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Kristin Bass, Chief Policy & External Affairs Officer, PCMA 

Wendy Krasner, Senior Vice President, Regulatory Affairs, PCMA 
 

From: Thomas R. Barker, Partner 

Ross Margulies, Senior Associate 

Regarding: Legal Assessment of Ability of HHS-OIG to take Action on Rebates 

 

You have asked for a legal analysis of the ability of the Department of Health and Human 

Service Office of Inspector General (HHS-OIG) to resurrect the policies contained in its 

2019 rebate rule without first going through a new round of notice-and-comment rulemaking. 

Below we analyze possible pathways the agency could pursue to achieve this goal, including 

by finalizing the original 2019 proposed rule, issuing the rule as an interim final rule (IFR), 

or finalizing the policy through guidance or some other sub-regulatory means. Regardless of 

the method used, we conclude that the agency lacks the legal authority to circumvent notice-

and-comment rulemaking procedures. Irrespective of whether the agency seeks to finalize the 

rebate rule as proposed, or seeks to substitute an alternative policy with the same or similar 

effect, it must first issue a notice of proposed rulemaking and seek public comment before 

finalizing any new rebate policy.  

I. Background 

On February 6, 2019 HHS-OIG published in the Federal Register a proposed rule that would 

have amended the agency’s existing safe harbor regulations to exclude from protection under 

the Anti-Kickback Statue (AKS) certain reductions in price or other remuneration from a 

manufacturer of prescription pharmaceutical products to plan sponsors or PBMs under 

Medicare Part D or Medicaid managed care (the “rebate rule”).1 During a 60-day public 

comment period the agency received nearly 20,000 comments, many in opposition. Exactly 

one month later, on July 10, 2019, the Office of Management and Budget (OMB) announced 

that HHS-OIG was formally “withdrawing” the proposed rule and listed the rule as a 

“Completed Action” on its website.2 In response to the withdrawal, HHS spokesperson 

Caitlin Oakley stated the Administration would continue pursuing other drug pricing 
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reforms: “President Trump and Secretary Azar are taking bold action to end foreign free 

riding, examine how to safely import lower-cost prescription drugs, empower patients with 

meaningful transparency, and the list goes on.” 

We understand the Administration may now be reconsidering its decision to withdraw the 

rebate policy. PCMA has asked us for an analysis of the ability of HHS-OIG to take action 

on rebates, either as a final rule (without a new notice of proposed rulemaking, or NPRM), as 

an interim final rule (IFR), or as a guidance or policy statement (completely circumventing 

the rulemaking process). We examine each of these possibilities below. 

II. Can HHS-OIG finalize the rebate rule without issuing a new NPRM? 

Unlikely.  Before a rule is proposed, withdrawn, finalized, or even challenged, an agency 

must comply with certain formalities. Virtually all agency rulemaking – including the now-

withdrawn rebate rule – goes through a rulemaking process commonly referred to as notice-

and-comment rulemaking, consisting of an NPRM, a public comment period, and a final 

rule.3 When an agency engages in this type of rulemaking it must comply with the 

requirements of section 553 of the APA, which generally “sets forth the procedures by which 

federal agencies are accountable to the public and their actions subject to review by the 

courts.”4 In addition, any rule, requirement, or statement of policy that “establishes or 

changes a substantive legal standard governing … the payment for services” in the Medicare 

program must go through an even more enhanced level of scrutiny by the public and agency 

review.5 

HHS-OIG followed the APA’s procedural standards for its 2019 rulemaking up to and 

including its withdrawal of the proposed rebate rule.6 In particular, HHS-OIG set forth a 

reasonable and detailed notice of its proposal,7 made reference to the legal authority under 

which the rule was proposed,8 and gave interested persons the opportunity for public 

comment.9  The agency then concluded the rulemaking process by issuing a final agency 

action based on these comments – a withdrawal of the proposed rule.10,11  

That the rulemaking process concluded with a final agency action is important to the analysis 

here, as it clearly signals to the public that such a withdrawn policy could be resurrected only 

through a new rulemaking cycle consisting first of a new NPRM, given that the public is no 

longer on notice of the agency’s intention to adopt the policies previously contained in the 

rebate rule.12 This condition precedent to finalizing any new rebate policy would apply 

irrespective of whether the agency seeks to finalize the rule as proposed, or some variation of 

this policy. The definitional section of the APA makes clear a withdrawal is included in the 

term “agency action.”13 Case precedent also makes clear such agency action is final when it 

is “definitive” and has a “direct and immediate effect on the day-to-day business of the party 

challenging or subjected to the action.”14 Put differently, two conditions must be satisfied for 

an agency action to be deemed “final”: 

“First, the action must mark the consummation of the agency's decisionmaking process 

. . . -- it must not be of a merely tentative or interlocutory nature. And second, the action 

must be one by which rights or obligations have been determined, or from which legal 

consequences will flow.”15 
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Given that courts have interpreted “finality” in a “flexible and pragmatic way,”16 it would 

appear that the withdrawal meets this two-part test of a final agency action. First, as set forth 

in documentation made public by OMB, the withdrawal constituted the concluding action of 

the rulemaking process for the proposed rebate rule.17 Statements made to the press at the time 

of the withdrawal by the agency similarly indicated that the Administration had considered 

comments (including the $177 billion price tag of the rule) and decided not to finalize the 

rule.18,19  

 

Second, legal consequences clearly flowed from the agency’s decision to withdraw the rule, 

keeping in place the longstanding anti-kickback statute treatment of rebates. In particular, 

given that the rebate rule would have changed the legal standard for rebates paid by 

pharmaceutical manufacturers to health plans and PBMs, the agency’s decision not to adopt 

the rule had similarly significant legal consequences.  

 

The formal withdrawal of a final agency action necessarily requires an agency to re-initiate the 

rulemaking process as the public no longer has notice of the agency action.20 In this instance, 

HHS-OIG cannot support finalizing the policies set forth in the now-withdrawn proposed 

rebate rule, notwithstanding the other substantive legal and policy barriers to doing so,21 

because the public is no longer on “notice” that the policies are even being considered.22 So, 

too, a reviewing court would likely find it not reasonable to anticipate that the agency would 

turn around and summarily finalize the rebate rule after previously withdrawing its proposal.23   

 

III. Can HHS-OIG finalize the Rebate rule through an IFR? 

 

Unlikely. The APA contains an exception to the general NPRM requirements when the agency 

“for good cause finds … that notice and public procedure thereon are impracticable, 

unnecessary, or contrary to the public interest.”24  One use of the good cause exception allows 

agencies to issue “interim final” rules or IFRs.25 When issuing an IFR, an agency invokes good 

cause, issues a rule with a close-to-immediate (or even retroactive) effective date, and then 

holds a post-promulgation comment period. If the agency is persuaded by any of the comments 

and so chooses, the rule can be amended in light of those comments. 

 

Yet, the legislative history and subsequent Court decisions have called into question the ability 

of a Federal agency to use the “good cause” exception to circumvent normal rulemaking 

procedures except in truly urgent situations. Courts are generally reluctant to uphold agencies’ 

use of exceptions to the typical course of APA rulemaking: 

 

“It should be clear beyond contradiction or cavil that Congress expected, and the courts 

have held, that the various exceptions to the notice and comment provisions of section 

553 will be narrowly construed and only reluctantly countenanced.”26 

 
Accordingly, courts have held that the exceptions are “an important safety valve to be used where 

delay would do real harm,” and are not to be used “to circumvent the notice and comment 

requirements whenever an agency finds it inconvenient to follow them.”27 Congress’ intentions 

with respect to the “good cause” exception are clear in the comments of the Senate committee 

responsible for the APA’s drafting: 
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“The exemption of situations of emergency or necessity is not an "escape clause" in the 

sense that any agency has discretion to disregard its terms or the facts. A true and supported 

or supportable finding of necessity or emergency must be made and published. 

"Impracticable" means a situation in which the due and required execution of the agency 

functions would be unavoidably prevented by its undertaking public rule-making 

proceedings.”28 

 

The APA itself sets out three exceptions that may constitute good cause: (1) when notice and 

comment is impracticable, (2) when it is unnecessary, or (3) when it is contrary to the public 

interest.29 There is no evidence HHS-OIG faces “a situation in which due and required execution 

of the agency functions would be unavoidably prevented by its undertaking public rule-making 

proceedings.”30 Nor can the unnecessary exception apply, given that HHS-OIG already took the 

position that a NPRM was necessary (by issuing a proposed rule). Similarly, promulgation of 

an IFR would not be justified as such a rule would not address an “emergency” situation 

affecting the public interest.31 While drug pricing is certainly a pressing issue, there is no 

evidence that HHS-OIG confronts an “emergency” or situation in which, failing quick action 

by the agency, the public interest would be prejudiced. 

 

Recent case precedent further supports this position. In Dialysis Patient Citizens v. Burwell, 

Civil Action No. 4:17-CV-16, 2017 U.S. Dist. LEXIS 10145 (E.D. Tex. 2017), patient groups 

and dialysis providers challenged an HHS IFR requiring, among other things, that dialysis 

providers disclose to patients that they are contributing to charities and to receive assurance 

from insurers that they will accept charitable premium assistance. In that case the court flatly 

rejected HHS’ contentions that there was good cause to issue an IFR, and in particular its 

contention that emergency rulemaking was necessary to prevent further harm to dialysis 

patients.32 The court reiterated the D.C. Circuit’s position that NPRM should only be disposed 

of where “announcement of proposed rule would enable the sort of…manipulation the rule 

sought to prevent.”33 

 

IV. Does the current public health emergency (PHE) permit the agency to proceed 

through the IFR process? 

 

There is nothing about the current PHE that changes our analysis. Agency use of the IFR 

process is of course more common during a public health emergency (PHE), as regulators 

attempt to work swiftly to address real and pressing crises. So, for example, on April 6, 2020 

CMS published in the Federal Register the first of two IFRs designed to afford healthcare 

providers and suppliers significant regulatory flexibilities during the COVID-19 pandemic.34 

In issuing the IFR and bypassing the NPRM procedures, CMS noted, in part:  

 

“The nation is experiencing an emergency of unprecedented magnitude. Ensuring the 

health and safety of Medicare beneficiaries, Medicaid recipients, and healthcare 

workers is of primary importance. As this IFC directly supports that goal by offering 

healthcare professionals flexibilities in furnishing services while combatting the 

COVID–19 pandemic and ensuring that sufficient health care items and services are 

available to meet the needs of individuals enrolled in the Medicare and Medicaid 

programs, it is critically important that we implement this IFC as quickly as possible. 
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As we are in the midst of a PHE, we find good cause to waive notice and comment 

rulemaking as we believe it would be contrary to the public interest for us to undertake 

normal notice and comment rulemaking procedures.” 

 

Unlike the two IFRs issued by CMS, the HHS-OIG rebate policy bears no direct (or even 

indirect) relation to the current emergency situation. Given that the rebate policy pre-dates the 

current PHE and was previously issued as an NPRM, any attempt to bypass these procedures 

now would be highly suspect. 

 

V. Could HHS-OIG finalize a rebate policy through an enforcement alert or other 

subregulatory guidance? 

 

No. While some have speculated that HHS-OIG could simply change its enforcement position 

vis-à-vis rebates,35 we believe that such an action would violate the APA as the policy 

constitutes a legislative rule.36 HHS-OIG has already engaged in rulemaking on section 

1128B(b) of the Social Security Act which establishes a statutory exception for discounts as 

part of the anti-kickback statute.37 In the NPRM, HHS-OIG proposed changes to these 

regulatory requirements, explicitly acknowledging a regulatory change is necessary to 

effectuate this policy. 

 

The APA distinguishes between “rules” that must be issued pursuant to notice-and-comment, 

(also referred to as “legislative rules”) from those that do not require notice-and-comment, 

(known as “interpretive rules”).38 The APA does not further define “interpretive rules,” but the 

Supreme Court has stated that a “critical feature” of an interpretive rule is that it is “issued by 

an agency to advise the public of the agency’s construction of the statutes and rules which it 

administers.”39 Importantly, however, interpretive rules “do not have the force and effect of 

law….”40 By contrast, “an agency action that sets forth legally binding obligations or 

prohibitions on regulated parties—and that would be the basis for an enforcement action for 

violations of those obligations or requirements—is a legislative rule.”41  

 

Subjecting rebates paid by pharmaceutical manufacturers to health plans and PBMs to anti-

kickback statute scrutiny very clearly constitutes a legislative rule subject to the APA’s 

rulemaking procedures. This change in the treatment of rebates would impose a “legally 

binding obligation” on manufacturers, plan sponsors, and PBMs. Because such a requirement 

would have the “force and effect of law,” HHS-OIG must adhere to the APA’s procedural 

strictures in adopting a rebate policy.  

 

VI. Could the White House direct HHS-OIG to implement the policy through an 

Executive Order? 

 

While the White House is free to issue Executive Orders and direct Federal agencies to take 

specific actions, there is nothing the White House could include in an Executive Order that 

would alter this legal analysis. So, for example, while the White House could issue an 

Executive Order directing HHS-OIG to change its enforcement posture with respect to rebates, 

this order would carry the same (insufficient) legal weight as a guidance document issued by 

the agency itself. 
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