receives federal funds to administer its

Medicare Advantage health insurance plans. Finally, Defendant has received federal money via

the very program at issue here—the Ryan White HIV/AIDS Program.

CLASS ACTION ALLEGATIONS

34. The named individual Plaintiff brings this action individually and on behalf of the

Plaintiff Class pursuant to Federal Rule of Civil Procedure 23(a) and (b)(2). The class consists

of all Louisiana residents living with HIV who are qualified for health insurance premium

assistance from the Ryan White HIV/AIDS Program. The class includes a subclass of Plaintiffs

who have existing or past insured relationships with one or more Defendants (defined above as

“Insured Plaintiffs”) who, by virtue of those relationships, are entitled to additional relief under

state law.
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35. Numerosity. The size of the class is indefinite, and includes at least 1400

individuals who are eligible to apply for and enroll in a health insurance policy offered by one of

the Defendants—including a subset of individuals who have existing or past insured

relationships with one or more Defendants—but whose premium payments will now be refused

under Defendants’ discriminatory policies, leaving the Plaintiff Class with no viable health

insurance coverage option.

36. Adequacy of Representation. The named Plaintiff will represent fairly and

adequately the interests of the class and subclasses defined above. Plaintiffs’ attorneys include

counsel experienced in insurance, health care, and civil rights matters who have litigated cases

involving similar issues and claims, and have experience in class action litigation.

37. Common Questions of Law and Fact. Common questions of law and fact

affecting the entire class are involved, including but not limited to questions of law and fact

regarding Defendants’ actions, such as adopting policies that discriminate against Plaintiffs on

the basis of their disability.

38. Typicality of the Claims of Class Representatives. The named Plaintiff’s claims

are typical of the claims of the class as a whole, and of those of the Insured Plaintiffs subclass.

The named Plaintiff is a member of the class and subclass defined herein and has suffered, and

will continue to suffer, discriminatory denial of equal access to otherwise available health care

coverage. The named Plaintiff alleges that he and the members of the class and subclass he

seeks to represent are and will be subject to discrimination based on disability due to the conduct

complained of in this action.

APPLICABLE LAW

39. Section 1557(a) of the Affordable Care Act, 42 U.S.C. § 18116(a), provides that

“an individual shall not . . . be excluded from participation in, be denied the benefits of, or be
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subjected to discrimination under, any health program or activity, any part of which is receiving

Federal financial assistance” on the ground prohibited under, inter alia, section 504 of the

Rehabilitation Act.

40. Section 504 of the Rehabilitation Act, 29 U.S.C. § 794, prohibits discrimination

based upon disability. A “disability” under section 504 is “a physical or mental impairment that

substantially limits one or more major life activities.” 29 U.S.C. § 794(a); 29 U.S.C.

§ 705(20)(B); 42 U.S.C. § 12102(1)(A). “[A] major life activity . . . includes the operation of a

major bodily function, including . . . functions of the immune system.” 42 U.S.C. § 12102(1)(A)

& (2)(B).

41. Section 1557 states that “[t]he enforcement mechanisms provided for and

available under . . . section 504 . . . shall apply for purposes of [section 1557(a)].” 42 U.S.C.

§ 18116(a).

42. Section 504 may be enforced by “any person aggrieved by any act or failure to act

. . .” according to the same “remedies, procedures and rights set forth in[, inter alia,] Title VI of

the Civil Rights Act.” 29 U.S.C. § 794(a)(2).

43. Section 1557 also prohibits discrimination on the basis of disability status by “any

entity established under [title I of the Affordable Care Act] (or amendments).” 42 U.S.C.

§ 18116(a).

44. Section 1322 of the Affordable Care Act, 42 U.S.C. § 18042, establishes the

Consumer Operated and Oriented Plan (“CO-OP”) program.

45. Under section 1311(c)(1)(A) of the Affordable Care Act, a “qualified health plan”

certified and offered on a federal exchange must “not employ marketing practices or benefit
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designs that have the effect of discouraging the enrollment in such plan by individuals with

significant health needs.” 42 U.S.C. § 18031(c)(1)(A).

46. Section 2702(a) of the Public Health Services Act provides that “each health

insurance issuer that offers health insurance coverage in the individual or group market in a State

must accept every . . . individual in the State that applies for such coverage.” 42 U.S.C. § 300gg-

1.

47. Louisiana Revised Statute section 22:1964 (“section 1964”) declares what are, in

the insurance business, “[m]ethods, acts, and practices which are defined as unfair or deceptive.”

LA. REV. STAT. § 22:1964.

48. Section 1964(7) enumerates “unfair discrimination” as an “unfair or deceptive”

practice. Section 1964(7) (incorporating Louisiana Revised Statute section 22:34) defines

“unfair discrimination,” inter alia, as

unfair discrimination in favor of particular individuals or persons, or between
insureds or subjects of insurance having substantially like insuring risk, and
exposure factors, or expense elements, in the terms or conditions of any
insurance contract, or in the rate or amount of premium charged therefor, or in
the benefits payable or in any other rights or privileges accruing thereunder.

LA. REV. STAT. § 22:1964(7).

49. Section 1964(14)(a) enumerates as an “unfair or deceptive” practice the act of

“[c]ommitting or performing with such frequency as to indicate a general business practice any

of the following: (a) Misrepresenting pertinent facts or insurance policy provisions relating to

coverages at issue . . . ” LA. REV. STAT. § 22:1964(14)(a).

50. Louisiana Revised Statute section 22:861 states that

Any insurer may insert in its policies any provisions or conditions required by
its plan of insurance or method of operation which are not prohibited by the
provisions of this Code.

LA. REV. STAT. § 22:861.
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51. Louisiana Revised Statute section 22:880 states that

Any insurance policy, rider, or endorsement hereafter issued and otherwise
valid, which contains any condition or provision not in compliance with the
requirements of this Code, shall not be rendered invalid, but shall be construed
and applied in accordance with such conditions and provisions as would have
applied had such policy, rider, or endorsement been in full compliance with this
Code.

LA. REV. STAT. § 22:880.

FACTS

The Current State of Low-Income People Living with HIV in Louisiana

52. According to a study by the Centers for Disease Control and Prevention (“CDC”),

Louisiana is the State with the second highest rate of HIV infection in the United States and the

fourth highest rate of AIDS among adults and adolescents.

53. As of 2012 there were nearly 19,000 people living with HIV in Louisiana. As of

2009, there were 9,228 total HIV-related deaths among people living with HIV in the state.

54. HIV and AIDS disproportionately affect low-income populations, including in

Louisiana. According to remarks by the Director of the CDC’s National Center for HIV/AIDS,

Dr. Jonathan Mermin, individuals with household incomes below $10,000 per year are 10 times

more likely to have HIV than individuals with household incomes above $50,000 per year.

55. Twenty-two percent of people in Louisiana are living below the Federal Poverty

Level, which is set at an annual income of $11,670 for an individual in 2014.

Critical Importance of Continuous Health Care Coverage for People Living with HIV

56. According to the CDC and many peer-reviewed articles, retention and continuity

of health care for people living with HIV is directly linked to better health outcomes and a

significantly decreased chance of transmitting HIV to others.
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57. Continuity of care is critical for people living with HIV because it allows them to

obtain and maintain a regimen of antiretroviral medication, reduce their viral load, and ultimately

reduce mortality rates.

58. Viral load is a measurement of the amount of HIV in an individual’s blood. It

indicates the degree of infection and is used to determine treatment strategies. A health care

provider will typically test an HIV patient’s viral load every three to six months, and more often

when changing or starting treatment.

59. Antiretroviral medications are the primary method of combatting HIV infection

and reducing viral load. Antiretroviral medications work by interfering with the replication

process of HIV. Standard antiretroviral treatment typically involves a combination of at least

three drugs taken daily.

60. Consistent care and treatment, including access to antiretroviral medication, has

been shown to greatly reduce illness and death attributable to HIV, particularly when introduced

at an early stage of infection, and can lead to a reduction in viral load to undetectable levels.

61. Studies have shown that an undetectable viral load dramatically reduces the

chance of HIV transmission and results in a life expectancy commensurate with individuals in

the general population.

62. Unfortunately in Louisiana, late diagnosis and lack of medical care contributes to

a rate of death from AIDS nearly double the national average.

63. In Louisiana, 25% of people who received an AIDS diagnosis between 2002 and

2006 died within 36 months of receiving their diagnosis. Nationally, over the same period, 17%

of people receiving an AIDS diagnosis died within 36 months.
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Health Insurance Options for Low-Income People Living with HIV in Louisiana

64. There are significant gaps in availability of affordable health care coverage for

low-income people living with HIV in Louisiana.

65. Louisiana has not expanded Medicaid coverage to include all individuals with a

household income at or below 133% of the federal poverty level, as contemplated by the

Medicaid expansion provisions of the Affordable Care Act. Accordingly, low-income people

living with HIV in Louisiana who are not yet eligible for Medicare may obtain health insurance

coverage through Medicaid only under limited circumstances.

66. While the Affordable Care Act’s new provision for private health insurance

exchanges provides an opportunity for some low-income people living with HIV to obtain

insurance, affordability remains a problem.

67. Indeed, according to a state health reform modeling project undertaken by the

Harvard Law School, only 8% of Louisiana’s Ryan White Funds-eligible clients will be eligible

for health insurance subsidies under the Affordable Care Act. Individuals with a household

income below 100% of the Federal Poverty Level do not qualify for premium assistance through

the health care exchanges. For people living with HIV in this income group, purchasing private

insurance on the exchange is impossible without the assistance of Ryan White Funds.

68. Even people living with HIV who qualify for a subsidy to purchase private health

insurance on the exchange still need Ryan White Funds to assist them in meeting their remaining

individual premium obligation.

69. Plaintiff John East is one such. Mr. East, who is currently under-employed,

cannot afford the premiums for his legacy insurance policy without assistance from the Ryan

White HIV/AIDS Program. While Mr. East also would be eligible to apply for a plan on the

federal exchange, and he may qualify for a subsidy, any subsidy he would qualify for still would
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not suffice to cover his premium payment, and he continues to need the Ryan White HIV/AIDS

Program’s assistance.

70. The good news is that, with the assistance of Ryan White Funds, Plaintiffs can

obtain insurance under the Affordable Care Act’s protections, because no health insurance plan

offered on the exchange can discriminate in coverage or price of premium based on their

condition living with HIV.

The Ryan White HIV/AIDS Program

71. The Ryan White HIV/AIDS Program is a critical bridge over the health insurance

coverage gap for Plaintiffs, making it possible for these low-income individuals living with HIV

to pay premiums for private health care coverage that they would not otherwise be able to afford.

72. In 1990, Congress passed the Ryan White Comprehensive AIDS Resources

Emergency Act (Ryan White CARE Act), funding what is now the Ryan White HIV/AIDS

Program. The Ryan White HIV/AIDS Program makes grants to states, cities, and non-profit

organizations to provide people living with HIV with access to health care, including by assisting

in the payment of health insurance premiums.

73. At the federal level, Ryan White Funds are administered by the Health Resources

and Services Administration of the U.S. Department of Health and Human Services.

74. In 2010, the U.S. government released the “National HIV/AIDS Strategy for the

United States,” reemphasizing the Ryan White HIV/AIDS Program’s important role as part of

the national HIV/AIDS prevention and treatment strategy. A critical goal of the “National

HIV/AIDS Strategy for the United States” is to increase by 2015 the “proportion of Ryan White

HIV/AIDS Program clients who are in continuous care (at least 2 visits for routine HIV medical

care in 12 months at least 3 months apart) from 73% to 80% (or 237,924 people in continuous

care to 260,739 people in continuous care).”
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75. In Louisiana, the Louisiana Health Insurance Program administers the Ryan

White HIV/AIDS Program. In fiscal year 2012, Louisiana received $50,704,888 in total funding

for Ryan White Program activities.

76. Louisiana state and municipal grantees have been accepting and utilizing Ryan

White Program Funds since 1991. These funds and the programs they support are central to

Louisiana’s strategy for combating HIV/AIDS.

77. Since 1994, the Louisiana Health Insurance Program has been assisting eligible

individuals—Louisiana residents living with HIV who have a household income below 300% of

the Federal Poverty Level—to make their individual health insurance premium payments.

78. The HIV/AIDS Alliance for Region II (the “HIV/AIDS Alliance”) is the not-for-

profit entity that administers the Louisiana Health Insurance Program’s health insurance

premium payment function.

79. Potential Ryan White HIV/AIDS Program premium assistance recipients apply

through the HIV/AIDS Alliance. Once a recipient becomes enrolled, the HIV/AIDS Alliance

sends premium checks to insurers on behalf of the participant.

80. The Health Resources and Services Administration HIV/AIDS Bureau, which is

the Federal Administrator of the Ryan White HIV/AIDS Program, requires Ryan White

HIV/AIDS Program Grantees to make payments directly to service providers and insurance

companies. Grantees are not permitted to make direct payment to Ryan White HIV/AIDS

Program beneficiaries.

81. Well before the Affordable Care Act’s implementation, Insured Plaintiffs

including John East, received Ryan White HIV/AIDS Program support to pay their premiums for

health insurance plans purchased in the private marketplace from BCBS and Vantage, making
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this a critically important means for low-income people living with HIV to obtain care and

treatment.

82. With the implementation of the federally sponsored health insurance exchange in

Louisiana beginning in October 2013, the federal government made clear that Ryan White

HIV/AIDS Program premium support will play an equally important role in assisting low-

income people living with HIV pay their private health insurance premiums for plans purchased

through the exchange.

83. Indeed, the Health Resources and Services Administration has issued many policy

statements providing guidance on the continued use of Ryan White Funds as premium assistance

for eligible people living with HIV to purchase and maintain health insurance plans offered on

the federal exchange.

Defendants’ Past Acceptance of Ryan White Funds

84. Long before the implementation of the Affordable Care Act’s health exchanges,

Defendant BCBS, and upon information and belief Defendant Vantage, established an

unequivocal pattern and practice of accepting Plaintiffs’ Ryan White Funds premium payments.

85. BCBS has continuously and habitually accepted Ryan White Funds for its policy

holders’ premium payments at least since as early as 2009.

86. Vantage and Louisiana Health Cooperative also have received and accepted Ryan

White Funds for its policy holders’ premium payments.

87. Plaintiff John East’s most recent BCBS insurance policy includes a section

entitled “Due Date for Premium Payments,” which states:

1. Premiums are owed by Subscriber. Premiums may not be paid by third
parties unless related to the Subscriber by blood or marriage. Premiums may
not be paid by Hospitals, Pharmacies, Physicians, automobile insurance carriers
or other insurance carriers. Company will not accept premium payments by
third parties unless required by law to do so. The fact that We may have
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previously accepted a premium from an unrelated third party does not mean that
we will accept premiums from these parties in the future.

88. Despite this term in BCBS’s recent written policy, when announcing its policy of

refusing Ryan White HIV/AIDS Program and other third-party premium payments on February

10, 2014 and again on February 13, 2014, BCBS made no mention that such a term already

existed in its insurance policies. Rather, BCBS made its announcements on February 10 and 13,

2014 as if no such term previously existed.

89. Despite this term in its recent written policy, BCBS announced on February 10

and 13, 2014 that the policy would not take effect until March 1, 2014, and that BCBS would

continue honoring third-party premium payments up through February 28, 2014.

90. Despite this term in its recent written policy, BCBS went on to accept Mr. East’s

(and others’) Ryan White HIV/AIDS Program premium payments after Mr. East undertook his

most recent policy renewal.

91. Wanting to ensure that his coverage never lapses, Mr. East routinely called BCBS

to ensure that BCBS had received his premium payment of Ryan White Funds and applied it

toward his account. BCBS representatives always assured Mr. East that his Ryan White

HIV/AIDS Program premium had been received and accepted like any other premium payment.

92. Defendants’ policy, pattern, and custom of accepting Ryan White Funds caused

Insured Plaintiffs to repeatedly renew their coverage in reliance on Defendants’ prior practices,

and based on their understanding that their only means of paying their premium in full—via

Ryan White Funds—was acceptable to Defendants.

93. For instance, Plaintiff John East annually had the opportunity to renew his BCBS

policy or shop for health insurance elsewhere. While Mr. East did make inquiries with other
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health insurers, he always renewed his BCBS policy, largely based on his belief that there would

be no issue with his Ryan White Funds payments being accepted by BCBS.

94. Defendant BCBS’s longstanding policy, pattern, and custom of accepting Ryan

White Funds persisted even after BCBS inserted boilerplate language in its insurance policies

that it would not receive third party premium payments.

95. Defendants outwardly maintained their policy, pattern, and custom of accepting

Ryan White Funds even on the eve of Defendants’ changing that position, including at times

when Defendants knew they would soon be changing that position, in furtherance of receiving

and benefiting from Plaintiffs’ Ryan White Funds premium payments.

Defendants’ Abrupt Change of Policy and Purported Justification

96. In January 2014, BCBS abruptly advised state agencies and entities administering

Ryan White funds, including the Louisiana Health Insurance Program and the HIV/AIDS

Alliance for Region II, that it would no longer accept Ryan White Funds for Plaintiffs’ premium

payments.

97. At that time, healthcare advocates and case workers of HIV and AIDS support

programs such as the NO/AIDS Task Force (“NO/AIDS”) also learned that BCBS would be

refusing Ryan White premium payments and that BCBS’s explanation for its policy was that the

November 2013 Regulatory Guidance prevented BCBS from accepting premium payments from

third parties.

98. In mid-January, Plaintiff John East learned of BCBS’s policy of refusing Ryan

White funds from his case worker at NO/AIDS.

99. BCBS provided Mr. East himself with no such notice. However, BCBS did send

Mr. East his premium bill as usual. If not for his conversation with NO/AIDS, Mr. East would
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have continued to believe that BCBS would accept his Ryan White HIV/AIDS Program

premium payments as it always had.

100. The November 2013 Regulatory Guidance that BCBS purportedly relied on

addressed CMS’ concern that private or commercial parties might distort the marketplace in

attracting patients to consume their healthcare services, or in shifting the costs of uncompensated

care, by paying those patients’ premiums or cost-sharing payments.

101. To that end, the November 2013 Regulatory Guidance stated that “HHS

[Department of Health and Human Services] discourages this practice and encourages issuers to

reject such third party payments.”

102. Consistent with its purpose of targeting the practice of third parties who seek to

attract patients with offers to pay premiums and cost-sharing obligations, the November 2013

Regulatory Guidance was limited to discouraging the acceptance of third-party premiums paid

only by “hospitals, other healthcare providers, and other commercial entities.”

103. Nonetheless, BCBS announced publically in a February 10, 2014 media release

that its policy of not accepting any third-party payments (including Ryan White Funds) was in

response to the November 2013 Regulatory Guidance, which BCBS characterized as “strongly

advising [insurers] not to take any third-party payments.” (Emphasis added.)

104. In another media release on February 13, 2014, BCBS again offered only one

justification for its policy—its purported concerns based on the November 2013 Regulatory

Guidance that people or organizations might fraudulently seek to attract health care consumers

with promises to make their premium payments or to defray the costs of otherwise

uncompensated care by paying the premiums of those whose coverage would soon lapse.
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105. BCBS has offered no justification for its refusal to accept Ryan White Funds from

Plaintiffs, other than its claimed inapposite concerns over “fraud, waste and abuse” as discussed

in November 2013 Regulatory Guidance.

The November 2013 Regulatory Guidance Never Supported BCBS’s Only Purported
Justification, and the Centers for Medicare & Medicaid Services Expressly Refuted BCBS’s
Incoherent Justification

106. BCBS’s only justification for its refusal to accept Plaintiffs’ Ryan White Funds

premiums is a false pretext under which BCBS is attempting to keep what it perceives to be a

more expensive class of insureds—people living with HIV—off its insurance rolls.

107. On February 7, 2014, very shortly after BCBS began advising that it would reject

Ryan White Funds from Plaintiffs, CMS responded with clarifying guidance (the “February 2014

Regulatory Guidance”), in Question-and-Answer format, entitled, “Third Party Payments of

Premiums for Qualified Health Plans in the Marketplaces.”

108. In response to the question whether the November 2013 Regulatory Guidance

applied to “premium and cost sharing payments on behalf of [Qualified Health Plan] enrollees

from . . . state and federal government programs or grantees (such as the Ryan White HIV/AIDS

Program),” the February 2014 Regulatory Guidance stated that it did not apply:

No. The November 4, 2013 FAQ does not apply to payments for premiums and
cost sharing made on behalf of . . . state and federal government programs or
grantees (such as the Ryan White HIV/AIDS Program). QHP issuers and
Marketplaces are encouraged to accept such payments.

(Emphasis added.)

109. The February 2014 Regulatory Guidance went on to confirm that earlier Health

Resources and Services Administration guidance on the Ryan White HIV/AIDS Program

“specifically describes how grantees can use grant funds to pay premiums and cost sharing for

eligible individuals enrolled in QHPs.”
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110. BCBS’s media releases of February 10, 2014 and February 13, 2014 each

acknowledged the February 2014 Regulatory Guidance, but asserted that, in this more recent

guidance, “CMS [Centers for Medicare & Medicaid Services] changed its position” and “issued

a different communication.”

111. BCBS supported its assertion that “CMS changed its position” by asserting that

the earlier November 2013 Regulatory Guidance “strongly advis[ed insurers] not to take any

third-party payments.” (Emphasis added.)

112. The foregoing statements by BCBS on February 10 and 13, 2014, are deliberately

false and misleading.

113. The November 2013 Regulatory Guidance did not discourage insurers from

taking “any” third-party payments, but rather explicitly tailored its caution to those third-party

payors that might actually seek to exploit patients with premium assistance for their own

personal gain—“hospitals, other healthcare providers, and other commercial entities.”

114. The November 2013 Regulatory Guidance certainly did not include federal Ryan

White Funds or any other government program specifically designed to assist people living with

HIV to pay their health insurance premiums.

115. Contrary to BCBS’s assertion that “CMS changed its position” through its

February 2014 Regulatory Guidance, the February 2014 Regulatory Guidance was consistent

with the November 2013 Regulatory Guidance. Neither supports a policy of refusing federal

funds to assist Plaintiffs to pay their health insurance premiums.

116. BCBS has not explained in any of its public statements how refusing Ryan White

Funds premium payments from Plaintiffs, rather than refusing payments only from hospitals,
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other healthcare providers, and other commercial entities, furthers BCBS’s purported goal of

safeguarding against patient-steering by private actors and other fraudulent activity.

117. BCBS’s justification based solely on BCBS’s characterization of the policy is

unsupported by any regulatory guidance and is explicitly negated by the February 2014

Regulatory Guidance.

118. The vast majority of Blue Cross and Blue Shield affiliates across the country have

not adopted this policy.

Defendants’ True Motivation in Refusing Ryan White Funds Is to Exclude Individuals Based
on Their HIV/AIDS Status from Defendants’ Insurance Rolls

119. In reality, Defendants’ policy is intended to exclude Louisianans living with HIV

who cannot by themselves afford to pay the premiums for the health insurance offered by

Defendants.

120. Defendants are motivated to keep people living with HIV off their insurance rolls

and reduce the increased costs associated with paying for the care and treatment provided to

people living with HIV.

121. This is demonstrated in an email made public via various news outlets, in which a

Congressional staffer in Senator Mary Landrieu’s office reported that,

BCBS LA told me their decision was not due to the CMS [Centers for
Medicare & Medicaid Services] guidance or any confusion (as we thought
before) but was in fact due to adverse selection concerns.

(Emphasis added.)

122. As defined by the National Association of Insurance Commissions:

Adverse selection . . . occurs whenever people make insurance purchasing
decisions based on their own knowledge of their insurability or likelihood of
making a claim on the insurance coverage in question. This can happen in a
variety of ways. For example, the applicant might have information about the
risk that is not known to the insurer, or the insurer might have access to the
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information but be unable to incorporate it fully into the price of coverage, due
to factors such as antidiscrimination laws . . .

Adverse Selection Issues and Health Insurance Exchanges Under the Affordable Care

Act, Nat’l Ass’n of Ins. Comm’rs (2011), available at http://www.naic.org/store/free/

ASE-OP.pdf.

123. People living with HIV have medical needs requiring regular doctor visits

(preferably with an infectious disease specialist), periodic blood tests and other lab work, and

uninterrupted access to the medications they take on a daily basis.

124. Without regular medical care and monitoring and continuous access to (often

expensive) medications, people living with HIV face the strong likelihood of a deteriorating

immune function, debilitating illness, and premature death.

125. In light of their pressing need for consistent medical care and their lack of

sufficient resources to pay for such care out of pocket, Plaintiffs’ need for health insurance is

particularly high.

126. Pursuant to Affordable Care Act reforms effective January 1, 2014, Plaintiffs

cannot be prevented from purchasing most private health insurance plans, including Defendants’,

from which they historically have been excluded based on pre-existing condition exclusions.

127. The Affordable Care Act’s reforms also prevent insurers from denying claims or

basing premiums on a person’ pre-existing condition, such as HIV or AIDS.

128. Plaintiffs’ elevated need for health care and correspondingly high demand for

health insurance, combined with the Affordable Care Act’s provisions preventing Defendants

from discriminating against people living with HIV in coverage or in premium cost, is consistent

with BCBS’s admission to Senator Landrieu’s aide that its policy not to accept Ryan White

Funds is intended to exclude Plaintiffs and thereby avoid “adverse selection.”
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129. Defendants’ sudden refusal to accept Ryan White Funds also has the effect of

discriminating against people living with HIV.

130. By definition, all individuals eligible for Ryan White HIV/AIDS Program are

living with HIV (or AIDS) and find themselves currently unable to afford private health

insurance premiums without Ryan White Funds.

131. Accordingly, 100% of those affected by Defendants’ refusal to accept Ryan White

Funds are individuals with a disability as defined by the Rehabilitation Act, and 100% of those

affected will be unable to purchase health insurance on the federal exchange or otherwise.

132. Tellingly, in its February 13, 2014 media release, BCBS specifically assured the

public that Ryan White HIV/AIDS Program recipients were not the only individuals affected by

its new policy of refusing third party payments.

133. BCBS, however, cited only one example, concluding that “some Louisiana

universities pay for student athletes’ premiums. This policy affects them as well.”

134. Like its justification for its discriminatory policy, BCBS’s conclusory attempt to

paint its policy as one of general application appears wholly unsupported.

135. In fact, Louisiana State University, the largest public university in Louisiana, has

stated that BCBS’s policy does not affect it or its student athletes.

Defendants’ Abrupt Change in Policy to Refuse Ryan White Funds Leaves Plaintiffs with No
Access to Health Insurance

136. In early February 2014, after BCBS publicized its plan to refuse Ryan White

funds, Defendant Louisiana Health Cooperative, announced it too would refuse Ryan White

Funds. The remaining Defendant, Vantage, announced that it would reexamine its policy of

accepting Ryan White Funds in the near future, signaling an intent to adopt positions similar to
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BCBS’s and Louisiana Health Cooperative’s if those insurers are allowed to continue their

practice.

137. The concerted effort by these three insurers to exclude Plaintiff Ryan White

HIV/AIDS Program beneficiaries effectively freezes Plaintiffs out of the federal health insurance

exchange—the only market offering affordable health insurance plans that cannot exclude

Plaintiffs or charge more on the basis of their HIV or AIDS diagnosis.

138. BCBS, the Louisiana Health Cooperative, and Vantage, represent three out of the

four Louisiana health insurers that offer plans on the federal health insurance exchange.

139. The fourth insurer offering health insurance through the federal insurance

exchange offers policies in only Jefferson Parish.

140. According to BCBS’s own media release, BCBS is the only “meaningful” state-

wide insurance option offered in the federal exchanges in Louisiana:

[BCBS] is the only insurer that is fully participating in the Marketplace, offering
plans at every metal level in every parish and every ZIP code in the state. . . .
Our competition has chosen, for the most part, not to participate in any
meaningful way.

141. With Defendants’ new discriminatory policy in place, there are no health

insurance policies offered through the federal insurance exchange that cover the other 63

Parishes of Louisiana (besides Jefferson Parish) in which Plaintiffs could participate, because

now no provider of such policies accepts Ryan White Funds premium payments.

142. As noted above, Plaintiffs fall into Louisiana’s insurance gap of individuals who

do not qualify for Medicaid, Medicare, or other federal health care programs, but who cannot

afford private health care insurance on their own.

143. Beyond their need for Ryan White Funds to afford their insurance premiums,

Plaintiffs are qualified to participate in and receive the benefits of their existing or prospective
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health insurance plans. The lone obstacle to Plaintiffs retaining or obtaining insurance is

Defendants’ sudden refusal to accept Ryan White Funds.

144. The introduction of the Affordable Care Act’s health insurance exchanges offered

new and more favorable options to Insured Plaintiffs with existing policies, and finally offered to

Plaintiffs currently without insurance an opportunity to secure insurance and not be turned away

or gouged based on an HIV or AIDS diagnosis.

145. Plans purchased outside of an exchange are far less likely to be affordable

because Plaintiffs will not be eligible for premium credits or cost sharing subsidies, as they will

be in connection with plans purchased through an exchange.

146. Even the plans in the federal exchange, however, despite the availability of

premium credits and cost-sharing subsidies, are still too costly for Plaintiffs to carry the

premiums themselves, making Ryan White Funds essential for Plaintiffs to be able to participate

in, and enjoy the benefits of, the new market of health insurance free of discrimination based on

disability or pre-existing conditions. Defendants know this fact.

147. With the major market player, BCBS, refusing Ryan White Funds, and with all

insurance options outside of Jefferson Parish doing likewise (or, as to Vantage, threatening to do

so in the near future), Defendants’ discriminatory policy freezes Plaintiffs out of any access to

health care coverage.

148. Even Plaintiffs living in Jefferson Parish, from whom one insurer may accept

Ryan White Funds, are frozen out of coverage from BCBS, who, by its own assertion, is the only

health insurer “to participate [in the exchange] in any meaningful way.”
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The Effect of Defendants’ Intentional Discrimination Could Mean Illness and Death for
Plaintiffs Forced Off Their Insurance Coverage

149. The circumstances facing Plaintiffs due to Defendants’ intentionally

discriminatory policy could not be more dire.

150. Plaintiff John East described the effect of this policy as being a “matter of life and

death.”

151. As set forth above, most Plaintiffs must take a number of costly prescription drugs

every day, in various combinations tailored to boost their individual immune systems.

152. These drugs literally keep Plaintiffs alive. As Plaintiff John East has stated, “I

could die if I don’t get my meds.”

153. To ensure that the medications remain effective and that the virus has not mutated

and developed a resistance to the particular medications being taken, Plaintiffs also must engage

in routine doctor visits and regularly undergo blood work and other medical monitoring tests.

154. Without health insurance coverage, the Plaintiff class members, including

Plaintiff John East, cannot afford any of the care that they need to remain healthy and,

ultimately, to stay alive.

155. With Defendants’ policy of refusing Ryan White Funds in place, premiums due

this month will go unpaid, Plaintiffs’ prescriptions will begin to run out, and Plaintiffs may be

turned away from their health care providers if there is uncertainty as to whether their coverage

remains in place.

156. In addition, the health effects of losing—or even the threat of losing—health

coverage for Plaintiffs, who so desperately depend on it, substantially impair Plaintiffs’ ability to

work and support themselves and their families.
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CAUSES OF ACTION

FIRST CLAIM FOR RELIEF- AS TO THE PLAINTIFF CLASS
(Intentional discrimination in violation of section 1557(a) of the

Patient Protection and Affordable Care Act)

157. Plaintiff realleges and incorporates, as though fully set forth herein, each and

every allegation contained above.

158. Defendants meet the qualifications for being a “health program or activity, any

part of which is receiving Federal financial assistance” under section 1557 of the Affordable

Care Act.

159. Plaintiffs are “individual[s] with a disability” under section 504 of the

Rehabilitation Act.

160. Plaintiffs are qualified to participate in and receive the benefits of their respective

health insurance plans.

161. Defendants have violated and continue to violate section 1557(a) of the

Affordable Care Act by intentionally causing Plaintiffs to “be excluded from participation in, be

denied the benefits of, or be subjected to discrimination under, any health program or activity,

any part of which is receiving Federal financial assistance” based on their disability, which is a

prohibited ground of discrimination under section 504 of the Rehabilitation Act.

162. Plaintiffs have been aggrieved by this violation of section 1557 of the Affordable

Care Act and have no adequate remedy at law for Defendants’ violation of their rights.

Defendants’ unlawful discrimination will irreparably harm Plaintiffs because they will be unable

to obtain necessary medical care.

163. Declaratory and injunctive relief are required to define Plaintiffs’ rights under

section 1557 and related statutes, to remedy the Defendants’ violation of section 1557 of the
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Affordable Care Act, and to secure ongoing compliance with the antidiscrimination provisions of

the Affordable Care Act and incorporated federal law

SECOND CLAIM FOR RELIEF- AS TO THE PLAINTIFF CLASS
(Disparate impact discrimination in violation of section 1557(a) of the

Patient Protection and Affordable Care Act)

164. Plaintiff realleges and incorporates, as though fully set forth herein, each and

every allegation contained above.

165. Even if Defendants did not act with discriminatory intent, Defendants’ refusal to

accept premium payments from third parties other than those CMS considers to be potentially

problematic has a disparate impact on individuals with a disability, namely their HIV or AIDS

diagnosis, who as a result of Defendants’ policy necessarily will be denied meaningful access to,

excluded from participation in, and denied the benefits of any health program or activity, any

part of which is receiving Federal financial assistance, in violation of Affordable Care Act

section 1557(a).

166. Plaintiffs’ request that Defendants maintain the status quo and continue to accept

Ryan White Funds—as they have for years—requests only a “reasonable accommodation”

under, not a substantial modification to or fundamental alteration of, Defendants’ insurance

programs, to ensure Plaintiffs meaningful access to Defendants’ health insurance.

167. Plaintiffs have been aggrieved by this violation of section 1557 of the Affordable

Care Act and have no adequate remedy at law for the Defendants’ violation of their rights.

Plaintiffs will be irreparably harmed by Defendants’ unlawful discrimination by being unable to

obtain necessary medical care.

168. Declaratory and injunctive relief are required to define Plaintiffs’ rights under

section 1557 and related statutes, to remedy the Defendants’ violation of section 1557 of the
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Affordable Care Act, and to secure ongoing compliance with the antidiscrimination provisions of

the Affordable Care Act.

THIRD CLAIM FOR RELIEF- AS TO THE PLAINTIFF CLASS
(Employment of unlawful marketing practice to discourage enrollment in health insurance

plans by individuals with significant health needs in violation of
section 1311(c)(1)(A) of the Patient Protection and Affordable Care Act)

169. Plaintiff realleges and incorporates, as though fully set forth herein, each and

every allegation contained above.

170. Defendants offer “qualified health plans” on federal insurance exchanges

established under the Affordable Care Act.

171. Defendants’ refusal to accept Ryan White Funds is a “marketing practice[] . . .

that [has] the effect of discouraging the enrollment in [Defendants’ insurance plans] by

individuals with significant health needs,” namely individuals with HIV or AIDS.

172. Plaintiffs have been aggrieved by this violation of section 1311 of the Affordable

Care Act and have no adequate remedy at law for the Defendants’ violation of their rights.

Plaintiffs will be irreparably harmed by Defendants’ unlawful discrimination by being unable to

obtain necessary medical care.

173. Declaratory and injunctive relief are required to define Plaintiffs’ rights under

section 1311, to remedy the Defendants’ violation of section 1311 of the Affordable Care Act,

and to secure ongoing compliance with the antidiscrimination provisions of the Affordable Care

Act.

FOURTH CLAIM FOR RELIEF - AS TO THE PLAINTIFF CLASS
(Violation of the Guaranteed Availability requirements of

section 2702 of the Public Health Service Act)

174. Plaintiff realleges and incorporates, as though fully set forth herein, each and

every allegation contained above.
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175. Defendants offer health insurance coverage in the individual and group markets of

Louisiana.

176. By engaging in discriminatory marketing practices prohibited by section 1311 of

the Affordable Care Act, Defendants refused to accept each individual in Louisiana who applied

for coverage and thus violated the guaranteed availability requirements of section 2702 of the

Public Health Service Act (42 U.S.C. § 300gg-1), as amended by section 1201 of the Affordable

Care Act.

177. Defendants’ refusal to accept Ryan White Funds is a “marketing practice[] . . .

that [has] the effect of discouraging the enrollment in [Defendants’ insurance plans] by

individuals with significant health needs,” namely individuals with HIV or AIDS.

178. Plaintiffs have been aggrieved by this violation of section 2702 of the Public

Health Service Act and have no adequate remedy at law for the Defendants’ violation of their

rights. Plaintiffs will be irreparably harmed by Defendants’ unlawful discrimination by being

unable to obtain necessary medical care.

179. Declaratory and injunctive relief are required to define Plaintiffs’ rights under

section 1311, to remedy the Defendants’ violation of section 2702 of the Public Health Service

Act, and to secure ongoing compliance with the antidiscrimination provisions of the Affordable

Care Act.

FIFTH CLAIM FOR RELIEF- AS TO THE PLAINTIFF CLASS
(Equitable Estoppel)

180. Plaintiff realleges and incorporates, as though fully set forth herein, each and

every allegation contained above.
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181. Defendants have, by their words and conduct, long represented that they will

receive and accept Ryan White Funds as payment for health insurance premiums and that those

payments will be treated no differently than any other health insurance premium payments.

182. Insured Plaintiffs have justifiably relied on Defendants’ policy and custom of

accepting Ryan White Funds.

183. Insured Plaintiffs have maintained, renewed, or applied for health insurance

policies offered by Defendants, and have forborn from making alternative arrangements based on

their justifiable reliance induced by Defendants.

184. As a result of Defendants’ abrupt change in position that Defendants now will not

accept Ryan White Funds, Insured Plaintiffs have been aggrieved, and have been and will

continue to be irreparably harmed by being unable to obtain necessary medical care and

medications.

185. Injunctive relief is required to equitably estop Defendants from changing their

longstanding policy of accepting Ryan White Funds.

SIXTH CLAIM FOR RELIEF- AS TO INSURED PLAINTIFFS
(Breach of Contract)

186. Plaintiff realleges and incorporates, as though fully set forth herein, each and

every allegation contained above.

187. A valid insurance contract exists between BCBS and Plaintiff John East, and

exists or has existed as well as between one of more Defendants and all other Insured Plaintiffs.

188. Defendants are under an obligation to provide health insurance coverage to

Insured Plaintiffs in exchange for receiving health insurance policy premium payments.
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189. Plaintiff John East and Insured Plaintiffs have performed all the obligations

required of them under their policies, and remain ready, willing, and able to continue performing,

including allowing the continued payment of their health insurance premiums.

190. Any term in Insured Plaintiffs’ insurance policy with Defendants relating to the

refusal of third party payments is waived and modified by Defendants’ past conduct.

191. Unfairly discriminating against individuals with like insuring risk in the terms or

conditions of any insurance contract violates the Louisiana Insurance Code, including without

limitation, section 22:1964(7)(c) and section 22:34.

192. Any term in Insured Plaintiffs’ insurance policy with Defendants relating to the

refusal of third party payments is void as against Louisiana public policy and must be read out of

any insurance policy, rider, or endorsement issued by Defendants, pursuant to the Louisiana

Insurance Code section 22:861(4) and section 22:880.

193. Defendants breached their contractual obligations by refusing to accept premium

payments on Insured Plaintiffs’ accounts, whether received from the Ryan White HIV/AIDS

Program (via the Louisiana Health Insurance Program or the HIV/AIDS Alliance) or otherwise.

194. Defendants’ refusal to accept Insured Plaintiffs’ premium payments constitutes a

unilateral repudiation of Defendants’ contractual obligations to cover Insured Plaintiffs during

the policy term so long as premium payments are made.

195. As a result of Defendants’ breach of their agreement to provide health insurance

coverage, Insured Plaintiffs have been aggrieved, and have been and will continue to be

irreparably harmed by being unable to obtain necessary medical care and medicine.

196. Monetary damages are not adequate to remedy Defendants’ breach of their

contractual obligations.
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197. Declaratory and injunctive relief are required to define Plaintiffs’ rights under

their insurance policies and to require specific performance by Defendants of their vital

contractual obligations.

SEVENTH CLAIM FOR RELIEF- AS TO INSURED PLAINTIFFS
(Breach of the Duty of Good Faith and Fair Dealing)

198. Plaintiff realleges and incorporates, as though fully set forth herein, each and

every allegation contained above.

199. Defendants owe a duty of good faith and fair dealing to Insured Plaintiffs, their

insureds.

200. Defendants have breached their duties of good faith and fair dealing not to

discriminate against individuals with like insuring risk in the terms or conditions of any

insurance contract, pursuant to the Louisiana Insurance Code section 22:1964(7)(c) and section

22:34.

201. Defendants have breached their duties of good faith and fair dealing not to

misrepresent to Insured Plaintiffs over a period of time that they would accept premium

payments to induce Insured Plaintiffs to continue choosing Defendants’ health insurance

coverage when Defendants knew they later would not accept such payments, pursuant to the

Louisiana Insurance Code section 22:1964(14)(a).

202. As a result of Defendants’ breaches of their duties of good faith and fair dealing,

Insured Plaintiffs have been aggrieved, and have been and will continue to be irreparably harmed

by being unable to obtain necessary medical care and medicine.

203. Declaratory and injunctive relief are required to enjoin Defendants from their

continued and ongoing breaches of their duties not to discriminate and not to mislead Insured

Plaintiffs.
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EIGHTH CLAIM FOR RELIEF - AS TO INSURED PLAINTIFFS
(Negligent Misrepresentation)

204. Plaintiff realleges and incorporates, as though fully set forth herein, each and

every allegation contained above.

205. Defendants owe a duty of care to Insured Plaintiffs, their insured.

206. Defendants have a pecuniary interest in their relationship with Insured Plaintiffs

insured by Defendants.

207. Defendants have long represented, for the guidance of Insured Plaintiffs, that

Defendants will receive and accept Ryan White Funds as payment for health insurance premiums

and that those payments will be treated no differently than any other health insurance premium

payments.

208. Defendants carelessly maintained that guidance even after including in some of

their insurance policies terms relating to the refusal of third party payments, continuing to induce

Insured Plaintiffs’ reliance in maintaining and applying for Defendants’ health insurance plans.

209. Defendants carelessly maintained that guidance even immediately before

Defendants announced their refusal to accept Ryan White Funds, continuing to induce Insured

Plaintiffs’ reliance in maintaining and applying for Defendants’ health insurance plans.

210. Insured Plaintiffs justifiably relied on Defendants’ policy and custom of accepting

Ryan White Funds.

211. Insured Plaintiffs have maintained, renewed, or applied for health insurance

policies offered by Defendants, and have forborn from making alternative arrangements based on

their justifiable reliance induced by Defendants.

212. As a result of Defendants’ longstanding practice of accepting Ryan White Funds

followed by Defendants’ abrupt change in position, Defendants breached their duty of care to
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Insured Plaintiffs and Insured Plaintiffs have been aggrieved, and have been and will continue to

be irreparably harmed by being unable to obtain necessary medical care and medicine.

PRAYER FOR RELIEF

WHEREFORE, Plaintiffs respectfully request the Court to enter an Order

(a) Certifying the proposed class and subclasses of Plaintiffs;

(b) With respect to the class:

(i) Enjoining Defendants from changing their policy of accepting Ryan White
HIV/AIDS Program funds from current or prospective applicants to, or
policy holders of, Defendants’ health insurance plans;

(ii) Enjoining Defendants from implementing or executing their new policy of
refusing Ryan White HIV/AIDS Program funds from current or
prospective applicants to, or policy holders of, Defendants’ health
insurance plans; and

(iii) Declaring that Defendants’ actions described above constitute
discrimination in violation of section 1557 of the Affordable Care Act;

(iv) Estopping Defendants from taking the position of refusing to accept Ryan
White HIV/AIDS Program funds for Plaintiffs’ health insurance premium
payments; and

(c) With respect to the subclass of Insured Plaintiffs:

(i) Requiring specific performance by Defendants of their contractual
obligations to accept Ryan White HIV/AIDS Program premium payments
from Plaintiffs currently insured by Defendants, and to maintain coverage
so long as such premium payments are received;

(ii) Declaring that Defendants’ actions described above constitute unfair
discrimination in violation of Louisiana Revised Statute section
22:1964(7) and is therefore void pursuant to Louisiana Revised Statute
22:861(4) and section 22:880;

(iii) Declaring that Defendants’ actions described above constitute a breach of
Defendants’ contractual obligations to Plaintiffs currently insured by
Defendants;

(iv) Declaring that Defendants’ actions described above constitute a breach of
Defendants’ duty of good faith and fair dealing to Plaintiffs currently
insured by Defendants;
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(d) Awarding reasonable attorneys’ fees and costs; and

(e) Awarding other equitable and further relief as the Court deems just and proper.

JURY DEMAND

Plaintiffs request a trial by jury on all issues so triable.
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Respectfully submitted,

Dated: February 20, 2014 /s/ Harry Rosenberg

ROPES & GRAY LLP
Jeffrey J. Bushofsky (pro hac vice pending)
Timothy R. Farrell (pro hac vice pending)
191 North Wacker Drive, 32nd Floor
Chicago, IL 60606
Telephone: (312) 845-1200
Facsimile: (312) 845-5500
E-mail: jeffrey.bushofsky@ropesgray.com

-AND-

ROPES & GRAY LLP
Amanda R. Phillips (pro hac vice pending)
Prudential Tower
800 Boylston Street
Boston, MA 02199-3600
Telephone: (617) 951-7000
Facsimile: (617) 951-7050
E-mail: amanda.phillips@ropesgray.com

-AND-

ROPES & GRAY LLP
Anthony C. Biagioli (pro hac vice pending)
One Metro Center
700 12th Street, NW, Suite 900
Washington, DC 20005-3948
Telephone: (202) 508-4776
Facsimile: (202) 508-4650
Email: anthony.biagioli@ropesgray.com

-AND-

LAMBDA LEGAL DEFENSE AND EDUCATION FUND,
INC.
Scott A. Schoettes (pro hac vice pending)
Kenneth D. Upton (pro hac vice pending)
Susan L. Sommer (pro hac vice pending)
120 Wall Street, 19th Floor
New York, NY 10005-3904
Telephone: (212) 809-8585
Facsimile: (212) 809-0055
E-mail:

sschoettes@lambdalegal.org
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kupton@lambdalegal.org
ssommer@lambdalegal.org

-AND-

PHELPS DUNBAR LLP
Harry Rosenberg (Bar No. 11465)
Bryan Edward Bowdler (Bar No. 32097)
365 Canal Street, Suite 2000
New Orleans, LA 70130
Telephone: (504) 584-9219
Facsimile: (504) 568-9130
E-mail: harry.rosenberg@phelps.com

bryan.bowdler@phelps.com

Attorneys for Plaintiff John East and all others
similarly situated
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UNITED STATES DISTRICT COURT
for the

__________ District of __________ 

)
)
)
)
)
)
)
)
)
)
)
)

Plaintiff(s)

v. Civil Action No.

Defendant(s)

SUMMONS IN A CIVIL ACTION

To: (Defendant’s name and address)

A lawsuit has been filed against you.

Within 21 days after service of this summons on you (not counting the day you received it) — or 60 days if you
are the United States or a United States agency, or an officer or employee of the United States described in Fed. R. Civ.
P. 12 (a)(2) or (3) — you must serve on the plaintiff an answer to the attached complaint or a motion under Rule 12 of
the Federal Rules of Civil Procedure.  The answer or motion must be served on the plaintiff or plaintiff’s attorney,
whose name and address are:

If you fail to respond, judgment by default will be entered against you for the relief demanded in the complaint. 
You also must file your answer or motion with the court.

CLERK OF COURT

Date:
Signature of Clerk or Deputy Clerk

Middle District of Louisiana

JOHN EAST, individually and on behalf of all persons
similarly situated,

BLUE CROSS and BLUE SHIELD of LOUISIANA,
LOUISIANA HEALTH COOPERATIVE, INC., and

VANTAGE HEALTH PLAN, INC.

BLUE CROSS AND BLUE SHIELD OF LOUISIANA
c/o Its Registered Agent For Service of Process
Michele S. Calandro
5525 Reitz Avenue
Baton Rouge, LA 70809

Harry Rosenberg
Bryan Edward Bowdler
Phelps Dunbar LLP
365 Canal Street, Suite 2000
New Orleans, LA 70130
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Civil Action No.

PROOF OF SERVICE

(This section should not be filed with the court unless required by Fed. R. Civ. P. 4 (l))

This summons for (name of individual and title, if any)

was received by me on (date) .

’ I personally served the summons on the individual at (place)

on (date) ; or

’ I left the summons at the individual’s residence or usual place of abode with (name)

, a person of suitable age and discretion who resides there,

on (date) , and mailed a copy to the individual’s last known address; or

’ I served the summons on (name of individual) , who is

 designated by law to accept service of process on behalf of (name of organization)

on (date) ; or

’ I returned the summons unexecuted because ; or

’ Other (specify):

.

My fees are $ for travel and $ for services, for a total of $ .

I declare under penalty of perjury that this information is true.

Date:
Server’s signature

Printed name and title

Server’s address

Additional information regarding attempted service, etc:

0.00
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UNITED STATES DISTRICT COURT
for the

__________ District of __________ 

)
)
)
)
)
)
)
)
)
)
)
)

Plaintiff(s)

v. Civil Action No.

Defendant(s)

SUMMONS IN A CIVIL ACTION

To: (Defendant’s name and address)

A lawsuit has been filed against you.

Within 21 days after service of this summons on you (not counting the day you received it) — or 60 days if you
are the United States or a United States agency, or an officer or employee of the United States described in Fed. R. Civ.
P. 12 (a)(2) or (3) — you must serve on the plaintiff an answer to the attached complaint or a motion under Rule 12 of
the Federal Rules of Civil Procedure.  The answer or motion must be served on the plaintiff or plaintiff’s attorney,
whose name and address are:

If you fail to respond, judgment by default will be entered against you for the relief demanded in the complaint. 
You also must file your answer or motion with the court.

CLERK OF COURT

Date:
Signature of Clerk or Deputy Clerk

Middle District of Louisiana

JOHN EAST, individually and on behalf of all persons
similarly situated,

BLUE CROSS and BLUE SHIELD of LOUISIANA,
LOUISIANA HEALTH COOPERATIVE, INC., and

VANTAGE HEALTH PLAN, INC.

LOUISIANA HEALTH COOPERATIVE, INC.
c/o Its Registered Agent For Service of Process
Rudolph R. Ramelli, Esq.
Jones Walker Waechter Poitevent Carrere & Denegre
201 St. Charles Avenue, Suite 5100
New Orleans, LA 70170

Harry Rosenberg
Bryan Edward Bowdler
Phelps Dunbar LLP
365 Canal Street, Suite 2000
New Orleans, LA 70130
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Civil Action No.

PROOF OF SERVICE

(This section should not be filed with the court unless required by Fed. R. Civ. P. 4 (l))

This summons for (name of individual and title, if any)

was received by me on (date) .

’ I personally served the summons on the individual at (place)

on (date) ; or

’ I left the summons at the individual’s residence or usual place of abode with (name)

, a person of suitable age and discretion who resides there,

on (date) , and mailed a copy to the individual’s last known address; or

’ I served the summons on (name of individual) , who is

 designated by law to accept service of process on behalf of (name of organization)

on (date) ; or

’ I returned the summons unexecuted because ; or

’ Other (specify):

.

My fees are $ for travel and $ for services, for a total of $ .

I declare under penalty of perjury that this information is true.

Date:
Server’s signature

Printed name and title

Server’s address

Additional information regarding attempted service, etc:

0.00

Print Save As... Reset
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UNITED STATES DISTRICT COURT
for the

__________ District of __________ 

)
)
)
)
)
)
)
)
)
)
)
)

Plaintiff(s)

v. Civil Action No.

Defendant(s)

SUMMONS IN A CIVIL ACTION

To: (Defendant’s name and address)

A lawsuit has been filed against you.

Within 21 days after service of this summons on you (not counting the day you received it) — or 60 days if you
are the United States or a United States agency, or an officer or employee of the United States described in Fed. R. Civ.
P. 12 (a)(2) or (3) — you must serve on the plaintiff an answer to the attached complaint or a motion under Rule 12 of
the Federal Rules of Civil Procedure.  The answer or motion must be served on the plaintiff or plaintiff’s attorney,
whose name and address are:

If you fail to respond, judgment by default will be entered against you for the relief demanded in the complaint. 
You also must file your answer or motion with the court.

CLERK OF COURT

Date:
Signature of Clerk or Deputy Clerk

Middle District of Louisiana

JOHN EAST, individually and on behalf of all persons
similarly situated,

BLUE CROSS and BLUE SHIELD of LOUISIANA,
LOUISIANA HEALTH COOPERATIVE, INC., and

VANTAGE HEALTH PLAN, INC.

VANTAGE HEALTH PLAN, INC.
c/o Its Registered Agent For Service of Process
Robert Bozeman
130 Desiard Street, Suite 300
Monroe, LA 71201

Harry Rosenberg
Bryan Edward Bowdler
Phelps Dunbar LLP
365 Canal Street, Suite 2000
New Orleans, LA 70130
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Civil Action No.

PROOF OF SERVICE

(This section should not be filed with the court unless required by Fed. R. Civ. P. 4 (l))

This summons for (name of individual and title, if any)

was received by me on (date) .

’ I personally served the summons on the individual at (place)

on (date) ; or

’ I left the summons at the individual’s residence or usual place of abode with (name)

, a person of suitable age and discretion who resides there,

on (date) , and mailed a copy to the individual’s last known address; or

’ I served the summons on (name of individual) , who is

 designated by law to accept service of process on behalf of (name of organization)

on (date) ; or

’ I returned the summons unexecuted because ; or

’ Other (specify):

.

My fees are $ for travel and $ for services, for a total of $ .

I declare under penalty of perjury that this information is true.

Date:
Server’s signature

Printed name and title

Server’s address

Additional information regarding attempted service, etc:

0.00

Print Save As... Reset
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[Names and addresses of Requestors have been redacted] 

Re: Advisory Opinion No. 97-1 

Dear [Names have been redacted]: 

We are writing in response to your request for an advisory opinion, which we accepted 
pursuant to 42 C.F.R. § 1008.41 on April 11, 1997. Your request asks whether donations 
by renal dialysis providers to an independent 501(c)(3) charitable organization for the 
purpose of funding a program to pay for Supplementary Medical Insurance Program 
("Medicare Part B") or Medicare Supplementary Health Insurance ("Medigap") premiums 
for financially needy Medicare beneficiaries with end-stage renal disease where such 
beneficiaries may be receiving treatment from the donor-dialysis providers (the "Proposed 
Arrangement") would constitute grounds for the imposition of a civil monetary penalty 
under Section 231(h) of the Health Insurance Portability and Accountability Act of 1996 
(“HIPAA”). 

You have certified that all of the information you provided in your request, including all 
supplementary letters, is true and correct, and constitutes a complete description of the facts 
and agreements among the parties regarding the Proposed Arrangement. You have also 
certified that upon our approval of the Proposed Arrangement, you will undertake to 
effectuate the Proposed Arrangement. 

In issuing this opinion, we have relied solely on the facts and information you presented to 
us. We have not undertaken an independent investigation of such information. This 
opinion is limited to the facts presented. If material facts have not been disclosed, this 
opinion is without force and effect. 

Based on the information provided and subject to certain conditions described below, we 
have determined that the Proposed Arrangement would not constitute grounds for the 
imposition of civil monetary penalties under Section 231(h) of HIPAA. This opinion may 
not be relied on by any person other than the addressees and is further qualified as set out in 
Part III below and in 42 C.F.R. Part 1008. 

I. FACTUAL BACKGROUND 

The American Kidney Fund and Company A, Company B, Company C, Company D, 
Company E, and Company F, (collectively the “Companies”) have made the following 
representations with respect to the Proposed Arrangement. The American Kidney Fund and 
the Companies are collectively the "Requestors". 
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A. End-Stage Renal Disease and Medicare's Dialysis Benefit 

End-stage renal disease ("ESRD") is a chronic disease that requires regular dialysis, as well 
as monitoring of laboratory values, diet, and medication. In addition to chronic renal 
failure, ESRD patients also commonly suffer from certain co-morbid conditions, including 
diabetes, anemia, hypertension, and congestive heart failure. 

In 1972, Congress created a special Medicare ESRD benefit. This benefit is for all 
individuals with ESRD who have earned a certain level of eligibility for Social Security 
benefits (or are dependents of those who have attained that level). People in this category 
are entitled to benefits under Medicare Part A and are eligible to enroll in Medicare Part B. 
Medicare Part B payments on behalf of ESRD patients generally cover eighty percent of the 
composite rate for Medicare-covered maintenance dialysis services, as well as eighty 
percent of physician services and certain ancillary services.1 Medigap insurance can be 
purchased to cover a patient's annual Medicare coinsurance obligations for Medicare­
covered services. 

B. Parties to the Proposed Arrangement 

1. The Companies 

[Material redacted] [The companies have formed an association] to address issues that 
affect the dialysis industry and to improve the way the renal dialysis industry performs as a 
whole. While the Companies [as an association] have worked with the American Kidney 
Fund to develop the proposed arrangement, the individual providers have applied for the 
advisory opinion in their separate capacities. 

2. American Kidney Fund 

The American Kidney Fund (“AKF”) is a bona fide, 501(c)(3) charitable and educational 
organization that has been in existence for over twenty-five years. AKF, a public charity, is 
governed by a board of twenty-five members. The board bylaws provide that membership 
on the board should be comprised of representatives involved with ESRD issues, including 
nephrology physicians, nephrology nurses, nephrology social workers, patients or family 
members of ESRD patients, and community leaders. Vacancies on the board are filled by 
vote of the remaining board members. Although two members of the current board are 
employees of subsidiaries of one Company, the AKF board is not directly or indirectly 

1	 We note that Medicare reimbursement for some medical services provided to ESRD 
patients, such as certain lab services, are not covered under the composite rate. 

2 
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controlled by any Company or Companies. AKF has established a subcommittee of the 
board’s Program and Grant Committee to have primary oversight authority for the Health 
Insurance Premium Program; membership on such subcommittee will be restricted to 
exclude any employees, officers, shareholders, or owners of any dialysis provider. 

In addition to its educational efforts on behalf of those suffering from renal failure, AKF 
provides direct financial support in the form of grants to needy persons with ESRD for 
items such as transportation, medication, and insurance premiums. In the past, AKF has 
funded 100 percent of all eligible grant requests from ESRD patients. In 1995, AKF 
assisted over 12,000 patients with ESRD and received over $5 million in donations. Of that 
amount, less than ten percent was contributed by the Companies. The largest percentage of 
AKF’s funds was directed towards patient aid. AKF disseminates information about its 
patient assistance and other programs throughout the national dialysis provider community, 
especially to social workers who work with ESRD patients. 

C. Health Insurance Premium Program 

AKF’s Health Insurance Premium Program (“HIPP”) provides financial assistance to 
financially needy ESRD patients for the costs of medicine, transportation, and health 
insurance premiums, including Medicare Part B and Medigap premiums. Assistance is 
available to all eligible patients on an equal basis. In general, eligibility for participation in 
AKF’s assistance programs requires a physician certification, a referral letter signed by a 
social worker or administrator at a dialysis provider, and an individual Patient Grant 
Application. The Patient Grant Application requires patients to provide detailed financial 

information for their entire household.2 While a patient can apply directly to AKF for a 
grant, most applications are submitted on the patient’s behalf by dialysis providers or social 
workers employed by a dialysis provider. 

Upon receipt of a patient's application, a member of AKF’s staff reviews the application, 
gathers additional information, if necessary, and makes an initial recommendation as to the 
disposition of the application based upon AKF’s needs assessment and eligibility criteria. A 
senior staff employee reviews the recommendation and makes a final determination. All 

The information required includes: assets held in checking and savings accounts; 
the value of a home, stocks and bonds, and automobiles; monthly income (which is 
made up of take-home pay of the patient and spouse, social security, welfare, 
retirement income, veterans benefits, etc.); and monthly expenses for rent, mortgage, 
food, utilities, transportation, medical expenses, insurance, charge accounts, and 
loans. AKF further requires that the patient disclose all sources of alternative 
assistance available, such as Medicare, Medicaid, and state renal programs. 

3 

2 
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determinations are made by AKF employees who have no financial interest in the 
Companies or other dialysis providers and are based on their good faith assessment that the 
applicant is in financial need and eligible for assistance. If AKF determines that a patient is 
eligible for assistance, AKF notifies the dialysis provider's social worker that the insurance 
premium has been paid in order to ensure that the patient's billing information is accurate. 

Because of AKF’s limited financial resources, an AKF patient assistance grant is provided 
for a specific time period. Upon expiration of the period, the patient must submit another 
grant application. Grant requests are reviewed on a first-come, first-served basis to the 
extent funding is available. 

D. The Proposed Arrangement 

AKF proposes to expand significantly its patient assistance grants to financially needy 
ESRD patients for payment of medical insurance premiums through HIPP. Additional 
funding will be donated primarily by the Companies. Medical social workers at each 
Company’s dialysis facility will assist patients in identifying all available sources of 
assistance for which they qualify, which may include assistance from HIPP, and if 
appropriate, will refer financially needy patients to AKF for such assistance. However, the 
Companies will not advertise the availability of possible financial assistance to the public 
and will not disclose directly or indirectly to individual patients they refer that such 
members have contributed to AKF to fund the grants. 

AKF will continue to use its current procedures in assessing the financial need and 

eligibility of all patients, whether self-referred or referred by the Companies, or other non­
donor dialysis providers. Determinations will be made solely on AKF’s good faith 
assessment of a patient’s financial need. AKF staff involved in awarding patient grants will 
not take the identity of the referring facility or the amount of any provider's donation into 
consideration when assessing patient applications or making grant determinations. 

Under the Proposed Arrangement, the Companies will be free to determine whether to make 
contributions to AKF and, if so, how much to contribute. All the Companies have certified 
that they will not track the amount that AKF pays on behalf of patients dialyzing at their 
facilities in order to calculate future contributions. However, in calculating their 
contributions to AKF, the Companies have indicated that they may consider what they 
would have otherwise paid on behalf of financially needy patients utilizing their facilities. 
The Companies will not disclose to each other, or other dialysis providers, the amount or 
method of calculating their respective contributions to AKF, and AKF will not disclose one 
Company’s contribution to another Company or to other dialysis providers. 

4
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Contributions will be made without any restrictions or conditions placed on the donation. 
The Companies have acknowledged that "contributions . . . will be gifts without any 
guarantee or promise on the part of AKF that patients referred to AKF for possible financial 
assistance with their insurance premiums will receive such assistance. AKF’s discretion as 
to the uses of contributions will be absolute, independent, and autonomous." 

II. LEGAL ANALYSIS 

Section 231(h) of HIPAA, effective January 1, 1997, provides for the imposition of civil 
monetary penalties against any person who: 

offers or transfers remuneration to any individual eligible for 
benefits under [Federal health care programs (including 
Medicare or Medicaid)] that such person knows or should 
know is likely to influence such individual to order or receive 
from a particular provider, practitioner, or supplier any item or 
service for which payment may be made, in whole or in part, 
[by a Federal health care program]. 

Section 231(h) defines "remuneration", in relevant part, as "transfers of items or services for 
free or for other than fair market value."3 

We conclude that the Proposed Arrangement would not constitute grounds for the 
imposition of civil monetary penalties under Section 231(h) of HIPAA. A violation of 
Section 231(h) requires that something of value be given to a beneficiary, either directly or 
on his or her behalf. Simply put, the contributions to AKF by the Companies are not made 
to or on behalf of beneficiaries.4 Moreover, while the premium payments by AKF may 
constitute remuneration to beneficiaries, they are not likely to influence patients to order or 
receive services from particular providers. To the contrary, the insurance coverage 
purchased by AKF will follow a patient regardless of which provider the patient selects, 
thereby enhancing patient freedom of choice in health care providers. 

A. Donations By The Companies Do Not Constitute 

3	 The statutory definition of remuneration provides an exception, not applicable here, 
for certain waivers of coinsurance and deductible amounts. 

4	 The Proposed Arrangement differs from an arrangement where a renal dialysis 
provider directly pays premiums for beneficiaries, thus potentially influencing them 
to continue to use that particular dialysis provider in order to ensure continuing 
payment of premiums. 
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Remuneration To An Eligible Beneficiary 

The Companies' contributions to AKF would not constitute grounds for the imposition of 
civil monetary penalties under Section 231(h), because such contributions are not made to 
or on behalf of an individual eligible for Federal heath care program benefits. AKF is a 
bona fide, independent, publicly-funded, 501(c)(3) charitable organization whose charitable 
purposes include aiding ESRD patients and their families and is not subject to control, 
directly or indirectly, by any Company or Companies. Under the Proposed Arrangement, 
AKF will have absolute discretion regarding the use of provider contributions made to 
AKF. 

Moreover, eligibility for HIPP assistance is available to any financially needy ESRD patient 
regardless of provider; it is not limited to patients of the companies. AKF will make all 
AKF eligibility determinations using its own criteria, and AKF staff will not take into 
account the identity of the referring provider or the amount of any donation to AKF by such 
provider. 

Finally, as an additional safeguard, the Companies have represented that they will not track 
the amounts that AKF pays on behalf of patients dialyzing at their facilities in order to 
calculate amounts of future contributions, although donations may take into account the 
amounts that the Companies would have otherwise expended on financially needy patients. 
Contributions will not be earmarked for the use of particular beneficiaries or groups of 
beneficiaries. The Companies may change the amount of their contributions or discontinue 
contributing to AKF at any time. The Companies have represented that they will 
individually determine the amount of their contributions without consulting with the other 
Companies or other contributing dialysis providers. 

In sum, the interposition of AKF, a bona fide, independent, charitable organization, and its 
administration of HIPP provides sufficient insulation so that the premium payments should 
not be attributed to the Companies. The Companies who contribute to AKF will not be 
assured that the amount of HIPP assistance their patients receive bears any relationship to 
the amount of their donations. Indeed, the Companies are not guaranteed that beneficiaries 
they refer to HIPP will receive any assistance at all. In these circumstances, we do not 
believe that the donations by the Companies to AKF can reasonably be construed as 
payments to eligible beneficiaries of a Federal health care program. 

B.	 AKF’s Purchase of Premiums Is Not Likely to Influence A Beneficiary's 
Choice of a Particular Provider 

Section 231(h) prohibits payments to or on behalf of Federal health care program 
beneficiaries only if the payments are likely to influence such beneficiaries to use a 

6
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particular provider. In the circumstances presented by the Proposed Arrangement, we 
believe that AKF’s payments of premiums on behalf of financially needy beneficiaries is 
not likely to influence a beneficiary's selection of a particular provider. 

As part of the application process for HIPP, AKF requires certain medical and financial 
certifications from the applicant’s physician and social worker. While patients may apply 
directly to AKF, more commonly, the dialysis provider makes the application on behalf of 
the patient. Thus, a patient will often have already selected a provider prior to submitting 
his or her application for assistance or the initial payment of premiums by AKF. As an 
additional safeguard, HIPP will not be advertised to the public by the Companies; this 
should reduce the probability that a beneficiary would select a Company based on its 
participation in HIPP. Most importantly, once in possession of Medicare Part B or Medigap 
coverage, a beneficiary will be able to select any provider of his or her choice. Simply put, 
AKF’s payment of premiums will expand, rather than limit, beneficiaries' freedom of 
choice. 

III. LIMITATIONS 

The limitations applicable to this opinion include the following: 

•	 This advisory opinion is issued only to AKF, Company A, Company B, 
Company C, Company D, Company E, and Company F, which are the 
Requestors of this opinion. This advisory opinion has no application, and 
cannot be relied upon, by any other individual or entity. 

•	 This advisory opinion does not address any other current or past arrangement 
for the payment of Part B or Medigap premiums by any dialysis provider or 
any other charitable or non-profit organization. The U.S. Department of 
Health and Human Services does not accept or acquiesce in any 
characterizations of the propriety of such arrangements in the materials 
submitted by the Requestors. 

•	 This advisory opinion may not be introduced into evidence in any matter 
involving an entity or individual that is not a Requestor to this opinion. 

•	 This advisory opinion is applicable only to the statutory provision 
specifically noted above. No opinion is herein expressed or implied with 
respect to the application of any other Federal, state, or local statute, rule, 
regulation, ordinance, or other law that may be applicable to the Proposed 
Arrangement, including any laws relating to insurance or insurance contracts. 

7
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•	 This advisory opinion will not bind or obligate any agency other than the 
U.S. Department of Health and Human Services. 

•	 This advisory opinion is prospective only. It has no application to conduct 
which precedes the date of this opinion. 

•	 This advisory opinion is limited in scope to the specific arrangement 
described in this letter and has no applicability to other arrangements, even 
those which appear similar in nature or scope. 

This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 1008. 

The OIG will not proceed against the Requestors with respect to any action taken in good 
faith reliance upon this advisory opinion as long as all of the material facts have been fully, 
completely, and accurately presented, and the arrangement in practice comports with the 
information provided. The OIG reserves the right to reconsider the questions and issues 
raised in this advisory opinion and, where the public interest requires, modify or terminate 
this opinion. In the event that this advisory opinion is modified or terminated, the OIG will 
not proceed against the requestors with respect to any action taken in good faith reliance 
upon this advisory opinion, where all of the relevant facts were fully, completely, and 
accurately presented and where such action was promptly discontinued upon notification of 
the modification or termination of this advisory opinion. 

Sincerely, 

/S/ 

D. McCarty Thornton

Chief Counsel to the Inspector General
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blue W of california 

August 29, 2016 

Subject: Notification of November 7, 2016 Updates to the Blue Shield Hospital and Facility 
Guidelines 

Dear Provider: 

We hove revised our Hospital and Facility Guidelines. The changes listed on the following 
pages are effective November 7, 2016. 

On that date, you can search. and download the revised manual on Provider Connection 
at www.blueshieldca.com/provider in the Provider Manuals section under the Guidelines & 
Resources tab. 

The Hospital and Facility Guidelines is referenced in the agreement between Blue Shield of 
California (Blue Shield) and the hospitals and other facilities contracted with Blue Shield. If a 
conflict arises between the Hospital and Facility Guidelines and the agreement held by the 
hospital or other facility and Blue Shield, the agreement prevails. 

If you have any questions regarding this notice about the revisions that will be published in 
the November 7, 2016 version of this manual, please contact your Blue Shield Provider 
Relations Coordinator. __ ... .. . __ .. ________ .. . 

Sincerely, 

Network Management 
Blue Shield of California 

Blue Shield of California 

50 Beole Street. Son Francisco. CA 94105 
blueshieldco .com 

-..._ 
Cl) 

U') 

8 
I-

0 
(jj 

..0 
E 
QJ 

~ 
c 
OJ 
D 
c 
ID 
Q 
ClJ ·o 
c 
c 
<( 

Case 4:17-cv-00016-ALM   Document 3-3   Filed 01/06/17   Page 99 of 104 PageID #:  218



UPDATES TO THE 

HOSPITAL AND FACILITY GUIDELINES 

Section 1: Introduction 

ENROLLMENT AND ELIGIBILITY 

Added the following new section regarding member premium payments: 

Premium Payment Policy 

The member is responsible for payment of premiums to Blue Shield. Blue Shield does not 
accept direct or indirect payments of premiums from any person or entity other than the 
member, his or her family members or a legal guardian, or an acceptable third party payor, 
which ore: 

• Ryan White HIV I AIDS programs under Title XXVI of the Public Health Services Act; 

--. -Indian-tribes, tribal organizations-or urban lnaian--organizations_;_ 

• A lawful local, State, or Federal government program, including a grantee directed by a 
government program to make payments on its behalf; and 

• Bona fide charitable organizations and organizations related to the member (e.g., 
church or employer) when all of the following criteria are met: payment of premiums is 
guaranteed for the entire plan year; assistance is provided based on defined financial 
status criteria and health status is not considered; the organization is unaffiliated with a 
healthcare provider; and the organization has no financial interest in the payment of a 
health plan claim. (Financially interested institutions/organizations include 
institutions/organizations that receive the majority of their funding from entities with a 
financial interest in the payment of health in~urance claims, or institution.s/organizations 
fflafare sut5JecTto-"cifre-ct6'r indirect cohtra1·a(eritities-witt1 a ·tin-anC:ia1-int8'restintl1e · 
payment of health insurance claims.) 

Upon discovery that premiums were paid directly or indirectly by a person or entity other 
than the member or an acceptable third party payor, Blue Shield has the right to reject the 
payment and inform the member that the payment was not accepted and that the 
premiums remain due. Payment of member premiums by a Blue Shield contracted provider 
represents a material breach of the provider's agreement. Please note that processing any 
payment does not waive Blue Shield's right to reject that payment and future payments 
under this policy. 

Hospital and Facility Guidelines Change Notification 
re: November 7. 2016 Updates 

Page 2 of 2 
Notification Dote: August 29, 2016 
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Insurers block Obamacare coverage *** Move affects poor HIV/AIDS patients

The Advocate (Baton Rouge, Louisiana)

February 13, 2014 Thursday, Main Edition

Copyright 2014 Capital City Press All Rights Reserved

Section: B; Pg. 08

Length: 1035 words

Byline: TED GRIGGS

tgriggs@theadvocate.com

Body

Close to 2,000 poor Louisiana residents with HIV/AIDS won't be able to buy coverage under Obamacare because three of the 
four companies in the state offering coverage through the federal insurance exchange won't accept payments from a federal 
program that helps those patients pay their premiums.

The fourth company, Humana, accepts third-party payments from state and federal programs or grantees such as the Ryan 
White HIV/AIDS Program, spokesman Mitchell Lubitz said. However, Humana's offerings through the Obamacare 
marketplace are only available in Orleans Parish.

Scott Schoettes, HIV project director at Lambda Legal, said the insurance companies' actions completely defeat the purpose of 
the Affordable Care Act.

Schoettes said it's not surprising that other insurers respond when Blue Cross and Blue Shield of Louisiana, the state's largest 
insurer, skews the market by denying coverage to people the company knows have significant health needs. The other insurers 
will take whatever actions they can to avoid having those patients pushed onto their rolls, he said.

In the business, enrolling a disproportionately high percentage of high-cost individuals is known as "adverse selection."

Billy Justice, a spokesman for Vantage Health Plan in Monroe, said smaller health insurance companies have no choice but to 
follow Blue Cross's lead.

Eric Evans, advocacy coordinator at Shreveport's Philadelphia Center, said the Louisiana Health Cooperative has already 
informed some center clients the co-op will not accept third-party payments.

Officials with the cooperative could not be reached for comment.

Blue Cross spokesman John Maginnis said beginning March 1, the company will not accept third-party payments for individual 
members' premiums.

Blue Cross covers 1.4 million people in Louisiana, the vast majority through group policies. Only 139,000 are covered by 
individual policies.

Third-party payment recipients are a very small percentage of the company's individual policies, which are a very small 
percentage of the company's total business, Maginnis said.

"We realize that some organizations have directly paid premiums for members in the past .... Those organizations can still 
provide the members with financial support toward their premiums, but they must let the members make the premium 
payments directly for their health insurance policies," Maginnis said.
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For example, the groups that now make the third-party payments could make grants to their clients, who could then use that 
money to pay health care premiums, he said.

The federal Health Resources and Services Administration, which oversees the Ryan White program, does not allow states, 
cities and nonprofits who receive funding to make payments to individuals.

"In no case may Ryan White HIV/AIDS Program funds be used to make direct payments of cash to recipients of services," the 
agency website says.

Maginnis said Blue Cross, which is the only insurer fully participating in the federal marketplace with plans at every level in 
every parish, developed the policy to prevent patient steering and other fraudulent activity.

Some providers and medical equipment suppliers will steer people to specific health plans and offer to pay the premiums so 
they can make more money by billing the insurance company for those patients' covered services, Maginnis said. This kind of 
activity can increase health care costs for everyone.

The insurer's policy affects more people than those receiving Ryan White funding, he said. Some Louisiana universities pay for 
student athletes' premiums.

LSU spokesman Michael Bonnete said Blue Cross's policy change does not affect LSU athletics.

According to the state Department of Health and Hospitals, as of Jan. 7, Louisiana used Ryan White funds to pay the insurance 
premiums for 1,355 people. An additional 493 were enrolled in the federally run Pre-Existing Condition Insurance Plan, which 
will stop offering coverage on March 31.

In addition, 329 individuals attempted to enroll in Blue Cross's Blue Plan with the intention of covering the premiums with 
Ryan White funds, according to DHH.

Schoettes said it's increasingly clear that Blue Cross is trying to avoid covering these high-cost patients.

The company made noises about preventing fraud or abuse, but CMS's most recent instructions make it clear third-party 
payments coming from the federal government are acceptable, he said.

Evans said the issue is much larger than rejecting third-party payments.

"This is them saying, 'We really don't want to insure people with HIV because there's no profit in it,'" Evans said.

The prescriptions for an HIV patient can cost $5,000 or $10,000 a month, Evans said. Those costs far outweigh the premiums 
patients pay, but insurance companies have known about this for decades.

America's Health Insurance Plans recently issued a brief noting: "The ACA's risk adjustment program is designed to spread risk 
among health plans to prevent problems associated with adverse selection. Under this program, health plans that enroll 
disproportionately higher risk populations (such as individuals with chronic conditions) will receive payments from plans that 
enroll lower risk populations."

People forget that the first two words in the Affordable Care Act's full title are "Patient Protection," Evans said. The law was 
designed to stop insurance companies from discriminating against people with pre-existing conditions.

Schoettes said Lambda is considering amending its complaint to include the other insurers who reject third-party payments.

The nonprofit group may also file a lawsuit, among other steps, if the complaint doesn't achieve the desired result, he said. 
Lambda hasn't set a deadline to file the lawsuit.

"Sooner rather than later because every day that goes by is another day where low-income people living with HIV don't know 
where to turn and don't know where they're going to get their insurance," Schoettes said.
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Evans said the scary thing is that the full impact of Blue Cross's decision won't be seen until after March 1, just weeks before 
the Affordable Care Act open enrollment deadline of March 31.

"Then what are these people going to do for the next year?" Evans said. "It's very frustrating and very angering."
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[Names and addresses of Requestors have been redacted] 

Re: Advisory Opinion No. 97-1 

Dear [Names have been redacted]: 

We are writing in response to your request for an advisory opinion, which we accepted 
pursuant to 42 C.F.R. § 1008.41 on April 11, 1997. Your request asks whether donations 
by renal dialysis providers to an independent 501(c)(3) charitable organization for the 
purpose of funding a program to pay for Supplementary Medical Insurance Program 
("Medicare Part B") or Medicare Supplementary Health Insurance ("Medigap") premiums 
for financially needy Medicare beneficiaries with end-stage renal disease where such 
beneficiaries may be receiving treatment from the donor-dialysis providers (the "Proposed 
Arrangement") would constitute grounds for the imposition of a civil monetary penalty 
under Section 231(h) of the Health Insurance Portability and Accountability Act of 1996 
(“HIPAA”). 

You have certified that all of the information you provided in your request, including all 
supplementary letters, is true and correct, and constitutes a complete description of the facts 
and agreements among the parties regarding the Proposed Arrangement. You have also 
certified that upon our approval of the Proposed Arrangement, you will undertake to 
effectuate the Proposed Arrangement. 

In issuing this opinion, we have relied solely on the facts and information you presented to 
us. We have not undertaken an independent investigation of such information. This 
opinion is limited to the facts presented. If material facts have not been disclosed, this 
opinion is without force and effect. 

Based on the information provided and subject to certain conditions described below, we 
have determined that the Proposed Arrangement would not constitute grounds for the 
imposition of civil monetary penalties under Section 231(h) of HIPAA. This opinion may 
not be relied on by any person other than the addressees and is further qualified as set out in 
Part III below and in 42 C.F.R. Part 1008. 

I. FACTUAL BACKGROUND 

The American Kidney Fund and Company A, Company B, Company C, Company D, 
Company E, and Company F, (collectively the “Companies”) have made the following 
representations with respect to the Proposed Arrangement. The American Kidney Fund and 
the Companies are collectively the "Requestors". 
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A. End-Stage Renal Disease and Medicare's Dialysis Benefit 

End-stage renal disease ("ESRD") is a chronic disease that requires regular dialysis, as well 
as monitoring of laboratory values, diet, and medication. In addition to chronic renal 
failure, ESRD patients also commonly suffer from certain co-morbid conditions, including 
diabetes, anemia, hypertension, and congestive heart failure. 

In 1972, Congress created a special Medicare ESRD benefit. This benefit is for all 
individuals with ESRD who have earned a certain level of eligibility for Social Security 
benefits (or are dependents of those who have attained that level). People in this category 
are entitled to benefits under Medicare Part A and are eligible to enroll in Medicare Part B. 
Medicare Part B payments on behalf of ESRD patients generally cover eighty percent of the 
composite rate for Medicare-covered maintenance dialysis services, as well as eighty 
percent of physician services and certain ancillary services.1 Medigap insurance can be 
purchased to cover a patient's annual Medicare coinsurance obligations for Medicare­
covered services. 

B. Parties to the Proposed Arrangement 

1. The Companies 

[Material redacted] [The companies have formed an association] to address issues that 
affect the dialysis industry and to improve the way the renal dialysis industry performs as a 
whole. While the Companies [as an association] have worked with the American Kidney 
Fund to develop the proposed arrangement, the individual providers have applied for the 
advisory opinion in their separate capacities. 

2. American Kidney Fund 

The American Kidney Fund (“AKF”) is a bona fide, 501(c)(3) charitable and educational 
organization that has been in existence for over twenty-five years. AKF, a public charity, is 
governed by a board of twenty-five members. The board bylaws provide that membership 
on the board should be comprised of representatives involved with ESRD issues, including 
nephrology physicians, nephrology nurses, nephrology social workers, patients or family 
members of ESRD patients, and community leaders. Vacancies on the board are filled by 
vote of the remaining board members. Although two members of the current board are 
employees of subsidiaries of one Company, the AKF board is not directly or indirectly 

1	 We note that Medicare reimbursement for some medical services provided to ESRD 
patients, such as certain lab services, are not covered under the composite rate. 

2 
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controlled by any Company or Companies. AKF has established a subcommittee of the 
board’s Program and Grant Committee to have primary oversight authority for the Health 
Insurance Premium Program; membership on such subcommittee will be restricted to 
exclude any employees, officers, shareholders, or owners of any dialysis provider. 

In addition to its educational efforts on behalf of those suffering from renal failure, AKF 
provides direct financial support in the form of grants to needy persons with ESRD for 
items such as transportation, medication, and insurance premiums. In the past, AKF has 
funded 100 percent of all eligible grant requests from ESRD patients. In 1995, AKF 
assisted over 12,000 patients with ESRD and received over $5 million in donations. Of that 
amount, less than ten percent was contributed by the Companies. The largest percentage of 
AKF’s funds was directed towards patient aid. AKF disseminates information about its 
patient assistance and other programs throughout the national dialysis provider community, 
especially to social workers who work with ESRD patients. 

C. Health Insurance Premium Program 

AKF’s Health Insurance Premium Program (“HIPP”) provides financial assistance to 
financially needy ESRD patients for the costs of medicine, transportation, and health 
insurance premiums, including Medicare Part B and Medigap premiums. Assistance is 
available to all eligible patients on an equal basis. In general, eligibility for participation in 
AKF’s assistance programs requires a physician certification, a referral letter signed by a 
social worker or administrator at a dialysis provider, and an individual Patient Grant 
Application. The Patient Grant Application requires patients to provide detailed financial 
information for their entire household.2 While a patient can apply directly to AKF for a 
grant, most applications are submitted on the patient’s behalf by dialysis providers or social 
workers employed by a dialysis provider. 

Upon receipt of a patient's application, a member of AKF’s staff reviews the application, 
gathers additional information, if necessary, and makes an initial recommendation as to the 
disposition of the application based upon AKF’s needs assessment and eligibility criteria. A 
senior staff employee reviews the recommendation and makes a final determination. All 

The information required includes: assets held in checking and savings accounts; 
the value of a home, stocks and bonds, and automobiles; monthly income (which is 
made up of take-home pay of the patient and spouse, social security, welfare, 
retirement income, veterans benefits, etc.); and monthly expenses for rent, mortgage, 
food, utilities, transportation, medical expenses, insurance, charge accounts, and 
loans. AKF further requires that the patient disclose all sources of alternative 
assistance available, such as Medicare, Medicaid, and state renal programs. 

3 
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determinations are made by AKF employees who have no financial interest in the 
Companies or other dialysis providers and are based on their good faith assessment that the 
applicant is in financial need and eligible for assistance. If AKF determines that a patient is 
eligible for assistance, AKF notifies the dialysis provider's social worker that the insurance 
premium has been paid in order to ensure that the patient's billing information is accurate. 

Because of AKF’s limited financial resources, an AKF patient assistance grant is provided 
for a specific time period. Upon expiration of the period, the patient must submit another 
grant application. Grant requests are reviewed on a first-come, first-served basis to the 
extent funding is available. 

D. The Proposed Arrangement 

AKF proposes to expand significantly its patient assistance grants to financially needy 
ESRD patients for payment of medical insurance premiums through HIPP. Additional 
funding will be donated primarily by the Companies. Medical social workers at each 
Company’s dialysis facility will assist patients in identifying all available sources of 
assistance for which they qualify, which may include assistance from HIPP, and if 
appropriate, will refer financially needy patients to AKF for such assistance. However, the 
Companies will not advertise the availability of possible financial assistance to the public 
and will not disclose directly or indirectly to individual patients they refer that such 
members have contributed to AKF to fund the grants. 

AKF will continue to use its current procedures in assessing the financial need and 
eligibility of all patients, whether self-referred or referred by the Companies, or other non­
donor dialysis providers. Determinations will be made solely on AKF’s good faith 
assessment of a patient’s financial need. AKF staff involved in awarding patient grants will 
not take the identity of the referring facility or the amount of any provider's donation into 
consideration when assessing patient applications or making grant determinations. 

Under the Proposed Arrangement, the Companies will be free to determine whether to make 
contributions to AKF and, if so, how much to contribute. All the Companies have certified 
that they will not track the amount that AKF pays on behalf of patients dialyzing at their 
facilities in order to calculate future contributions. However, in calculating their 
contributions to AKF, the Companies have indicated that they may consider what they 
would have otherwise paid on behalf of financially needy patients utilizing their facilities. 
The Companies will not disclose to each other, or other dialysis providers, the amount or 
method of calculating their respective contributions to AKF, and AKF will not disclose one 
Company’s contribution to another Company or to other dialysis providers. 

4
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Contributions will be made without any restrictions or conditions placed on the donation. 
The Companies have acknowledged that "contributions . . . will be gifts without any 
guarantee or promise on the part of AKF that patients referred to AKF for possible financial 
assistance with their insurance premiums will receive such assistance. AKF’s discretion as 
to the uses of contributions will be absolute, independent, and autonomous." 

II. LEGAL ANALYSIS 

Section 231(h) of HIPAA, effective January 1, 1997, provides for the imposition of civil 
monetary penalties against any person who: 

offers or transfers remuneration to any individual eligible for 
benefits under [Federal health care programs (including 
Medicare or Medicaid)] that such person knows or should 
know is likely to influence such individual to order or receive 
from a particular provider, practitioner, or supplier any item or 
service for which payment may be made, in whole or in part, 
[by a Federal health care program]. 

Section 231(h) defines "remuneration", in relevant part, as "transfers of items or services for 
free or for other than fair market value."3 

We conclude that the Proposed Arrangement would not constitute grounds for the 
imposition of civil monetary penalties under Section 231(h) of HIPAA. A violation of 
Section 231(h) requires that something of value be given to a beneficiary, either directly or 
on his or her behalf. Simply put, the contributions to AKF by the Companies are not made 
to or on behalf of beneficiaries.4 Moreover, while the premium payments by AKF may 
constitute remuneration to beneficiaries, they are not likely to influence patients to order or 
receive services from particular providers. To the contrary, the insurance coverage 
purchased by AKF will follow a patient regardless of which provider the patient selects, 
thereby enhancing patient freedom of choice in health care providers. 

A. Donations By The Companies Do Not Constitute 

3	 The statutory definition of remuneration provides an exception, not applicable here, 
for certain waivers of coinsurance and deductible amounts. 

4	 The Proposed Arrangement differs from an arrangement where a renal dialysis 
provider directly pays premiums for beneficiaries, thus potentially influencing them 
to continue to use that particular dialysis provider in order to ensure continuing 
payment of premiums. 
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Remuneration To An Eligible Beneficiary 

The Companies' contributions to AKF would not constitute grounds for the imposition of 
civil monetary penalties under Section 231(h), because such contributions are not made to 
or on behalf of an individual eligible for Federal heath care program benefits. AKF is a 
bona fide, independent, publicly-funded, 501(c)(3) charitable organization whose charitable 
purposes include aiding ESRD patients and their families and is not subject to control, 
directly or indirectly, by any Company or Companies. Under the Proposed Arrangement, 
AKF will have absolute discretion regarding the use of provider contributions made to 
AKF. 

Moreover, eligibility for HIPP assistance is available to any financially needy ESRD patient 
regardless of provider; it is not limited to patients of the companies. AKF will make all 
AKF eligibility determinations using its own criteria, and AKF staff will not take into 
account the identity of the referring provider or the amount of any donation to AKF by such 
provider. 

Finally, as an additional safeguard, the Companies have represented that they will not track 
the amounts that AKF pays on behalf of patients dialyzing at their facilities in order to 
calculate amounts of future contributions, although donations may take into account the 
amounts that the Companies would have otherwise expended on financially needy patients. 
Contributions will not be earmarked for the use of particular beneficiaries or groups of 
beneficiaries. The Companies may change the amount of their contributions or discontinue 
contributing to AKF at any time. The Companies have represented that they will 
individually determine the amount of their contributions without consulting with the other 
Companies or other contributing dialysis providers. 

In sum, the interposition of AKF, a bona fide, independent, charitable organization, and its 
administration of HIPP provides sufficient insulation so that the premium payments should 
not be attributed to the Companies. The Companies who contribute to AKF will not be 
assured that the amount of HIPP assistance their patients receive bears any relationship to 
the amount of their donations. Indeed, the Companies are not guaranteed that beneficiaries 
they refer to HIPP will receive any assistance at all. In these circumstances, we do not 
believe that the donations by the Companies to AKF can reasonably be construed as 
payments to eligible beneficiaries of a Federal health care program. 

B.	 AKF’s Purchase of Premiums Is Not Likely to Influence A Beneficiary's 
Choice of a Particular Provider 

Section 231(h) prohibits payments to or on behalf of Federal health care program 
beneficiaries only if the payments are likely to influence such beneficiaries to use a 
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particular provider. In the circumstances presented by the Proposed Arrangement, we 
believe that AKF’s payments of premiums on behalf of financially needy beneficiaries is 
not likely to influence a beneficiary's selection of a particular provider. 

As part of the application process for HIPP, AKF requires certain medical and financial 
certifications from the applicant’s physician and social worker. While patients may apply 
directly to AKF, more commonly, the dialysis provider makes the application on behalf of 
the patient. Thus, a patient will often have already selected a provider prior to submitting 
his or her application for assistance or the initial payment of premiums by AKF. As an 
additional safeguard, HIPP will not be advertised to the public by the Companies; this 
should reduce the probability that a beneficiary would select a Company based on its 
participation in HIPP. Most importantly, once in possession of Medicare Part B or Medigap 
coverage, a beneficiary will be able to select any provider of his or her choice. Simply put, 
AKF’s payment of premiums will expand, rather than limit, beneficiaries' freedom of 
choice. 

III. LIMITATIONS 

The limitations applicable to this opinion include the following: 

•	 This advisory opinion is issued only to AKF, Company A, Company B, 
Company C, Company D, Company E, and Company F, which are the 
Requestors of this opinion. This advisory opinion has no application, and 
cannot be relied upon, by any other individual or entity. 

•	 This advisory opinion does not address any other current or past arrangement 
for the payment of Part B or Medigap premiums by any dialysis provider or 
any other charitable or non-profit organization. The U.S. Department of 
Health and Human Services does not accept or acquiesce in any 
characterizations of the propriety of such arrangements in the materials 
submitted by the Requestors. 

•	 This advisory opinion may not be introduced into evidence in any matter 
involving an entity or individual that is not a Requestor to this opinion. 

•	 This advisory opinion is applicable only to the statutory provision 
specifically noted above. No opinion is herein expressed or implied with 
respect to the application of any other Federal, state, or local statute, rule, 
regulation, ordinance, or other law that may be applicable to the Proposed 
Arrangement, including any laws relating to insurance or insurance contracts. 

7
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•	 This advisory opinion will not bind or obligate any agency other than the 
U.S. Department of Health and Human Services. 

•	 This advisory opinion is prospective only. It has no application to conduct 
which precedes the date of this opinion. 

•	 This advisory opinion is limited in scope to the specific arrangement 
described in this letter and has no applicability to other arrangements, even 
those which appear similar in nature or scope. 

This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 1008. 

The OIG will not proceed against the Requestors with respect to any action taken in good 
faith reliance upon this advisory opinion as long as all of the material facts have been fully, 
completely, and accurately presented, and the arrangement in practice comports with the 
information provided. The OIG reserves the right to reconsider the questions and issues 
raised in this advisory opinion and, where the public interest requires, modify or terminate 
this opinion. In the event that this advisory opinion is modified or terminated, the OIG will 
not proceed against the requestors with respect to any action taken in good faith reliance 
upon this advisory opinion, where all of the relevant facts were fully, completely, and 
accurately presented and where such action was promptly discontinued upon notification of 
the modification or termination of this advisory opinion. 

Sincerely, 

/S/ 

D. McCarty Thornton

Chief Counsel to the Inspector General
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V. Proposed Action 

With the exception of interstate 
transport provisions pertaining to the 
contribution to nonattainment or 
interference with maintenance in other 
states and visibility protection 
requirements of section 110(a)(2)(D)(i)(I) 
and (II) (prongs 1, 2, and 4), EPA is 
proposing to approve Georgia’s 
December 14, 2015, SIP submission, for 
the 2012 Annual PM2.5 NAAQS for the 
above described infrastructure SIP 
requirements. EPA is proposing to 
approve Georgia’s infrastructure SIP 
submission for the 2012 Annual PM2.5 
NAAQS because the submission is 
consistent with section 110 of the CAA. 

VI. Statutory and Executive Order 
Reviews 

Under the CAA, the Administrator is 
required to approve a SIP submission 
that complies with the provisions of the 
Act and applicable Federal regulations. 
See 42 U.S.C. 7410(k); 40 CFR 52.02(a). 
Thus, in reviewing SIP submissions, 
EPA’s role is to approve state choices, 
provided that they meet the criteria of 
the CAA. Accordingly, this proposed 
action merely approves state law as 
meeting federal requirements and does 
not impose additional requirements 
beyond those imposed by state law. For 
that reason, this proposed action: 

• Is not a significant regulatory action 
subject to review by the Office of 
Management and Budget under 
Executive Orders 12866 (58 FR 51735, 
October 4, 1993) and 13563 (76 FR 3821, 
January 21, 2011); 

• does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

• is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

• does not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104–4); 

• does not have Federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

• is not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 

• is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

• is not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 

Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the CAA; and 

• does not provide EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, the SIP is not approved 
to apply on any Indian reservation land 
or in any other area where EPA or an 
Indian tribe has demonstrated that a 
tribe has jurisdiction. In those areas of 
Indian country, the rule does not have 
tribal implications as specified by 
Executive Order 13175 (65 FR 67249, 
November 9, 2000), nor will it impose 
substantial direct costs on tribal 
governments or preempt tribal law. 

List of Subjects in 40 CFR Part 52 

Environmental protection, Air 
pollution control, Incorporation by 
reference, Intergovernmental relations, 
Nitrogen dioxide, Ozone, Particulate 
matter, Reporting and recordkeeping 
requirements, Volatile organic 
compounds. 

Authority: 42 U.S.C. 7401 et seq. 

Dated: August 9, 2016. 
Heather McTeer Toney, 
Regional Administrator, Region 4. 
[FR Doc. 2016–20139 Filed 8–22–16; 8:45 am] 

BILLING CODE 6560–50–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Medicare & Medicaid 
Services 

42 CFR Part 402, 420, and, 455 

[CMS–6074–NC] 

RIN 0938–ZB31 

Request for Information: Inappropriate 
Steering of Individuals Eligible for or 
Receiving Medicare and Medicaid 
Benefits to Individual Market Plans 

AGENCY: Centers for Medicare & 
Medicaid Services (CMS), HHS. 
ACTION: Request for information. 

SUMMARY: This request for information 
seeks public comment regarding 
concerns about health care providers 
and provider-affiliated organizations 
steering people eligible for or receiving 
Medicare and/or Medicaid benefits to an 
individual market plan for the purpose 
of obtaining higher payment rates. CMS 
is concerned about reports of this 
practice and is requesting comments on 

the frequency and impact of this issue 
from the public. We believe this practice 
not only could raise overall health 
system costs, but could potentially be 
harmful to patient care and service 
coordination because of changes to 
provider networks and drug formularies, 
result in higher out-of-pocket costs for 
enrollees, and have a negative impact on 
the individual market single risk pool 
(or the combined risk pool in states that 
have chosen to merge their risk pools). 
We are seeking input from stakeholders 
and the public regarding the frequency 
and impact of this practice, and options 
to limit this practice. 
DATES: To be assured consideration, 
comments must be received at one of 
the addresses provided below, no later 
than 5 p.m. on September 22, 2016. 
ADDRESSES: In commenting, refer to file 
code CMS–6074–NC. Because of staff 
and resource limitations, we cannot 
accept comments by facsimile (FAX) 
transmission. 

You may submit comments in one of 
four ways (please choose only one of the 
ways listed): 

1. Electronically. You may submit 
electronic comments on this regulation 
to http://www.regulations.gov. Follow 
the ‘‘Submit a comment’’ instructions. 

2. By regular mail. You may mail 
written comments to the following 
address ONLY: Centers for Medicare & 
Medicaid Services, Department of 
Health and Human Services, Attention: 
CMS–6074–NC, P.O. Box 8010, 
Baltimore, MD 21244–8010. 

Please allow sufficient time for mailed 
comments to be received before the 
close of the comment period. 

3. By express or overnight mail. You 
may send written comments to the 
following address ONLY: Centers for 
Medicare & Medicaid Services, 
Department of Health and Human 
Services, Attention: CMS–6074–NC, 
Mail Stop C4–26–05, 7500 Security 
Boulevard, Baltimore, MD 21244–1850. 

4. By hand or courier. Alternatively, 
you may deliver (by hand or courier) 
your written comments ONLY to the 
following addresses: 

a. For delivery in Washington, DC— 
Centers for Medicare & Medicaid 

Services, Department of Health and 
Human Services, Room 445–G, Hubert 
H. Humphrey Building, 200 
Independence Avenue SW., 
Washington, DC 20201. 
(Because access to the interior of the 

Hubert H. Humphrey Building is not 
readily available to persons without 
Federal government identification, 
commenters are encouraged to leave 
their comments in the CMS drop slots 
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1 Individuals eligible to receive premium free 
Medicare Part A benefits may not decline Medicare 
Part A entitlement if they accept Social Security 
benefits. 

2 See 26 U.S.C. 36B. In general, an individual who 
is eligible for minimum essential coverage (other 
than coverage in the individual market) for a month 
is ineligible for the premium tax credit for that 
month. Medicare part A and most Medicaid 
programs are minimum essential coverage. See 26 
U.S.C. 5000A(f) and 26 CFR 1.5000A–2(b). 

3 45 CFR 155.210. 
4 45 CFR 155.220. 

located in the main lobby of the 
building. A stamp-in clock is available 
for persons wishing to retain a proof of 
filing by stamping in and retaining an 
extra copy of the comments being filed.) 

b. For delivery in Baltimore, MD— 
Centers for Medicare & Medicaid 

Services, Department of Health and 
Human Services, 7500 Security 
Boulevard, Baltimore, MD 21244– 
1850. 
If you intend to deliver your 

comments to the Baltimore address, call 
telephone number (410) 786–9994 in 
advance to schedule your arrival with 
one of our staff members. 

Comments erroneously mailed to the 
addresses indicated as appropriate for 
hand or courier delivery may be delayed 
and received after the comment period. 

For information on viewing public 
comments, see the beginning of the 
SUPPLEMENTARY INFORMATION section. 
FOR FURTHER INFORMATION CONTACT: 
Morgan Burns, 301–492–4493. 
SUPPLEMENTARY INFORMATION: 

Inspection of Public Comments: All 
comments received before the close of 
the comment period are available for 
viewing by the public, including any 
personally identifiable or confidential 
business information that is included in 
a comment. We post all comments 
received before the close of the 
comment period on the following Web 
site as soon as possible after they have 
been received: http://
www.regulations.gov. Follow the search 
instructions on that Web site to view 
public comments. 

Comments received timely will also 
be available for public inspection as 
they are received, generally beginning 
approximately three weeks after 
publication of a document, at the 
headquarters of the Centers for Medicare 
& Medicaid Services, 7500 Security 
Boulevard, Baltimore, Maryland 21244, 
Monday through Friday of each week 
from 8:30 a.m. to 4 p.m. To schedule an 
appointment to view public comments, 
phone 1–800–743–3951. 

This is a request for information only. 
Respondents are encouraged to provide 
complete but concise responses to the 
questions listed in the sections outlined 
below. Please note that a response to 
every question is not required. This RFI 
is issued solely for information and 
planning purposes; it does not 
constitute a Request for Proposal, 
applications, proposal abstracts, or 
quotations. This RFI does not commit 
the Government to contract for any 
supplies or services or make a grant 
award. Further, CMS is not seeking 
proposals through this RFI and will not 
accept unsolicited proposals. 

Responders are advised that the U.S. 
Government will not pay for any 
information or administrative costs 
incurred in response to this RFI; all 
costs associated with responding to this 
RFI will be solely at the interested 
party’s expense. Not responding to this 
RFI does not preclude participation in 
any future procurement, if conducted. It 
is the responsibility of the potential 
responders to monitor this RFI 
announcement for additional 
information pertaining to this request. 
Please note that CMS will not respond 
to questions about the policy issues 
raised in this RFI. CMS may or may not 
choose to contact individual responders. 
Such communications would only serve 
to further clarify written responses. 
Contractor support personnel may be 
used to review RFI responses. 
Responses to this notice are not offers 
and cannot be accepted by the 
Government to form a binding contract 
or issue a grant. Information obtained as 
a result of this RFI may be used by the 
Government for program planning on a 
non-attribution basis. Respondents 
should not include any information that 
might be considered proprietary or 
confidential. This RFI should not be 
construed as a commitment or 
authorization to incur cost for which 
reimbursement would be required or 
sought. All submissions become 
Government property and will not be 
returned. CMS may publically post the 
comments received, or a summary 
thereof. 

I. Background 

The Centers for Medicare & Medicaid 
Services (CMS) believes that when 
health care providers or provider- 
affiliated organizations steer or 
influence people eligible for or receiving 
Medicare and/or Medicaid benefits, it 
may not be in the best interests of the 
individual, it may have deleterious 
effects on the insurance market, 
including disruptions to the individual 
market risk pool, and it is likely to raise 
overall healthcare costs. Individuals 
eligible for Medicare and/or Medicaid 
benefits are not required to enroll in 
these programs.1 However, individuals 
eligible for Medicaid or Medicare Part A 
benefits are generally ineligible for the 
premium tax credit (PTC), including 
advance payments thereof (APTC), and 
for cost-sharing reductions (CSR) for 
their Qualified Health Plan (QHP) 
coverage for the months they have 
access to minimum essential coverage 

(MEC) through the Medicare or 
Medicaid programs.2 

We have heard anecdotal reports that 
individuals who are eligible for 
Medicare and/or Medicaid benefits are 
receiving premium and other cost- 
sharing assistance from a third party so 
that the individual can enroll in 
individual market plans for the 
provider’s financial benefit. In some 
cases, a health care provider may 
estimate that the higher payment rate 
from an individual market plan 
compared to Medicare or Medicaid is 
sufficient to allow it to pay a patient’s 
premiums and still financially gain from 
the higher reimbursement rates. Issuers 
are not required to accept such 
payments from health care providers or 
provider-affiliated organizations, as 
described below. Enrollment decisions 
should be made, without influence, by 
the individual based on their specific 
circumstances, and health and financial 
needs. CMS has established standards 
for enrollment assisters, including 
navigators, which prohibit gifts of any 
value as an inducement for enrollment, 
and require information and services to 
be provided in a fair, accurate, and 
impartial manner.3 Additionally, CMS 
has established standards for insurance 
agents and brokers that register with the 
Federal Marketplace, including training 
about the interaction of Medicare and 
Medicaid eligibility with eligibility for 
individual market plans and financial 
assistance, and has remedies for 
insurance agents that provide inaccurate 
or incorrect information to consumers, 
such as misinformation about the 
impact of not enrolling in Medicare 
when an individual first becomes 
eligible, including termination of the 
Marketplace agreement, civil monetary 
penalties, and denial of right to enter 
agreements in future years.4 

We believe there is potential for 
financial harm to a consumer when a 
health care provider or provider- 
affiliated organization (including a non- 
profit organization affiliated with the 
provider) steers people who could 
receive or are receiving benefits under 
Medicare and/or Medicaid to enroll in 
an individual market plan. The 
potential harm is particularly acute 
when the steering occurs for the 
financial gain of the health care 
provider through higher payment rates 
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5 https://www.medicare.gov/your-medicare-costs/ 
part-b-costs/penalty/part-b-late-enrollment- 
penalty.html. 

6 https://www.cms.gov/Outreach-and-Education/ 
Find-Your-Provider-Type/Employers-and-Unions/ 
Top-5-things-you-need-to-know-about-Medicare- 
Enrollment.html. 

7 https://www.medicare.gov/coverage/ 
prescription-drugs-outpatient.html. 8 2017 HHS Payment Notice Final Rule. 

9 45 CFR 155.285 Bases and process for imposing 
civil penalties for provision of false or fraudulent 
information to an Exchange or improper use or 
disclosure of information. 

10 See https://hfpp.cms.gov/ for more information. 

without taking into account the needs of 
these beneficiaries. People who are 
steered from Medicare and Medicaid to 
the individual market may also 
experience a disruption in the 
continuity and coordination of their 
care as a result of changes in access to 
their network of providers, changes in 
prescription drug benefits, and loss of 
dental care for certain Medicaid 
beneficiaries. If an individual receives 
the benefit of APTC for a month he or 
she is eligible for minimum essential 
coverage, the individual (or the person 
who claims the individual as a tax 
dependent) may be required to repay 
some or all of the APTC at the time such 
person files his or her federal income 
tax return. Moreover, it is unlawful to 
enroll an individual in individual 
market coverage if they are known to be 
entitled to benefits under Medicare Part 
A, enrolled in Medicare Part B, or 
receiving Medicaid benefits. 
Importantly, those eligible for Medicare 
may be subject to late enrollment 
penalties if they do not enroll in 
Medicare when first eligible to do so— 
a monthly premium for Part B may go 
up 10 percent for each full 12-month 
period an individual could have had 
Part B, but did not sign up for it.5 
Individuals who become eligible for 
Medicare based on receipt of Social 
Security benefits based on age or Social 
Security Disability Insurance (SSDI) 
must forgo and if received repay their 
Social Security cash benefits if they 
wish to decline Medicare Part A 
benefits.6 Additionally, individuals who 
are steered into an individual market 
plan for renal dialysis services and then 
have a kidney transplant while enrolled 
in the individual market plan will not 
be eligible for Medicare Part B coverage 
of their immunosuppressant drugs if 
they enroll in Medicare at a later date.7 

Federal regulations at 45 CFR 
156.1250 require that issuers offering 
Qualified Health Plans (QHPs), 
including stand-alone dental plans, and 
their downstream entities, accept 
premium and cost-sharing payments on 
behalf of QHP enrollees from the 
following third-party entities (in the 
case of a downstream entity, to the 
extent the entity routinely collects 
premiums or cost sharing): (a) A Ryan 
White HIV/AIDS Program under title 
XXVI of the Public Health Service Act; 

(b) an Indian tribe, tribal organization, 
or urban Indian organization; and (c) a 
local, state, or Federal government 
program, including a grantee directed by 
a government program to make 
payments on its behalf.8 Issuers are not 
required to accept such payments from 
other entities. These regulations were 
finalized in the 2017 HHS Notice of 
Benefit and Payment Parameters Final 
Rule, which made several amendments 
to the regulations previously codified 
through a March 19, 2014, HHS Interim 
final rule (IFR) with comment period 
titled, Patient Protection and Affordable 
Care Act; Third Party Payment of 
Qualified Health Plan Premiums (79 FR 
15240). 

Prior to publishing the IFR, HHS 
issued two ‘‘Frequently Asked 
Questions’’ (FAQ) documents regarding 
premium and cost-sharing payments 
made by third parties on behalf of 
individual market plan enrollees. In an 
FAQ issued on November 4, 2013 (the 
November FAQ), HHS discouraged QHP 
issuers from accepting third-party 
payments made on behalf of enrollees 
by hospitals, other health care 
providers, and other commercial entities 
due to concerns that such practices 
could skew the insurance risk pool and 
create an unlevel field in the Exchanges. 
The FAQ also noted that HHS intended 
to monitor this practice and to take 
appropriate action, if necessary. 

On February 7, 2014, HHS issued 
another FAQ (the February FAQ) 
clarifying that the November FAQ did 
not apply to third party premium and 
cost-sharing payments made on behalf 
of enrollees by Indian tribes, tribal 
organizations, and urban Indian 
organizations; state and Federal 
government programs (such as the Ryan 
White HIV/AIDS Program); or private, 
not-for-profit foundations that base 
eligibility on financial status, do not 
consider enrollees’ health status, and 
provide assistance for an entire year. In 
the February FAQ, HHS affirmatively 
encouraged QHP issuers to accept 
payments from Indian tribes, tribal 
organizations, and urban Indian 
organizations; and state and Federal 
government programs (such as the Ryan 
White HIV/AIDS Program) given that 
Federal or state law or policy 
specifically envisions third party 
payment of premium and cost-sharing 
amounts by these entities. 

CMS seeks to clarify that offering 
premium and cost-sharing assistance in 
order to steer people eligible for or 
receiving Medicare and/or Medicaid 
benefits to individual market plans for 
a provider’s financial gain is an 

inappropriate action that may have 
negative impacts on patients. CMS is 
strongly encouraging any provider or 
provider-affiliated organization that may 
be currently engaged in such a practice 
to end the practice. As noted above, 
enrollment decisions should be made 
based on an individual’s particular 
financial and health needs. 

As we assess the extent of potential 
steering activities, its impact on 
beneficiaries and enrollees and the 
individual market single risk pool, CMS 
reminds healthcare providers and other 
entities that may be engaged in such 
behavior that we have several regulatory 
and operational tools that we may use 
to discourage premium payments and 
routine waiver of cost-sharing for 
individual market plans by health care 
providers, including, but not limited to, 
revisions to Medicare and Medicaid 
provider conditions of participation and 
enrollment rules, and imposition of civil 
monetary penalties for individuals who 
failed to provide correct information to 
the Exchange when enrolling consumers 
into QHPs.9 CMS is also working closely 
with federal, state and local law 
enforcement to investigate instances of 
potential fraud and abuse, as well as 
collaborating with private and public 
health plans on provider fraud in the 
Healthcare Fraud Prevention 
Partnership.10 We are exploring ways to 
use our existing authorities to impose 
civil monetary penalties on health care 
providers when their actions result in 
late enrollment penalties for Medicare 
eligible individuals who were steered to 
an individual market plan and delayed 
Medicare enrollment. 

II. Solicitation of Comments 
We are seeking information from the 

public about circumstances in which 
steering into individual market plans 
may be taking place and the extent of 
such practices. We are particularly 
interested in transparency around the 
current practices providers may be 
using to enroll consumers in coverage. 
Our goal is to protect consumers from 
inappropriate health care provider 
behavior. People eligible for or receiving 
Medicare and/or Medicaid benefits 
should not be unduly influenced in 
their decisions about their health 
coverage options. We also seek to 
maintain continuity of care for these 
beneficiaries and ensure patient choice 
is the primary reason for any change in 
health coverage. We also want to ensure 
healthcare is being provided efficiently 
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and affordably. Accordingly, to more 
fully understand the types of situations 
in which steering may occur as we 
develop regulatory or operational 
changes to address these problems, we 
request comments on the following: 

• In what types of circumstances are 
healthcare providers or provider- 
affiliated organizations in a position to 
steer people to individual market plans? 
How, and to what extent, are health care 
providers actively engaged in such 
steering? 

• What impact is there to the single 
risk pool and to rates when people enter 
the single risk pool who might not 
otherwise have been in the pool because 
they would normally be covered under 
another government program? Are 
issuers accounting for this uncertainty 
when they are setting rates? 

• Are there examples of steering 
practices that specifically target people 
eligible for or receiving Medicare and/ 
or Medicaid benefits to enroll in 
individual market plans? In what ways 
are people eligible for or receiving 
Medicare and/or Medicaid benefits 
particularly vulnerable to steering? To 
what extent, if any, are providers 
steering people eligible for or receiving 
Medicare and/or Medicaid to individual 
market plans because they are 
prohibited from billing the Medicare 
and Medicaid programs, through 
exclusion by the HHS Office of 
Inspector General, termination from 
State Medicaid plans or the revocation 
of Medicare billing privileges? 

• Is the payment of premiums and 
cost-sharing commonly used to steer 
individuals to individual market plans, 
or are other methods leading to 
Medicare and Medicaid eligible 
individuals being enrolled in individual 
market plans? Specifically, how often 
are issuers receiving payments directly 
from health care providers and/or 
provider affiliated organizations? Are 
issuers capable of determining when 
third party payments are made directly 
to a beneficiary and then transferred to 
the issuer? What actions could CMS 
consider to add transparency to third 
party payments? 

• How are enrollees impacted by the 
practice of a health care provider or 
provider-affiliated organizations 
enrolling an individual into an 
individual market plan and paying 
premiums for that individual market 
plan, when the individual was 
previously or concurrently receiving 
Medicare and/or Medicaid benefits? We 
are concerned about instances where 
individuals eligible for Medicare and/or 
Medicaid benefits may have been 
disadvantaged by unscrupulous 
practices aimed at increasing provider 

payments, including impacts to the 
enrollee’s continuity of care. We would 
be interested in knowing more about 
these practices and the extent to which 
they may be more widespread or varied 
than we have identified. 

• How are enrollees impacted by the 
practice of a health care provider 
enrolling an individual into an 
individual market plan and paying 
premiums for individual market plans, 
when the individual was eligible for 
Medicare and/or Medicaid, but not 
enrolled? We are particularly interested 
in information about how to measure 
negative impacts on beneficiaries and 
enrollees, and what data sources and 
measurement methodologies are 
available to assess the impact of this 
behavior described in this request for 
information on beneficiaries and 
enrollees. We are seeking information 
on any financial impacts that are in 
addition to Medicare late enrollment 
penalties. For example, differentials in 
copayments and deductibles paid by 
enrollees in individual market plans, 
Medicare or Medicaid, and the impact 
of individual market plan network 
limitations on the financial obligations 
of enrollees, such as increased 
copayments and deductibles where the 
enrollee’s chosen provider is out-of- 
network to the individual market plan. 

• What remedies could effectively 
deter health care providers or provider- 
affiliated organizations from steering 
people eligible for or enrolled in 
Medicare and/or Medicaid to individual 
market plans and paying premiums for 
the provider’s financial gain? CMS is 
considering modifying regulations 
regarding civil monetary penalties and 
authority related to individual market 
plans. 

• What steps do third party payers 
take to effectively screen for Medicare 
and/or Medicaid eligibility before 
offering premium assistance? What 
steps do these entities take to make sure 
that any such individuals understand 
the impact of signing up for an 
individual market plan if they are 
already eligible for or receiving 
Medicare and/or Medicaid benefits? 

• For providers that offer premium 
assistance, who is interacting with 
beneficiaries to determine proper 
enrollment? What questions are asked of 
the consumer to determine eligibility 
pathways? How are consumers 
connected to foundations or others who 
are in the position to provide premium 
assistance? How are premiums paid by 
providers or foundations for consumers? 

• We seek comment on policies 
prohibiting providers from making 
offers of premium assistance and 
routine cost-sharing waivers for 

individual market plans when a 
beneficiary is currently enrolled or 
could become enrolled in Medicare Part 
A and other adjustments to federal 
policy on premium assistance programs 
in the individual market to prevent 
negative impact to beneficiaries and the 
single risk pool. 

• We seek comments on changes to 
Medicare and Medicaid provider 
enrollment requirements and conditions 
of participation that would potentially 
restrict the ability of health care 
providers to manipulate patient 
enrollment in various health plans for 
their own benefit. We are also interested 
in information on the extent steering is 
associated with other inappropriate 
behavior, such as billing for services not 
provided, or quality of care concerns. 
We seek comment on the advisability of 
such restrictions, as well as 
considerations of how such restrictions 
would affect health care providers and 
beneficiaries. 

• We seek comment on policies to 
require Medicare and Medicaid-enrolled 
providers to report premium assistance 
and cost-sharing waivers for individual 
market enrollees to CMS or issuers. 

• We seek comments on whether 
individual market plans considered 
limiting their payment to health care 
providers to Medicare-based amounts 
for particular services and items of care 
and on potential approaches that would 
allow individual market plans to limit 
their payment to health care providers 
to Medicare-based amounts for 
particular services and items of care. 

• We seek comment on policies that 
would allow individual market plans to 
make retroactive payment adjustments 
to providers, when health care providers 
are found to have steered Medicare or 
Medicaid beneficiaries and enrollees to 
enroll in an individual market plan for 
the provider’s financial gain. 

III. Collection of Information 
Requirements 

This request for information 
constitutes a general solicitation of 
public comments as stated in the 
implementing regulations of the 
Paperwork Reduction Act at 5 CFR 
1320.3(h)(4). Therefore, this request for 
information does not impose 
information collection requirements, 
that is, reporting, recordkeeping or 
third-party disclosure requirements. 
Consequently, there is no need for 
review by the Office of Management and 
Budget under the authority of the 
Paperwork Reduction Act of 1995 (44 
U.S.C. 3501 et seq.). 
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Dated: August 16, 2016. 
Andrew M. Slavitt, 
Acting Administrator, Centers for Medicare 
& Medicaid Services. 
[FR Doc. 2016–20034 Filed 8–18–16; 4:15 pm] 

BILLING CODE 4120–01–P 
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September 22, 2016 

BY ELECTRONIC SUBMISSION 

Attn: Andrew M. Slavitt, Acting Administrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Room 445-G, Hubert Humphrey Building 
200 Independence Avenue, SW 
Washington, D.C. 20201 
http: //www.regulations.gov 

. . . I 

Re: U.S. Department of Health and Human Services, Centers for Medicare 
and Medicaid Services, Request for Information: Inappropriate 
Steering of Individuals Eligible for or Receiving Medicare and 
Medicaid Benefits to Individual Market Plans, RIN 0938-ZB31 (File 
Code: CMS-6074-NC) (referred to herein as the RFI) 

Dear Mr. Slavitt 

....... ..... Fresenius Medical.Care North Americ:aJFMCNA)appreciatesthe opp9rtunity 
to respond to CMS' Request for Information (RFI). Our patient populations include 
187,000 end-stage renal disease (ESRD) patients, who comprise ~.06% of the 
general population and ~.33% of the Medicare population. Patients with ESRD are a 
vulnerable patient population that needs the protections of the Affordable Care Act 
(ACA) and access to the individual market exchanges (Marketplaces). With the 
enactment of the ACA, formerly underinsured and uninsured patients like ours are 
now provided a choice of health insurance coverage options for the first time in 
history. In 2013, CMS and Internal Revenue Service (IRS) determined that dialysis 
patients would have the option to enroll in Marketplace plans even if eligible for 
Medicare or Medicaid coverage. Approximately 1,600 (fewer than 1 %) of our 
patients have opted for Marketplace coverage. We explain below our understanding 
of the reasons why patients make this choice. For instance, for chronically ill 
patients who have co-morbidities and a high utilization of healthcare services, they 
may be able to reduce their personal, annual out-of-pocket costs of care by $8,000 
or more by selecting Marketplace coverage rather than Medicare. The reason for 
this differential is that Marketplace plans offer out-of-pocket caps on deductibles 
and co-pays, while Medicare coverage does not. Choice of coverage requires 
complex and individualized analysis, and it simply is not the case that Medicare 
coverage is always the best choice for the patient. 

FMCNA does not engage in steering. Our role is to educate the patient so that 
the patient can choose coverage options. Our education aims to identify choices that 
are in the patient's best interest. Under the Conditions for Coverage under which 
we operate, we are required to provide counseling to patients by (a) "providing 
information and helping patients apply for Medicare, Medicaid and other insurance 

1 

Case 4:17-cv-00016-ALM   Document 3-6   Filed 01/06/17   Page 2 of 35 PageID #:  240



benefits to assure payment for care,"1 and (b) evaluating "financial capabilities and 
resources; access to available community resources; and eligibility for federal, state, 
or local resources".2 FMCNA discharges these obligations by providing such 
counseling and education in a manner that is consistent with the best interests of 
the patients.3 FMCNA does not steer patients to any particular type of coverage 
choice. Instead, we help optimize patients' ability to make informed choices 
through education and counseling. 

FMCNA has worked with the American Kidney Fund (AKF) for twenty years 
to provide our patients with access to the AKF's Health Insurance Premium Program 
("HIPP").4 The AKF is an independent charitable organization that enables dialysis 
patients to afford the coverage of their choice, based solely on financial need. The 
AKF provides premium support on a first-come, first-served basis without regard to 
the patient's selection of provider or type of health insurance coverage, and it funds 
premium payments according to the patient's choice of coverage, including 
Medicare Part B, Medigap, Medicare Advantage, employer group health plans, and 
Marketplace plans. Over 75% of our patients who receive AKF premium grants use 
those grants to pay for government-program related health insurance coverage 
(including Medicare, Medigap, and Medicare Advantage). As noted, less than 1 % of 
our patients are on Marketplace plans. Fewer still, approximately 700, or four­
tenths of one percent(0.4%) of ourpatient population,rec~iyeAKf pr:eI11iu111 
assistance for their Marketplace plan premiums. 

While we do not steer patients to particular health insurance plans, we are 
aware of insurers who do. We are concerned that insurers are increasingly 
deploying inappropriate tactics to steer patients away from Marketplaces with the 
effect of restricting consumer choice and access to care, discriminating against 
patients in violation of the ADA and other statutes, and creating a backdoor means 
to impose pre-existing condition exclusions contrary to the goals of the ACA and the 
Marketplaces. CMS is correct to focus on inappropriate steering, but the steering 
issue needs to be evaluated from both the provider and insurer perspectives. 

We would like to work cooperatively with CMS and all industry participants 
to restore balance and stability throughout the healthcare system by assuring that 

1 ESRD Surveyor Training, Interpretive Guidance Final Version 1.1 (Oct. 2008), available at 
https://www.cms.gov/M edicare/Provider-Enrollment-and­
certification/guidanceforlawsandregulations /dailysjs.html (hereinafter "Interpretive Guidance") 
(interpreting42 C.F.R. §494.140(d)). 

2 Interpretive Guidance (interpreting 42 C.F.R. § 494.80(a)(7)). 

3 Under the Conditions for Coverage, dialysis providers are required to recognize the 
individualized and personal needs, wishes and goals of the patient and to honor the patient's right to be 
informed about and participate in all aspects of care. See 42 C.F.R. § 494.70 and§ 494.80 and the 
interpretive guidance issued thereunder. 

4 The Office of Inspector General reviewed and approved the HIPP program and its safeguards 
against fraud and abuse in 1997, in OIG Advisory Opinion 97-1. 
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there are adequate means to address any unscrupulous steering practices and by 
adopting clear guardrails to allow charities like the AKF to continue to pursue the 
charitable mission of assuring patient choice and access through premium grants. 

I. Dialysis patients face challenging clinical and socioeconomic 
conditions, and they need and deserve the ability to choose the health 
insurance options that suits their individual circumstances. 

A. Dialysis patients are predominantly disabled, low-income 
and poorly educated. 

An ESRD patient must navigate multiple issues including health coverage, co­
payments and co-insurance, interaction with multiple physician specialists, 
management of multiple co-morbidities and multiple medications, 5 and balancing 
medical appointments and dialysis treatments with the normal affairs of life. Due to 
their disability and chronic illness, dialysis patients face serious challenges in 
balancing these competing needs. Adding to these challenges, this predominately 
disabled patient population is disproportionately concentrated in disadvantaged 
communities associated with low-incomes6 and reduced educational opportunities.? 

5 The typical patient with ESRD typically takes 7 - 10 medications per month. Jai 
Radhakrishnan, "The burden of prescription coverage of kidney failure patients in the United States," 
Kidney International (2006) 69, 1099 - 1100. 

6 The relationship between an individual's socioeconomic characteristics and ESRD 
diagnosis is well documented. Multiple studies show that low-income status is strongly correlated 
with a patient's heightened risk of developing ESRD. In one study, low-income individuals, defined as 
persons earning less than $15,000, were associated with a 50% increased risk of ESRD. See Lipworth 
L., Mumma M.T., Cavanaugh KL., et al: Incidence and predictors of end-stage renal disease among 
low-income blacks and whites. PLoS One 2012; 7: pp. e48407. In another, researchers found that 
"neighborhood poverty was strongly associated with ESRD incidence in both blacks and whites." 
Volkova, Nataliya et al. "Neighborhood Poverty and Racial Differences in ESRD Incidence." Journal of 
the American Society ofNephrology: JASN 19.2 (2008): 356-364. PMC. Web. 6 Sept. 2016. 

7 Research has shown that dialysis patients are widely Jacking in "health literacy," which is 
defined as the "ability to obtain, process, and understand basic health information to make 
appropriate health decisions about one's health and medical care." See Nielsen-Bohlman LT, Panzer 
AM, Hamlin B, Kindig DA, editors. (Eds.): Health Literacy: A Prescription to End Confusion, 
Washington DC, Committee on Health Literacy, Board on Neuroscience and Behavioral Health, 
National Academies Press, 2004. One study concluded that limited health literacy among dialysis 
patients is associated with a higher risk of death. See Cavanaugh, Kerri L. et al. "Low Health Literacy 
Associates with Increased Mortality in ESRD." journal of the American Society of Nephrology: 
]ASN21.11 (2010): 1979-1985. PMC. Web. 13 Sept. 2016. The researchers noted that although print 
materials are commonly used to educate dialysis patients on their condition, these materials are 
often written at high reading levels and therefore are potentially ineffective at achieving their 
purpose. See id, 
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B. The Conditions for Coverage require dialysis providers to 
assist patients with understanding the financial and 
insurance aspects of their care. 

The Conditions for Coverage8 applicable to dialysis providers set forth an 
array of requirements for dialysis facilities, including substantial obligations to 
provide holistic counseling services designed to treat the whole patient, and not 
merely the patient's ESRD. For example, dialysis providers must convene an 
"interdisciplinary team" to undertake "comprehensive assessment" of patient needs, 
including "psychosocial needs," "evaluation of the patient's abilities, interests, 
preferences, and goals," and "evaluation of family and other support systems."9 This 
assessment informs an "indiv1dualized comprehensive plan of care that specifies the 
services necessary to address the patient's needs," including monitoring 
"psychosocial status" and providing "necessary monitoring and social work 
interventions to assist the patient in achieving and sustaining an appropriate. 
psychosocial status."10 In Appendix H of the State Operations Manual, CMS notes 
that one obligation of this assessment is for the dialysis facility to "identify 
community social agencies and other resources and assisting patients and families 
to utilize them."11 As discussed more fully below, the American Kidney Fund is one 
such option. 

The interpretive guidance for the Conditions for Coverage further elaborates 
that dialysis providers must "provide services such as ... providing information and 
helping patients apply for Medicare, Medicaid and other insurance benefits to 
assure payment for care".12 They must also evaluate "financial capabilities and 
resources; access to available community resources; and eligibility for federal, state, 
or local resources13," and "make good faith efforts to help the patient resolve 
nonpayment issues" prior to discharge or transfer for nonpayment of fees14. The 
guiding principle in providing these services is that the provider should act in the 
best interest of the patient. ls 

Because many dialysis patients do not have strong networks of social, 
financial and other supports when undertaking treatment, providers like FMCNA 

8 42 C.F.R. § 494 et seq. See also 73 Fed. Reg. 20370, Medicare and Medicaid Programs; 
Conditions for Coverage for End-Stage Renal Disease Facilities, Centers for Medicare and Medicaid 
Services, April 15, 2008. 

9 42 C.F.R. § 494.80(a). 

10 42 C.F.R. § 494.90(a)(6). 

11 State Operations Manual Appendix H, Tags V-447 and 493. 

12 Interpretive Guidance (interpreting 42 C.F.R. §494.140(d)). 

13 lnterpretive Guidance (interpreting 42 C.F.R. § 494.80(a)(7)). 

14 Interpretive Guidance (interpreting 42 C.F.R. 494.180(t) (1)). 

is See e.g., 42 C.F.R. § 494.80. 
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play a comprehensive role under the Conditions for Coverage requirements in 
patients' care, including informing patients as to the financial and insurance aspects 
of that care. FMCNA takes these obligations seriously, and is guided by its core 
value of putting patients' interests first. 

C. Because of the ACA and prior legislative enactments, 
individuals with ESRD have multiple health coverage 
options, including both government-sponsored and 
commercial coverage. 

1. Individuals with ESRD who qualify for Medicare 
have the option to enroll in Medicare or in 
Marketplace plans, and they may also qualify for 
premium tax credits under the Marketplace plans. 

Although most dialysis patients are eligible for Medicare, dialysis patients are 
not required to choose Medicare as their only health insurance option.16 FMCNA 
strongly supports this position because it enhances patient choice. 

Very early in the implementation of the ACA, policymakers considered 
whether indiyidua_ls witl1 f:SRD could.qt1alify for .a.fv1arl<:~tp1CJ.~~pre]Tiium taJ~~r~~it 
to purchase a plan on a Marketplace. While individuals generally cannot qualify for 
premium tax credits for a qualified health plan purchased on a Marketplace if they 
are "eligible for minimum essential coverage"17 (such under Medicare),18 both the 
Internal Revenue Service and CMS concluded in guidance issued before the ACA 
took effect that dialysis patients could enroll in Marketplace plans and be eligible for 
premium tax credits despite their Medicare eligibility. Noting the statutory 
requirement that individuals with ESRD must "file an application" to be entitled to 
Medicare and the need to determine the patient's ESRD diagnosis, the IRS concluded 
in IRS Notice 2013-41 that an individual was only eligible for minimum essential 
coverage (and therefore ineligible for premium tax credits) when the "responsible 
agency" had made a determination that the individual has a disability or a particular 
illness.19 Because no such determination is made until the individual files an 
application for Medicare, individuals who might be entitled to Medicare had they 
applied may opt instead to enroll in a Marketplace plan and claim premium tax 
credits. 

16 See 42 U.S.C. §§ 18031(d)(2)(a), 18032(a)(1); 42 U.S.C. § 18032(f); 45 C.F.R. § 147.104; 
CMS, "Frequently Asked Questions Regarding Medicare and the Marketplace,'' Questions A.3, B.1 and 
B.2 (Aug. 1, 2014, last updated April 28, 2016). 

17 Internal Revenue Code§ 36B(c)(2](B)(i). 

18 Jd. at§ SOOOA(f)(l)(A)(i). 

19 Internal Revenue Bulletin 2013-29, Notice 2013-41, C-2(July15, 2013), available at 
htt;ps://www.irs.gov/pub/irs-irbs/irb13-29.pdf. 
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CMS concurred with the IRS's interpretation. In a series of Frequently Asked 
Questions, CMS clarified that individuals with ESRD are not required to enroll in 
Medicare, that individuals with ESRD who do not have Medicare may enroll in a 
Marketplace plan, and that individuals with ESRD who do not have Medicare may 
qualify for a Marketplace premium tax credit.ZO Any final CMS policy on this issue 
that results from this RFI should, therefore, reaffirm that a dialysis patient who is 
eligible for, but not yet enrolled in, Medicare and who has made an informed choice 
to enroll in a Marketplace plan should be able to retain the coverage of his/her 
choice and not be forced into Medicare. 

2. Individuals with ESRD who qualify for Medicaid 
have the option to enroll in Medicaid and/ or 
Marketplace plans, and they may also qualify for 
premium tax credits under the Marketplace plans. 

Similarly, those dialysis patients who are eligible for Medicaid are not 
required to enroH in Medicaid, and instead, may purchase Marketplace plan 
coverage.21 Those who do purchase Marketplace plan coverage may or may not 
qualify for premium tax credits. In our patient population, very few dialysis patients 
choose Marketplace plan coverage over Medicaid - primarily, we think, because the 
total personal cost of careJor most patients would he higher with Marketplace plan 
coverage. 

The ACA created a new Medicaid eligibility category based solely on 
income.22 Thirty-one states and the District of Columbia have adopted this category. 
In the remaining nineteen states, our dialysis patients must satisfy a low income test 
and also must demonstrate a categorical basis for Medicaid eligibility (e.g., 

2° CMS, "Frequently Asked Questions Regarding Medicare and the Marketplace," Questions 
8-1, B-2 and B-3 (Aug. 1, 2014, last updated August 28, 2014), available at 
https://www.cms.gov/M edicare /Eligibility-and-Enrollment/Medicare-and-the-
Marketplace /Downloads /Medicare-Marketplace Master FAQ 8-28-14 v2.pdf. 

21 See42 U.S.C. §§ 18031(d)(2)(a), 18032(a)(l) (requiring Marketplaces to make qualified 
health plans available to "qualified individuals," and providing that "[a] qualified individual may 
enroll in any qualified health plan available to such individual and for which such individual is 
eligible"; 42 U.S.C. § 18032(f) (defining ''qualified individuals" without regard to eligibility for other 
health insurance coverage); 45 C.F.R. § 14 7.104 (guaranteeing the availability of Marketplace 
coverage); 45 C.F.R. § 155.310 (giving individuals applying for Marketplace coverage the right to 
decline an eligibility determination for Medicaid); CMS, State Health Official/State Medicaid Director 
Letter Re: Minimum Essential Coverage, SHO No. 14-002 (Nov. 7, 2014) (indicating that individuals 
eligible for certain forms of Medicaid coverage that qualify as minimum essential coverage are 
ineligible for premium tax credits but not suggesting that those individuals are barred from enrolling 
in Marketplace plans altogether), available at https://www.medicaid.gov/federal-policy­
guidance/downloads/sho-14-002.pdf. 

22 See§ U.S.C. 1902(a)(10)(A)(i) (VIII) (creating new category) . See also NFIB v. Sebelius, 56 7 
U.S._____. 132 S. Ct. 2566 (2012) (holding that Medicaid expansion was optional for the states). 
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disability).23 This difference plays out under the Marketplace rules in this manner: 
a dialysis patient who qualifies for Medicaid eligibility solely on the basis of income 
is considered eligible for minimum essential coverage, and as such, is ineligible for 
premium tax credits. To this patient, Marketplace coverage would likely be 
unattractive because the personal out-of-pocket costs to the patient would be much 
higher under the Marketplace plan. 

By contrast, a dialysis patient who qualifies for Medicaid eligibility on the 
basis of meeting the low income test and the categorical test for disability is eligible 
for premium tax credits under the Marketplaces unless and until the patient applies 
for Medicaid coverage and is determined by the Medicaid program as meeting the 
categorical requirement24 Thus, many Medicaid eligible individuals (those that 
qualify through a disability category) remain eligible to enroll in Marketplace plans 
and receive federal Marketplace premium tax credits so long as they have not 
applied for Medicaid coverage. 

Adding further complication for potential Medicaid enrollees, the IRS and 
CMS do not treat some forms of Medicaid coverage as minimum essential coverage 
even if an individual is actually enrolled in Medicaid. Relevant for ESRD patients, 
CMS has determined that coverage under the optional "medically needy" eligibility 

·group is not sufficiently comprehensive in some states to qualify as minimum 
essential coverage, and that coverage in all states with this optional category is not 
minimum essential coverage for individuals who must "spend down" to be eligible.25 

Thus, premium tax credits are available for many patients in this optional eligibility 
group even if they actually enroll in Medicaid. Indeed, CMS has made clear that these 
individuals may enroll in both a qualified health plan and Medicaid, and has 
acknowledged that it may be in the best interest of the individual not to enroll solely 
in Medicaid, as doing so may violate the ACA's individual mandate and lead to 
penalties unless the individual is eligible for a hardship exemption.26 

While a Medicaid-eligible patient may choose Medicaid as the best option, 
education about available coverage options is particularly critical for Medicaid 
eligible patients to be able to make an informed choice based on their individual 
circumstances. We strongly urge that any final CMS policy on this issue that results 
recognize the complexity in Medicaid coverage options and that there is not a "one 

23 See 42 U.S.C. § 1902(a)(10)(A)(i)(ll)(bb). 

24 Internal Revenue Bulletin 2013-29, Notice 2013-41, C-2(July15, 2013). See also CMS, 
State Health Official/State Medicaid Director Letter RE: Minimum Essential Coverage, SHO NO. 14-
002 (Nov. 7, 2014). 

zs CMS, Medicaid Secretary-Approved Minimum Essential Coverage (Feb. 16, 2016), available 
at https:!/www.medicaid.gov/medicaid-chip-program-informa ti on /by-
topics /benefits/ downloads /state-mec-designations.pdf. See also CMS, State Health Official/State 
Medicaid Director Letter Re: Minimum Essential Coverage, SHO No. 14-002 (Nov. 7, 2014). 

26 Id. 
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