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ANALYSIS OF THE 
ALLERGAN DECISION
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THE THEORIES OF “BEST PRICE” IN ALLERGAN
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• Relator brought claims against Allergan Sales, LLC (Allergan) in U.S. 
District Court for the District of Maryland alleging various violations of 
the False Claims Act (FCA).

• The FCA claims were based on supposed violations of “best price” 
reporting obligations under the Medicaid Drug Rebate Statute:

Relator’s Theory

Statute requires reporting of                  
all discounts in full                  
distribution chain

Allergan’s Theory

Statute requires reporting of 
discounts provided only to a 

single entity
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THE DISTRICT COURT AND FOURTH CIRCUIT SIDE 
WITH DEFENDANT
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• The District Court dismissed the case, and the Fourth Circuit affirmed 
on scienter grounds.
– Under the FCA, a defendant must have acted “knowingly”—i.e., with actual 

knowledge, deliberate indifference, or reckless disregard. 
• Applying the Supreme Court’s decision in Safeco Ins. Co. v. Burr, 551 

U.S. 47 (2007), the Fourth Circuit held:
Under the FCA, a defendant cannot act “knowingly” if it bases
its actions on an objectively reasonable interpretation of the
relevant statute when it has not been warned away from that
interpretation by authoritative guidance. This objective
standard precludes inquiry into a defendant’s subjective intent.
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THE FOURTH CIRCUIT’S STRONG LANGUAGE IN 
SUPPORT OF FCA DEFENDANTS

6

“Given the thicket of Medicaid 
regulations, it is not too much to 
expect something more in the 

way of clarity and direction . . . .”

“If the government wants to 
hold people liable for violating 

labyrinthine reporting 
requirements, it at least needs 
to indicate a way through the 

maze.”

“It is profoundly troubling to 
impose such massive liability 
on individuals or companies 

without any proper notice as to 
what is required.”

“People have asked how to play 
Calvinball.  It’s pretty simple: you 

make up the rules as you go.” 
(quoting Calvin and Hobbes)

“The [FCA] does not assess 
liability through ambush.”
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LOOKING AHEAD AFTER ALLERGAN
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• Allergan has important implications for future FCA cases:
– Cite Allergan often with the DOJ!
 The Third, Seventh, Eighth, Ninth, and D.C. Circuits have also applied the 

same test to FCA cases
– Move to dismiss FCA lawsuits as a matter of law
– Keep up-to-date on how courts are interpreting the meaning of 

“authoritative guidance”
– Consider applying a similar argument to the FCA’s falsity requirement



mwe.commwe.com

LOOKING AHEAD AFTER ALLERGAN
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• Allergan should also impact the way companies operate well before any 
enforcement action or litigation arises:
– Consider and document the basis for interpretations of ambiguous statutes 

or regulations
– Consider seeking clarification from the relevant payor or regulator



mwe.commwe.com

COVID-19 
HEALTHCARE 
ENFORCEMENT 
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“The Department remains committed to using every available 
federal tool — including criminal, civil, and administrative 

actions — to combat and prevent COVID-19 related fraud. We 
will continue to hold accountable those who seek to exploit the 
pandemic for personal gain, to protect vulnerable populations, 
and to safeguard the integrity of taxpayer-funded programs”

- US Attorney General Merrick Garland – March 10, 2022
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• COVID-19 Fraud Cases from 2020-2022
– 1,000 individuals criminally charged
– $1 billion in total fraud losses
– $1.2 billion seized

• Additional COVID-19 Enforcement Resources in 2022
– DOJ Director for COVID-19 Fraud Enforcement
– $36.5 million budget increase
– 120 new AUSAs and 900 new FBI agents

COVID-19 HEALTHCARE ENFORCEMENT ACTIONS 
TO INCREASE IN 2022 AND BEYOND
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• False Claims Act (FCA) Cases Likely to Increase
– DOJ and HHS-OIG have repeatedly emphasized the use of FCA to combat 

pandemic-related healthcare fraud
– DOJ recovered over $5 billion from FCA healthcare cases in 2021
– DOJ is bringing more FCA cases on their own instead of relying almost 

entirely on whistleblowers

COVID-19 HEALTHCARE ENFORCEMENT ACTIONS 
TO INCREASE IN 2022 AND BEYOND
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DOJ and HHS-OIG’s COVID-19 Enforcement Priorities
1. HHS’s Provider Relief Fund

– Over $140 billion distributed to providers
– First round of PRF reporting is being analyzed now

2. Telehealth Services
– Expanded exponentially during the pandemic
– Over 43% of all Medicare beneficiaries used telehealth

3. Improper Billing Schemes
– Bundling COVID-19 tests
– Emergency override billing codes

COVID-19 HEALTHCARE ENFORCEMENT ACTIONS 
TO INCREASE IN 2022 AND BEYOND
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Key Compliance Takeaways
• Monitor federal and state regulatory and statutory changes
• Incorporate data analytics into your compliance program
• Adapt your compliance program and internal controls to support PRF 

reporting and audits
• Carefully consider implications of third-party arrangements
• Be diligent in design and oversight of marketing strategies
• Proactively examine COVID-19-related coding and billing practices

COVID-19 HEALTHCARE ENFORCEMENT ACTIONS 
TO INCREASE IN 2022 AND BEYOND
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SUB-REGULATORY 
GUIDANCE AND 
ALLERGAN
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WHEN IS GUIDANCE “AUTHORITATIVE”?

• A key aspect of applying the Safeco/Allergan test is whether the agency 
guidance is “authoritative” 
– The defendant’s “objectively reasonable interpretation” of a statute is then 

compared to determine whether “authoritative guidance might have 
warned the defendant away from that reading”

• Other Supreme Court precedent is relevant to evaluating when 
guidance under the Social Security Act is enforceable

16
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MEDICARE SUB-REGULATORY GUIDANCE 
ENFORCEMENT DEVELOPMENTS *The Supreme Court 

explained that under Section 
1871(a)(2), a “substantive 
legal standard”  includes any 
legal decision that creates 
rights and obligations, such as 
the scope of benefits; 
payment for services; eligibility 
of individuals to receive 
benefits; or eligibility of 
individuals, entities or 
organizations to furnish 
services.

• Azar v. Allina Health Services, et. al. (2019)
– Supreme Court found that HHS's decision changed a substantive legal 

standard, and HHS was required  to provide an appropriate notice and 
comment period under the Social Security Act. 

• In interpreting the ruling, the Office of General Counsel (OGC) 
concluded:
– The holding restricts HHS’s ability to take enforcement action or collect 

overpayments, including using guidance documents setting forth 
interpretive payment rules as the basis of an enforcement action.

– Even if the sub-regulatory guidance is not specifically enforceable, CMS 
may attempt to use for other purposes, such as scienter or materiality.
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COURTS CONTINUE TO EXAMINE ENFORCEABILITY OF 
SUB-REGULATORY GUIDANCE
• Agendia v Azar (9th Cir. 2021)

– SSA’s notice and comment requirements not apply to Local Coverage 
Determinations (LCDs) because LCDs are not binding
 This also means that LCDs can’t form the basis for “authoritative guidance”

• But see US v Anesthesia Services Associates (MD Tenn 2019)
– Shows courts can get it wrong when the parties don’t fully brief the issue

• Polansky v Executive Health Resource (3rd Cir. 2021), cert. pending
– Affirmed summary judgment against relator alleging non-compliance with the 

Medicare manual’s two midnight rule
• Dobson v. Azar (11th Cir. 2022)

– Vacated district court’s holding that the Prescription Drug Benefit Manual 
clarified the meaning of “medically accepted indication”
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DOJ GARLAND MEMO
• On July 1, 2021, US Attorney General Merrick Garland issued a 

memorandum on the “Issuance and Use of Guidance Documents by the 
Department of Justice” (Garland Memo). 

– Reemphasized that guidance documents issued by an agency “do not have the 
force and effect of law” 

– Rescinded two memoranda issued by the Trump Administration, which limited the 
DOJ’s ability to issue and utilize guidance documents

– DOJ should clearly label guidance documents as such and should cite to the 
binding legal authority that serves as a guidance document’s basis

– Enforcement actions cannot be based on guidance documents alone because 
such documents do not create binding obligations

19
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MORE GUIDANCE DEVELOPMENTS
• Good Guidance Practices Rule

– New procedures for issuing guidance
– Repository
– Public petition to withdraw

• HHS Transparency and Fairness in Civil Administrative 
Enforcement Actions Rule
– Only apply standards and practices in civil enforcement actions that have been publicly 

announced
– Publish any assertions of new or expanded jurisdiction before asserting in a civil 

enforcement action
– Written notice of its initial legal and factual determinations, an opportunity to respond to 

the same, and, if requested, a written response to the parties’ response, all before 
initiating a civil enforcement action

• HHS proposed repealing both rules in October 2021
20
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• Examine any enforcement action to determine whether the decision is based on sub-
regulatory guidance that offends the Allergan/Allina standards

• Be on the lookout for attempts by CMS to codify sub-regulatory guidance in notice-
and-comment rulemaking in order to prospectively avoid this problem, and for CMS 
attempts to impose the same obligations through contracts

• What qualifies as authoritative guidance, and how to marry the “substantive legal 
standard” and “authoritative guidance” tests is likely be a focus of debate and 
litigation in future FCA cases

• Organizations or trade associations should consider submitting comments to HHS 
that explains an interpretation of a particular ambiguous issue and ask for clarity 

21

TAKEAWAYS
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• Hosted on the second Tuesday 
of each month from 12:00 - 1:00 
pm ET

• Please contact Tyler Chalmers 
(tchalmers@mwe.com) to pre-
register for an upcoming webinar

2022 ENFORCEMENT OUTLOOK WEBINAR SERIES: 
IS YOUR ORGANIZATION PREPARED?
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UPCOMING TOPICS
MAY: FINANCIAL CRIMES

JUNE: SEC ENFORCEMENT /
SECURITIES FRAUD

JULY: CYBER/DATA PRIVACY

mailto:tchalmers@mwe.com
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This material is for general information purposes only and should not be construed as legal advice or any other advice on any specific facts or circumstances. 
No one should act or refrain from acting based upon any information herein without seeking professional legal advice. McDermott Will & Emery* (McDermott) 
makes no warranties, representations, or claims of any kind concerning the content herein. McDermott and the contributing presenters or authors expressly 
disclaim all liability to any person in respect of the consequences of anything done or not done in reliance upon the use of contents included herein. 
*For a complete list of McDermott entities visit mwe.com/legalnotices.

©2021 McDermott Will & Emery. All rights reserved. Any use of these materials including reproduction, modification, distribution or republication, without the 
prior written consent of McDermott is strictly prohibited. This may be considered attorney advertising. Prior results do not guarantee a similar outcome. 
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THANK YOU / 
QUESTIONS?
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