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Healthcare and FDA Compliance in 2025
Litigation Insights & Real-World Strategies



Welcome



9-9:45 a.m. Litigation Insights: FDA War Stories from    
the Front Lines

9:45-10:30 a.m. Practical Tips for Improving Your Compliance
10:30-10:45 a.m. Break
10:45-11:30 a.m. Turning Plans into Practice

Agenda
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Litigation Insights: 
FDA War Stories from the Front Lines



• Who are you dealing with?
• What kind of legal proceeding is it?
• Preparing the Company?
• What does “winning” look like?

Agenda
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• Is it a federal agency?
• Is it the Department of Justice?
• “Relators” and “Whistleblowers”?
• State Agencies?

Who are you dealing with?
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• Administrative Procedures Act in Play
• Specific Agency Procedures
• Procedures for Appeal
• Referral to AG or DOJ/OIG – civil and criminal

What kind of legal proceeding is it?
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• Know the risks
• Identify key witnesses and documentation
• Prepare compliance policies
• Coach employees on proper documentation
• Do employees need their own lawyer?

Preparing the Company
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• Avoid issue creep
• Concluding the investigation
• Settling any claims
• Litigation if no better option
• Consider collateral consequences
• Clearly define Compliance going forward

What does “winning” look like?
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Questions
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Practical Tips for Improving 
Your Compliance



• Compliance program basics 
• False Claims Act enforcement update
• Practical tips & best practices
• How to prepare for an unexpected visitor
• Questions

Agenda
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1. Written policies and procedures

2. Compliance leadership and oversight

3. Effective training and education

4. Effective lines of communication with the Compliance Officer and Compliance 
Hotline

5. Enforcing standards: consequences and incentives

6. Risk assessment, auditing, and monitoring

7. Responding to detected offenses and developing corrective action initiatives

Elements of an Effective Compliance Program
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• Total Settlements & Judgments: $2.9 billion
• Number of Qui Tam Lawsuits: 979 (highest in history)

• Total Settlements & Judgments Since 1986: $78 billion
• Total Cases Resolved: 558 (2nd highest after 2023’s record of 566)

False Claims Act Enforcement Update FY 2024
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FCA Enforcement
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Category FY 2023 FY 2024
Total FCA Recoveries ($B) 2.68 2.9 
Total Qui Tam Lawsuits Filed 712 979
Total FCA Settlements & 
Judgments

543 558

Qui Tam Recoveries ($B) 2.3 2.4
Whistleblower Payouts ($M) 349 400



• Health Care Fraud (Largest sector)
• Opioid Crisis & Pharmaceutical Fraud

• Medicare Advantage fraud

• Kickback, Stark Law

• Pandemic Relief Fraud
• Cybersecurity & Government Contracts Fraud
• Military Procurement Fraud
• Whistleblower Incentives & Qui Tam Actions

DOJ Priorities
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• Opioids
• Lack of medical necessity 
• Unnecessary services 
• Medicare Advantage
• Kickbacks

• HCP payments over FMV

• Luxury trips, lavish meals

• Speaker programs 

Hot Topics
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• Whistleblower risk is at an all-time high 
• Strengthen internal compliance and reporting programs

• Detect fraud before a whistleblower does

• Healthcare enforcement is not slowing down
• Cybersecurity compliance is now a major FCA risk area
• Expect continued aggressive enforcement against improper billing, 

kickbacks, and unnecessary services

Lessons
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• Compliance policy gap assessment 
• Create an effective internal reporting system
• Regular compliance training 
• Internal audits & monitoring (focus on Hot Topics)
• Address & correct issues quickly
• Hold leadership accountable 
• Monitor enforcement trends 

How to Adapt Your Compliance Program
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• Risks of Disclosing:
• DOJ could expand into other areas

• Can’t go back

• No guarantee 

• Risk of uncovering additional issues

• Risks of Not Disclosing:
• Enforcement agencies discovering misconduct

• Whistleblower risk

• Penalties may be more severe

Self-Disclosure: Is honesty the best policy?
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• Doing what is right?
• Doing whatever the government says?

What is Compliance?
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• Doing what is right?
• Doing whatever the government says?
• Doing what’s legal?
• Something else I haven’t thought of?

What is Compliance?
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• An employee presents with a compliance concern. “But I heard that’s 
illegal.”

• You need to evaluate the concern and, if appropriate, dissuade them
• Law and psychology merge

The Problem 
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• Assessing the individual’s credibility
• Listen with an open mind

• Do you have an employee who cries wolf? 

There’s a Billy Joel Song for That! 
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• Assessing the individual’s credibility
• Listen with an open mind

• Do you have an employee who cries wolf? 

• The stopped clock axiom 

There’s a Billy Joel Song for That! 
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• You can only persuade the persuadable
• Power of coffee
• How much thought have you given to your interviewing process?
• “Name that whistleblower”

Choose Wisely
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• Is it better to take things under advisement?
• Be sure to ask for citations to authority

Aha!
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• Constitution (due process, contracts clause, enumerated powers)
• Statutes (U.S. Code/Social Security Act)
• Regulations/National Coverage Determinations

• Code of Federal Regulations

• State Regulations or Administrative Code

• NCD Manual (A binding manual!)

Regulatory Hierarchy
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• Everything else is nonbinding
• Manuals

• Local coverage determinations

• Guidance from contractors

• Regulatory Preambles

• FAQs

Regulatory Hierarchy
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• “No rule, requirement, or other statement of policy (other than a 
national coverage determination) that establishes or changes a 
substantive legal standard governing the scope of benefits, the 
payment for services, or the eligibility of individuals, entities, or 
organizations to furnish or receive services or benefits under this title 
shall take effect unless it is promulgated by the Secretary by 
regulation under paragraph (1).”

SSA 1871(a)(2) is Our Friend

© 2025 Fredrikson & Byron, P.A. 33



• “Thus, if government manuals go counter to governing statutes and 
regulations of the highest or higher dignity, a person ‘relies on them 
at his peril.’ ” Government Brief in Saint Mary’s Hospital v. Leavitt.

• “[The Manual] embodies a policy that itself is not even binding in 
agency adjudications…. Manual provisions concerning 
investigational devices also ‘do not have the force and effect of law 
and are not accorded that weight in the adjudicatory process.’ ” Gov’t 
brief in Cedars-Sinai Medical Center v. Shalala. 

Manuals/Guidance Can’t Limit Coverage
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• An LCD is a coverage determination issued by a contractor, not 
promulgated by the agency, and is not even binding on an 
administrative law judge. See 42 C.F.R. 405.1062(a).

• “The district court correctly stated in its instructions to the jury that 
LCDs are ‘eligibility guidelines’ that are not binding and should not be 
considered “the exact criteria used for determining” terminal illness.” 

• United States v. Aseracare, Inc., et al., 938 F.3d 1278, 1288 (11th Circ. 2019)

Role of LCDs
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Google With Caution!
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The Power of the Internet?
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What’s This Gibberish??
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• Current CFR: https://gov.ecfr.io/cgi-bin/ECFR
• Federal Register: https://www.federalregister.gov/
• Manuals: https://www.cms.gov/Regulations-and-

Guidance/Guidance/Manuals/index.html?redirect=/manuals/

Links to Official Versions
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https://gov.ecfr.io/cgi-bin/ECFR
https://www.federalregister.gov/
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/index.html?redirect=/manuals/
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/index.html?redirect=/manuals/


• Financial Relationships
• Billing snafus
• Coding problems
• Giving billing advice
• Off label promotion?
• Confidentiality snafus
• Pixels?
• Lying in an interaction with the government

What Will Get You On TV?
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• Is it a requirement or a guideline?
• Medicare: is it in the constitution, statute, regulations, Medicare 

Claims Processing or other Manuals, or carrier policy?
• Private payors: is it in the contract? Are the Manuals incorporated?  
• Get a copy of the rule in writing
• Have your lawyer/consultant explain all arguments supporting and 

refuting the position
• Determine if the rule was properly promulgated
• Just because someone sounds smart doesn’t mean they’re right

Question Authority

© 2025 Fredrikson & Byron, P.A. 43



© 2025 Fredrikson & Byron, P.A. 44



• CMS
• OIG
• FBI
• MFCU
• Postal Inspector
• IG Railroad Retirement Board
• DCIS
• Licensing boards
• NRC
• FDA
• DEA
• FDA
• Patients

Here Comes Trouble
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• Know what to do/who to call
• Try to remember these tips; it is easy to forget, and hard not to panic 

(get our laminated card)
• An emergency plan must include how to contact people at odd hours

Prep Work Is Key
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• Who sent it?
• Requests for multiple records are much more troubling
• Make sure you keep a copy of everything you send
• Be thorough 
• Talk with counsel

The Letter
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• Get the caller’s name
• Find out what they are talking about

Telephone Calls
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“Now wait just a minute here…
How are we supposed to know you’re the REAL Angel of Death?”



• Get the caller’s name
• Find out what they are talking about
• Call the person back. This will allow you to verify the caller’s identity 

and gather your thoughts.

Telephone Calls
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• Ask for identification and Form 482 (Notice of Inspection)
• Don’t panic. Notify the internal FDA response team.
• Ask questions about the scope, escort FDA to meeting area

• T – Tell the TRUTH
• L – LISTEN to the question (and make sure you understand it)

• A – ANSWER the question (clearly and concisely)

• S – STOP after you’ve answered

• T – Tell the TRUTH

FDA Investigations
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• A grand jury subpoena from Atlanta says, "The United States 
Attorney requests that you do not disclose the existence of this 
subpoena. Any such disclosure would impede the investigation being 
conducted and thereby interfere with the enforcement of the law."  

The Subpoena

© 2025 Fredrikson & Byron, P.A. 52



• If they have a warrant, let them in
• Do not talk to them
• Get I.D. and call a lawyer

Armed Agents at the Door
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• Agents want you to talk. They will use your:
- Fear
- Confidence

• Your biggest weapon:
- Silence

• Be especially wary of saying “my lawyer told me it was ok.” You 
will have waived the attorney-client privilege.

Dealing With Investigations
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“OK. I’ll go back and tell my people that you’re staying in the
boat, but I warn you they’re not going to like it.”



• Don’t try to convince the agent “It is all a misunderstanding.”

Remember two key points:
• Medicare rules are complicated. You may have violated one without 

knowing it;
• To many investigators - there is no such thing as an “innocent 

mistake.”

The Agents Are NOT Your Friends:
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Agent:
• Can’t require anyone to attend interview
• Can’t obtain documents without a warrant or subpoena
• Can’t obtain privileged information
• Can’t prevent you from talking about the interaction

Know Your Rights
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• Cannot prevent employees from talking
• If you talk, you must tell the truth
• Never destroy/hide documents

Know Your Obligations
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Which monster did this – Godzilla? Gargantua? Who?”
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Turning Plans into Practice
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(Moderator)
Gardner Law
Founder & Managing 
Partner

Stephen Froehle
Coloplast
VP & General Counsel

Sarah Karlgaard
FUJIFILM
General Counsel & 
Secretary

Anne Miller
Medtronic
Senior Strategic Counsel

Alex Rosenstein
NMDP
General Counsel

Panelists

© 2025 Fredrikson & Byron, P.A. 65



Closing Remarks
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