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About the Editor
Howard L. Dorfman (editor, and author of chapter 6, and co-author
of chapters 1, 7 and 10) is Founder of H.L. Dorfman Pharmaceutical
Consulting, LLC, which provides compliance, regulatory, and risk
management consulting services to pharmaceutical and biotech
companies, and is an Adjunct Professor and Distinguished Practitioner in Residence at Seton Hall Law School, where he teaches in
the Health Law and Healthcare Compliance programs. Previously,
Mr. Dorfman has served in various senior capacities in national and
international companies in the health sector. Mr. Dorfman has served
as Vice President and General Counsel at Ferring Pharmaceuticals,
Inc. in Parsippany, New Jersey, where he was responsible for all legal
matters relating to the U.S. affiliate of the Swiss-based global pharmaceutical and biotech company. Previously, he served as a Counsel
in the Life Sciences group at Ropes & Gray LLP in New York, where
he focused his practice on the pharmaceutical, medical device, and
biotech industries.
Mr. Dorfman’s areas of expertise include FDA regulatory law, fraud
and abuse, compliance programs, risk management processes, mergers
and acquisitions, corporate governance, and product liability. Prior to
his time at Ropes & Gray, he was chief legal officer of the pharmaceutical
division of Bayer Healthcare LLC, where he was responsible for legal
oversight relating to the commercial, regulatory, and compliance
activities of the company’s pharmaceutical operations. Before joining
Bayer, he worked at Bristol-Myers Squibb (BMS), where he first served
as Counsel in the Litigation department and subsequently as Counsel
to the company’s U.S. pharmaceutical operations.
Mr. Dorfman has established OIG compliance processes at major
pharmaceutical and biotech companies and start-ups and provides
counseling on regulatory, compliance and risk management issues as
well as advising companies on compliance with the Foreign Corrupt
Practices Act (FCPA). He has lectured and published articles on a range
of regulatory, compliance and product liability issues. Mr. Dorfman
received his B.A. with honors from Yeshiva University and his J.D.
from Brooklyn Law School.
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Previously, Ms. Cunningham served as a law clerk for the Honorable
Fernando M. Olguin of the United States District Court for the Central
District of California.
Ms. Cunningham received her J.D., with Pro Bono Distinction, from
Stanford Law School in 2013, where she was the Legislative Notes
Editor for the Stanford Law and Policy Review. While in law school,
Ms. Cunningham was active in the Stanford Community Law Clinic
and the Stanford Law Association. Ms. Cunningham earned her B.A.,
summa cum laude, in History, with a minor in Political Science, from
Washington University in St. Louis in 2009. Prior to attending law
school, Ms. Cunningham was Coro Fellow in Public Affairs.
Ms. Cunningham is currently admitted to practice law in the State
of California. She is admitted to practice before the United States
District Court for the Northern District of California.
Phillip V. DeF edele (chapter 7) is an Associate at Buchanan Ingersoll
& Rooney PC in Newark, New Jersey and a member of the FDA/
Biotechnology Practice Group. Mr. DeFedele graduated valedictorian,
summa cum laude, from Seton Hall University School of Law with
a concentration in health law and is an alumnus of The College of
New Jersey.
Mr. DeFedele focuses on the life sciences industry. He has experience with the laws and industry standards that apply to the research
and development, approval, marketing, and sale of pharmaceuticals,
medical devices, and biologics. Mr. DeFedele has negotiated and
drafted domestic and international contracts for the clinical development, marketing, and distribution of pharmaceutical products,
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advised on the laws applicable to clinical trials, and counseled on
lawful, non-misleading promotional materials. He also advises on
best practices for interactions with healthcare professionals, with a
focus on minimizing anti-kickback risks, and counsels on the setting
of compliance priorities based on routine monitoring of government
enforcement actions.
Alena C. Galante (chapter 2) is president of Galante Compliance
Services, LLC, a firm specializing in regulatory compliance and
quality consulting services for regulated industries. Areas of expertise include inspection readiness planning, auditing, training, ISO
certification, Quality Systems development, product recall management, policy and procedure development, business continuity planning, project management, adverse event and product quality complaint management, validation, process re-engineering/excellence
and much more.
Prior to starting her own company, Ms. Galante worked in the
pharmaceutical industry for more than twenty years with companies such as Schering-Plough, Organon Inc., Warner-Lambert, Pfizer,
and Johnson & Johnson, and in the aerospace industry for five years.
She held progressively responsible roles with a sense of purpose,
passion, and integrity. Her diverse background includes process and
operations expertise in pharmaceuticals, over-the-counter (OTC)
consumer healthcare products, medical devices, and the food industry. Fulfilling domestic and global leadership roles in Manufacturing,
Quality Assurance, Regulatory, Validation, and Consumer Affairs/
Contact Center Operations, her well-rounded background in the business provides a unique skill set that sets her apart from others. She
has hands-on experience dealing with regulatory issues such as consent decrees, product recalls, FDA inspections, Health Canada privacy inspections, and more. Ms. Galante offers great insight, detailed
organization and strategic solutions to compliance issues facing regulated industry leaders today. She is listed in the International Who’s
Who of Professionals and Sterling’s Who’s Who Directory of Executives.
Ms. Galante is a speaker at many industry conferences as well as an
author of related articles. She is also an Adjunct Professor at Fairleigh
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Dickinson University, where she teaches a graduate MBA course
on Management of Production, Purchasing and Quality Control in
Pharmaceutical Industries.
Ms. Galante has a B.S. in Mechanical Engineering from NJIT; MBA
in Pharmaceutical Studies from Fairleigh Dickinson University; Black
Belt Certificate in Six Sigma from Kaplan University; and Healthcare
Compliance Certificate from Seton Hall University School of Law.
Caitlin G arrigan -Nass (chapter 14) is an associate at Orrick,
Herrington & Sutcliffe LLP. Her practice focuses on white collar
criminal defense, government investigations, and anti-corruption
compliance. She has particular experience with the Foreign Corrupt
Practices Act, including internal investigations and criminal proceedings before the U.S. Department of Justice and the U.S. Securities &
Exchange Commission. She also regularly assists in the development
and enhancement of corporate compliance and risk mitigation programs. Ms. Garrigan-Nass earned her J.D. with high honors from The
George Washington University Law School, where she was a member of The George Washington University Law Review and elected to
the Order of the Coif. She received her B.A., summa cum laude, from
Wake Forest University. Prior to law school, she was a Fulbright
Scholar in France.
Vicky G. Gormanly (chapter 13) is an associate in the New York City
office of Arnold & Porter Kaye Scholer, LLP, supporting the needs of a
variety of pharmaceutical and other healthcare industry clients. She
has particular expertise in representing pharmaceutical companies
on a broad range of complex regulatory issues, such as the Medicaid
Drug Rebate Program, 340B, TRICARE, State Pharmaceutical Assistance Programs, State Supplemental Rebate Programs, Medicare and
Medicaid reimbursement, and the Anti-Kickback Statute. Ms. Gormanly
also counsels clients in the negotiation of rebate agreements between
pharmaceutical manufacturers and pharmacy benefit managers,
managed care companies, and group purchasing agreements.
Ms. Gormanly formerly worked as the Medicaid Program Manager
for a major pharmaceutical company, where she managed various
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aspects of government pricing, including calculation methodology,
submissions, and regulatory implementation. She led and served on
multifunctional team projects related to risk assessment audits, state
supplemental rebate programs, and healthcare reform. Prior to that
role, she was the Medicaid Administrator at another pharmaceutical
manufacturer, where she managed government pricing and resolved
Medicaid Drug Rebate Program disputes.
Ms. Gormanly serves in an advisory capacity with The Focus
Approach Law Review, where she advises, mentors, and educates
students about the Law School Admission Test, the law school
admissions application process, and the challenges of being a 1L.
Ms. Gormanly also assists Focus with its diversity initiatives.
Jeffrey L. Handwerker (chapter 13) is a partner in the Washington, D.C. office of Arnold & Porter Kaye Scholer LLP. Mr. Handwerker
focuses his practice on pharmaceutical pricing and investigations,
government contracts, and commercial litigation involving the pharmaceutical, medical products, and biotechnology industries. In the
pharmaceutical pricing area, Mr. Handwerker regularly advises pharmaceutical and medical technology companies on pricing and contracting matters arising under, among other things, the Veterans
Health Care Act, the Medicaid Rebate Act, the Deficit Reduction Act
of 2005, the Medicare Prescription Drug, Improvement, and Modernization Act, and the Patient Protection and Affordable Care Act. He
also has advised pharmaceutical companies on some of the most
important and cutting-edge issues confronting the industry, including healthcare reform implementation, application of the First Amendment to pharmaceutical communications with healthcare professionals, and novel issues under the federal and state anti-kickback
laws. Mr. Handwerker represents clients in litigation matters, internal
investigations, and government audits and investigations, including
investigations initiated by the U.S. Attorney’s Offices in Philadelphia
and Boston, among others. He also has extensive experience litigating
cases on behalf of pharmaceutical companies under both state and
federal false claims acts.
Mr. Handwerker’s expertise has been widely recognized, including by The Best Lawyers in America 2015 for FDA Law; Chambers USA:
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America’s Leading Lawyers for Business 2012–2014 for Healthcare:
Pharmaceutical/Medical Products Regulatory (D.C.); and LMG Guide,
Life Science Star 2012–2014. He received his J.D., with high honors,
from The George Washington University Law School, and his B.A.
from Rutgers College.
James F. Hlavenka (chapter 9) is a Senior Counsel at UCB, Inc. in
Atlanta, Georgia, where he serves as a primary counsel to the U.S.
Sales, Marketing, and Medical Affairs teams. Mr. Hlavenka provides
strategic advice, education, training, and legal direction on FDA labeling and promotional matters, healthcare fraud and abuse laws, product liability, privacy, and other laws impacting the commercialization
of UCB products. Prior to joining UCB, Inc., Mr. Hlavenka was an associate in the FDA & Pharmaceuticals group at Buchanan Ingersoll &
Rooney, where he counseled companies on compliant marketing and
sales initiatives, fraud and abuse law, and federal and state aggregate
spend disclosure reporting.
Mr. Hlavenka earned his J.D., magna cum laude, with a Certificate
in Health Law from Seton Hall University School of Law, where he was
President of the Student Bar Association and elected to the Order of
the Coif. He received his B.A. from Lafayette College, where he graduated magna cum laude and was elected to Phi Beta Kappa.
Daniel A. Kracov (chapters 3 and 17) co-chairs Arnold & Porter Kaye
Scholer LLP’s life sciences and healthcare regulatory practice. He
assists clients, including start-up companies, trade associations, and
large manufacturing companies, in negotiating the challenges relating to the development, approval, manufacturing, and marketing of
drugs, biologics, and medical devices. He has extensive experience
in FDA inspections and enforcement matters. His experience in FDA
strategic advice and crisis management has been recognized widely,
including by Chambers and the Legal Times..
Mr. Kracov regularly handles product- and compliance-related
investigations, the development of global corporate compliance programs, and due diligence in financings, mergers and acquisitions.
He has widely recognized experience in biomedical product-related
public policy matters, including congressional investigations and
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FDA-related legislative strategies. He is a frequent speaker and author
on FDA and compliance topics.
Mr. Kracov has a B.A., magna cum laude, from the University of
Maryland, and a J.D. from the University of Virginia School of Law.
Scott M. L assman (chapter 8) is a partner in the Washington, D.C.
law firm of Goodwin Procter LLP (Goodwin), where he provides
advice and advocacy on legal, policy, and legislative matters to FDAregulated companies in the pharmaceutical, biotech, and medical
device industries. His areas of expertise focus on pharmaceutical life
cycle management and competition issues, biosimilar approval and
policy issues, advertising and promotion, drug and device product
approval, and FDA regulatory policy. Mr. Lassman has practiced in the
area of FDA regulatory law for over twenty-five years in both private
practice and at a national trade association representing the innovative pharmaceutical industry, where he was responsible for FDA regulatory and compliance issues. Mr. Lassman received his J.D. from the
University of Virginia School of Law, an M.A. in philosophy from the
University of Texas at Austin, and a B.A. from Yale University.
Tafari Nia Lumumba (chapter 12) is a litigation associate in the Denver
office of Gibson, Dunn & Crutcher LLP. His practice focuses on white
collar criminal defense, corporate compliance, and complex business litigation. He has represented clients in federal investigations,
including a criminal prosecution under the Food, Drug, and Cosmetic
Act. Mr. Lumumba is proficient in Spanish and Portuguese, and he
has represented clients in connection with internal investigations of
alleged violations of antitrust laws and the Foreign Corrupt Practices
Act. In 2016, Mr. Lumumba was named an “Up-and-Coming” lawyer
by Law Week Colorado for his work in the white collar defense and
corporate compliance space. Mr. Lumumba earned his J.D. from Yale
Law School. He received his B.A. from the Colorado College, where he
graduated cum laude and was elected to Phi Beta Kappa.
Pari Mody (chapter 17) is an associate in the Washington, D.C. office
of Arnold & Porter Kaye Scholer LLP. Ms. Mody counsels a wide range
of clients, including manufacturers, healthcare systems, trade associations, and nonprofit research foundations, on issues related to
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healthcare reform, Medicare coverage and reimbursement, Medicaid, health information technology, federal research funding, and
the development, approval, and marketing of FDA-regulated products. She has extensive experience navigating the legislative and
regulatory processes, drafting legislative language, preparing comment letters, and developing and implementing legislative and regulatory strategies for individual clients and coalitions. Ms. Mody
frequently works with both congressional and agency-level staff to
advocate on behalf of clients.
Ms. Mody earned her J.D. from the University of Maryland Francis
King Carey School of Law, magna cum laude and Order of the Coif,
and her B.A. from Oberlin College with high honors. She is admitted
to practice in the District of Columbia and Maryland.
Anne Elkins Murray (chapter 14) is a partner in Orrick, Herrington
& Sutcliffe LLP’s Washington, D.C. office, where she is a member of
the White Collar and Corporate Investigations practice group.
Ms. Murray has extensive experience in anti-corruption matters
involving the U.S. Foreign Corrupt Practice Act, representing multinational corporations and individuals in FCPA matters before the U.S.
Department of Justice and the Securities and Exchange Commission.
She regularly counsels life sciences companies on anti-corruption
matters. In particular, Ms. Murray has developed and enhanced
corporate compliance programs, conducted risk assessments, performed pre-acquisition anti-corruption diligence, and conducted
compliance audits. Ms. Murray received her J.D. from American
University, Washington College of Law, where she was an editor of the
ABA Administrative Law Review and a member of the school’s Philip
C. Jessup International Moot Court Competition team that won the
national title. Ms. Murray received her B.A. in international studies
from Middlebury College.
K athy O’Connor (chapters 5 and 11) is a partner in Orrick, Herrington
& Sutcliffe LLP’s New York office. Ms. O’Connor’s practice focuses on
complex product liability and commercial claims, consumer fraud
class actions, licensing and co-development disputes, and government investigations, primarily for branded pharmaceutical, biotechnology and medical device companies, as well as consumer products
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companies. She is regularly called upon to advise on litigation
and compliance strategy, particularly in complex matters that involve
concurrent civil and government actions. She also consults with
clients in their effort to manage and mitigate risk. Ms. O’Connor brings
a unique perspective to Orrick’s practice, having previously served as
an in-house lawyer at Merck.

Prior to joining Orrick, Ms. O’Connor was a litigation partner at
Weil Gotshal. She is regularly recognized as a leading practitioner
by lawyer ranking entities such as Euromoney Expert Guides’ Women
in Business Law and The Legal 500, which singled out her product
liability and mass torts defense work.
John D.W. Partridge (chapters 12 and 16) is a partner in the
Denver office of Gibson, Dunn & Crutcher LLP. His practice focuses on
complex litigation, internal investigations, regulatory inquiries, and
corporate compliance programs. Mr. Partridge has particular experience with the False Claims Act and the Foreign Corrupt Practices Act,
including advising major corporations regarding their compliance
programs. Mr. Partridge has represented clients in criminal and civil
enforcement actions relating to alleged healthcare fraud and abuse.
His substantive experience includes cases involving allegations relating to, among other things, clinical trials, sampling practices, off-label
promotion, product defects, and anti-kickback issues. Mr. Partridge
received his J.D., with distinction, from Stanford Law School and his
B.A., magna cum laude, from Dartmouth College.
Stephen C. Payne (chapters 12 and 16) is a partner in the Washington,
D.C. office of Gibson, Dunn & Crutcher LLP. His practice focuses
on FDA and healthcare compliance, enforcement, and litigation for
pharmaceutical and medical device clients. Mr. Payne has significant
FDA and healthcare regulatory and compliance counseling experience in the areas of good manufacturing practice regulations, product
recalls, product promotion, product diversion and counterfeiting, and
fraud and abuse. He has handled criminal and civil investigations conducted by the FDA Office of Criminal Investigations and the Department of Health and Human Services Office of Inspector General, civil
False Claims Act qui tam suits, investigations and litigation conducted
by state Attorneys General, and other inquiries and litigation relating
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to healthcare fraud and abuse and the enforcement of FDA regulations. He has also led internal investigations and compliance audits
concerning good manufacturing practice regulations, drug sampling
and pricing, and promotional practices, including potential off-label
promotion and anti-kickback issues.
Mr. Payne has received the highest rating of “Leading” by the
Practical Law Company in the Cross-border Life Sciences Handbook
in the category “Life Sciences: government enforcement and investigations,” and was named a “Life Sciences Star” in the inaugural
edition of LMG Life Sciences 2012 in the category “Non-IP Litigation
and Enforcement.”
Mr. Payne has served as Senior Trial Counsel for the U.S. Army
Judge Advocate General’s Corps at Fort Benning, Georgia and as
a Special Assistant U.S. Attorney in the Middle District of Georgia.
While serving in those capacities, he was lead counsel in dozens of
investigations and prosecutions, including successful civilian and
military jury trials. He received the American Bar Association award
for finishing first in his class at the United States Army Judge Advocate
General’s (JAG) School, and the City of New York Bar Association
award for being named best advocate at the JAG School’s 10th Criminal
Law Advocacy Course. Mr. Payne is a graduate of Yale Law School, and
he received his undergraduate degree from the School of Industrial
and Labor Relations at Cornell University.
Linda Pissott Reig (chapters 9 and 10) is a Shareholder at Buchanan
Ingersoll & Rooney PC in Newark, New Jersey and co-chairs the FDA/
Biotech Group. Ms. Reig graduated, cum laude, from Georgetown Law
School in 1993 and is admitted to the New Jersey and New York State
Bars.
Ms. Reig focuses her practice on the life sciences industry. She
has extensive experience with the laws and industry standards that
apply to the marketing and sale of pharmaceuticals, medical devices,
biologics, dietary supplements, and medical foods. Ms. Reig formerly
handled contract disputes and other commercial litigation matters,
and defended product liability and consumer fraud lawsuits filed
by patients who alleged injury from pharmaceutical and medical
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devices. She counsels companies on how to minimize legal risks in the
research, development and commercialization of their FDA-regulated
products. She advises on matters such as recruitment of investigators
and subjects for clinical trials, as well as compliance with informed
consent requirements. She also advises companies on best practices
for Safety Committee set-up, adverse event monitoring, package label
updates and related matters. She also guides companies on preapproval communications, including payor-directed outreach, as well
as set-up and roll-out of so-called hub services to benefit patients,
caregivers and doctors.
Ms. Reig conducts compliance training for life sciences companies and prepares and implements policies for lawful interactions
with healthcare providers. She has extensive experience in drafting
Standard Operating Procedures and Policies for corporate compliance
programs, negotiating and drafting contracts, and advising on consulting arrangements with key opinion leaders. She has participated
on Review Committees for both commercial and pre-commercial
companies and advises on how to lawfully communicate about FDAregulated products. Ms. Reig guides companies on how to minimize
legal risk while achieving business objectives by ensuring compliance
with laws, such as the Anti-Kickback and False Claims Acts.
Ms. Reig assists companies with their state and federal “Sunshine
Act” obligations, and advises on aggregate spend, marketing disclosures, data mining, clinical trial disclosure, adherence to compliance
codes, sales representative licensure, and manufacturing/distribution
licensure.
Ms. Reig was previously recognized by the New Jersey Law Journal on its list of “40 Lawyers Under 40,” which recognizes individuals who are viewed as future leaders of the New Jersey Bar. Ms. Reig
is co-chair of the BioNJ Legal Compliance & Regulatory Advisory
Committee, which she was instrumental in forming in 2008.
Robert P. Reznick (chapters 5, 11 and 14) is a partner in the Washington,
D.C. office of Orrick, Herrington & Sutcliffe LLP. His practice focuses
on counseling and representing branded pharmaceutical companies on a wide range of subjects, including antitrust, actions against
sellers of counterfeit or illegal drugs, and litigation alleging fraud,
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consumer protection, False Claims Act claims, food and drug advocacy issues, Foreign Corrupt Practices Act issues, and qui tam litigation. He also advises and represents clients in various industries in
connection with U.S. litigation arising from foreign conduct, and is
Managing Editor of The World in US Courts: Orrick’s Quarterly Review
of Decisions Applying US Law to Global Business and Cross-Border
Activities. He received his J.D., cum laude, from Harvard University,
and a B.S. in Physics from Harvey Mudd College, with distinction and
departmental honors.
Michael F. Ruggio (chapter 2) is a partner with Nelson Mullins
Riley & Scarborough, LLP in Washington, D.C. His practice focuses
on Healthcare Fraud and Abuse and civil False Claims Act investigations, healthcare litigation and healthcare regulatory matters with an
emphasis on representing hospitals and other healthcare providers,
including medical device and pharmaceutical corporations and their
respective officers and directors, in matters relating to federal regulation and investigation. He represents healthcare providers in general
civil litigation matters as well. He has experience in healthcare antitrust matters, anti-kickback, Stark and HIPAA. He has been involved
in numerous pharmaceutical, e-health technology, and bio-health
cases concerning average wholesale pricing issues, reimbursement
fraud, medical necessity and other related matters. Mr. Ruggio represents medical device and pharmaceutical companies in civil litigation
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Preface
I am privileged to introduce the 2018 edition of the PLI Pharmaceutical
Compliance and Enforcement Answer Book. As first stated in the Preface
to the 2014 edition, it has been our intention to present an overview
of the enforcement and compliance environment relevant to the pharmaceutical industry in a different and somewhat unique manner as
we analyze the overall legal, regulatory, and compliance framework
that impacts every facet of the industry’s activities. Continuing in
this vein, the 2018 edition takes a holistic approach to define and analyze the rigorous, complex, and frequently overlapping requirements
imposed by various federal and state governmental authorities (sometimes working in concert, sometimes working independently) and the
role played by third parties in the private sector who collectively contribute to the totality of the current enforcement environment. As we
have noted in each edition of the Answer Book, the one constant in
the overall process has been continuing change.
To identify and address the requirements facing the industry, one
must consider the three major forces that impact the practices and
policies of the pharmaceutical manufacturer, from the laboratory
through the completion of the life cycle of a prescription pharmaceutical. First and foremost, the provisions of the Food, Drug, and Cosmetic Act (FDCA) as enforced by the Food and Drug Administration
(FDA)1 provide the regulatory framework upon which all additional
sources of enforcement, both public and private, are premised. The
statutes and regulations have evolved over time, most frequently
in response to unanticipated and negative developments impacting
the public health (for example, the passage of the Kefauver Amendments in 1962 as a response to the thalidomide tragedy). These events
provided the impetus to Congressional action that expanded FDA’s

1.
There are other federal agencies that represent additional sources of regulatory oversight and enforcement, depending to a large extent on the nature of
the drug and the therapeutic profile, such as the Drug Enforcement Agency (DEA).
This volume, while referencing these agencies as the context dictates, will generally focus on the enforcement authority and activities of the FDA.

xxiii

Pharmaceutical Compliance & Enforcement AB 2018

3rd Proofs 05/15/18

authority over the industry and resulted in the imposition of new
requirements on manufacturers, beginning from the earliest stages of
the drug development process through post-approval commercialization. One of the most far-reaching regulatory developments came in
2007 with the passage of the Food and Drug Administration Amendments Act of 2007 (FDAAA) which provided FDA with power to direct
manufacturer conduct in areas that were previously beyond FDA’s
authority, including FDA-promulgated label changes, risk management
procedures, and mandating specific distribution channels for marketed drugs. In addition, FDA has relied upon the FDCA to implement
and enforce additional changes through such procedures as issuance
of guidelines, on-site inspections, and both civil and criminal enforcement measures. Regulatory action implemented through issuance of
draft guidance documents has become a more frequently utilized
(and now criticized) procedure.
As noted in this edition, a more recent legislative initiative in the
form of the 21st Century Cures Act has introduced the promise of
even greater changes to the drug regulatory process as Congress and
FDA continue to modernize the requirements and pathways in the
development and approval of pharmaceuticals. It remains to be seen
what changes the implementing legislation and future FDA actions
will bring to the pharmaceutical industry.
Of course, not all FDA-proposed rules are finalized. A significant
development in the regulatory area was the release of a Proposed Rule
from FDA—Supplemental Applications Proposing Labeling Changes for
Approved Drugs and Biological Products.2 The Proposed Rule would
permit generic companies to incorporate newly discovered information into their product labeling prior to specific FDA authorization.
The rule could have a profound impact on labeling both for generics
and innovator companies, as well as impact product liability exposure for a new class of manufacturers. On December 4, 2015, the FDA
postponed (for the second time) its schedule for finalizing the generic
drug labeling changes contained in the 2013 draft guidance. The new
date proposed in January 2016 extended the deadline yet again without any final action taken.
2.

78 Fed. Reg. 67,985 (Nov. 13, 2013).
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Another significant change may be developing as the DOJ has
announced its intention to require the government agencies subject
to its enforcement authority to utilize the stricter notice and comment
requirements of the Administrative Procedure Act instead of continuing the guidance process. Since a major aspect of FDA oversight has
been accomplished through the release of various guidance documents (some in draft form that are never finalized), it is likely that the
industry’s ability to rely on these guidances to revise their internal
processes and procedures may in fact be adversely impacted.
Regulatory oversight by FDA is only one of the pillars of enforcement. The second arises from the compliance obligations imposed
by federal and state agencies, most notably the U.S. Department of
Justice (DOJ) in conjunction with the Office of the Inspector General
(OIG) of the Department of Health and Human Services (HHS) as well
as the various state attorneys general. Although much of the statutory
framework had been in place for a longer period of time,3 the issuance of compliance guidelines for pharmaceutical manufacturers by
the OIG in 2003 is often seen as the beginning of a new period of rigorous enforcement of pharmaceutical commercialization activities that
are considered violations of federal and state health reimbursement
laws. Since then, the DOJ and the OIG have investigated, charged, and
settled with pharmaceutical manufacturers for violations of the False
Claims Act, the Anti-Kickback Statute, as well as price reporting statutes, resulting in significant monetary fines and reimbursements to
government entities (several exceeding $2 billion and $3 billion dollars).
Often, multiple states have instituted their own lawsuits in conjunction with federal actions, basing liability on various state laws including state False Claims Acts and consumer protection laws. In addition
to the financial impact, the manufacturers have entered into stringent
Corporate Integrity Agreements (CIAs) and Deferred Prosecution
Agreements (DPAs) that impose processes and procedures affecting
every aspect of corporate conduct, including oversight of the review
and approval of advertising and promotion, responding to requests
3.
The federal False Claims Act, relied upon in conjunction with elements
of the FDCA to prosecute pharmaceutical companies for off-label promotion, was
passed during the Civil War to prosecute manufacturers of defective armaments
supplied to Union forces.
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from healthcare professionals for off-label, albeit scientifically accurate
and balanced, medical information, and the conduct and supervision
of the medical communication function (internal and field-based).
Both governmental entities have imposed quasi-regulatory requirements on manufacturers4 beyond those imposed by the FDA.

The often overlapping focus of enforcement initiatives by FDA and
the DOJ/OIG isreflected in the Center for Drug Evaluation and Research
(CDER) 2016 priorities issued by Janet Woodcock, M.D. that indicated
CDER’sintention to “re-evaluate our regulation of drug advertising and
promotion in light of current Jurisprudence around the 1st Amendment” following a series of reversals of FDA enforcement initiatives
against manufacturers for off-label promotion. Recent cases, Amarin
Pharma Inc. v. FDA,5 as well as related issues and developments in this
area and Pacira Pharmaceuticals v. FDA,6 are discussed in considerable
detail in the revised chapter 7 to this volume.
The extensively revised chapter 7, as well as the significantly
updated chapter 6, focus on the intense legal, regulatory, and compliance activity surrounding the issue of the impact of the First Amendment on the promotional activities of pharmaceutical manufacturers as well as on the general question of appropriate dissemination
of accurate and non-misleading medical and scientific information
where formal FDA labeling approval has not been granted. The FDA
convened a two-day conference in 2016, following a series of adverse
appellate decisions in the Second Circuit, to focus on these issues and
to obtain input from a range of stakeholders. FDA issued two draft
guidance documents in January 2017—one regarding communication
with payors and formulary committees and a second addressing communications by medical product manufacturers that are consistent
with FDA labeling. In addition, a memorandum containing additional

4.
One state required the settling pharmaceutical manufacturer to impose
stricter procedures in the form of having filed or intending to file a supplemental
New Drug Application (sNDA) before disseminating off-label medical literature discussing that unapproved indication. The FDA Guidance on Dissemination of OffLabel Reprints does not contain that requirement.
5.
Amarin Pharma, Inc. v. FDA, 119 F. Supp. 3d 196 (S.D.N.Y. 2015).
6.
Pacira Pharm., Inc. v. FDA, 1:15-7055-RA (S.D.N.Y. 2015).
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background regarding the agency’s views on off-label enforcement
and the First Amendment was also issued with a comment period
extended to April 19, 2017. We anticipate additional activity in this
area by FDA as well as by the OIG and the DOJ in the future.
Nevertheless, the industry has seen a reduction in the number and
size of settlements reached between the OIG/DOJ and pharmaceutical
companies, as noted in this year’s update. The focus appears to have
shifted from FCA and FDCA violations arising from off-label promotion of FDA-approved and marketed drugs to other areas of the FDA
regulatory process such as actions taken by companies during the
pre-approval period.
The third pillar of pharmaceutical enforcement is one frequently
overlooked, that being product liability. Yet litigation not only presents
financial burdens on the pharmaceutical manufacturer in the form of
costs in discovery, attorneys’ fees, and settlements and/or judgments,
but presents challenges to the regulatory process in determining
whether risk identification and management processes are sufficient
to provide a scientifically rigorous defense to a lawsuit alleging failure
to warn or an inadequate warning. The debate over preemption for
the pharmaceutical manufacturer, absent express preemption in the
FDCA, has been engaged again with the Supreme Court having last
addressed the issue in the Wyeth v. Levine7 case. Given that the FDA
authority to require additional and upgraded warnings under the risk
management provisions of the FDAAA has yet to be addressed in the
context of preemption, the issue is yet to be determined with finality.
Another litigation-related issue has arisen in the context of generic
pharmaceutical manufacturers. In Pliva, Inc. v. Mensing,8 a case involving liability on the part of a generic manufacturer, the Supreme Court
found conflict preemption where federal law barred a generic company from unilaterally changing its label and state tort law, upheld
liability for the failure to make such changes. It will be interesting to
follow the course of the FDA Proposed Rule on extending the Changes

7.
8.

Wyeth v. Levine, 555 U.S. 555 (2009).
Pliva, Inc. v. Mensing, 131 S. Ct. 2567 (2011).
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Being Effected (CBE) provisions of the FDCA to generics and the potential impact on liability exposure of generics. The issue of the innovator versus generic liability remains contentious, not only as seen in
the FDA draft guidance awaiting further action, but also in terms of
the claims of generic manufacturers that innovators are using inappropriate means to prevent their ability to access risk management
programs (REMS) approved by the FDA for innovator products. These
continuing disputes can yet have implications for liability exposure
for both innovator and generic manufacturers.
One important development has been observed in the continuing
question of liability of innovator pharmaceutical companies for damages incurred following exposure to those companies’ generic counterparts. While the majority of cases following the Conte v. Wyeth9
decision have rejected innovator liability where only a generic form
of the drug was administered, a series of cases continue to emerge
embracing some form of such liability, the most recent issued by the
Massachusetts Supreme Judicial Court imposing liability on an innovator manufacturer for injuries caused by a generic drug in Rafferty v.
Merck & Co.10
In addition, Congress has continued to show interest in extending
the provisions of CBE to generic manufacturers which would reduce
judicial pressure to impose liability on innovators (where courts have
been reluctant to deny an injured party recovery for injuries) but
place a significant potential burden on generic manufacturers where
none had existed previously.
The enforcement environment impacting the pharmaceutical
industry remains in a continuing state of change. We hope this 2018
edition will serve to identify these changes and provide useful guidance on the issue of pharmaceutical industry enforcement to all those
involved in this field, including manufacturers, academics, and law
firms practicing in the area.
Howard L. Dorfman
March 2018
9.
10.

Conte v. Wyeth, 158 Cal. App. 4th 89 (2008).
Rafferty v. Merck & Co., ___N.E.3d___, 2018 WL 1354064 (Mass. 2018).
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