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FDA Enforcement —
Trends, Powers and Penalties
Or

“Why Crime Does Not Pay”
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Standard Disclaimets

= Views expressed here are solely mine and do
not reflect those of my firm or any of its
clients.

= This presentation supports an oral briefing and
should not be relied upon solely on its own to
support any conclusion of law or fact.
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Agenda

* FDA Regulatory/Enforcement Authority --
Understanding
* FDA Enforcement Trends
= Drugs
= Devices

» (Clinical Trials

= Collateral Consequences of FDA Violations
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FDA Regulatory/Enforcement
Authority -- Understanding



B THE WEINBERG GROUP
g ,

FDA Administrative Enforcement Tools

= Fach FDA Center has its own Office of Compliance
(OC)
= OC works with Office of Chief Counsel and

Department ot Justice

but, before they haul you into court ...

» Administrative Enforcement Tools
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Administrative Enforcement Tools

= Inspections
= Planned and conducted pursuant to FDA annual plan or
center compliance program
= Pre-approval
= “For cause” (e.g., public health crisis due to defective or
contaminated FDA-regulated product; follow up to 483
response)
= Government-wide Quality Assurance Program
= FDA may inspect at the request of the DoD or VA to
determine, for example, whether a company bidding on a
government contract is in compliance with GMPs and
otherwise in compliance with the FDCA
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Administrative Enforcement Tools ...

= Inspections (continued)

= Combination or joint inspections (EPA, OSHA, or a state food and
drug regulatory body)

= Consumer, trade, and other complaints
= Adverse product effect reports
= Congressionally inspired
= Clinical hold
= Withdrawal or suspension of marketing permit

= Recall (FDA-requested or “voluntary”)
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Administrative Enforcement Tools ...

= Import detention or refusal
= (Civil money penalties

= Warning Letters

= addressed to CEOs/other executives; FDA’s effort to get
executive buy-in on necessary fixes is often sabotaged by
corporate bureaucracy, which sends the letter back down to

the person with knowledge of the specifics

= Application Integrity Program (AIP)
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The Pen Is Mightier Than The Sword:
Adverse Publicity

= FDA Website

= Press release

= Talk paper

= Press conference/television and radio interview
= Speeches

= Congressional and other testimony

= Articles in scientific, professional and lay publications
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FDA Expectation on Your Response

= Wants to Hear Your D.R.U.M. — expects your
response to have these qualities:

Direct — 1.e., address the items directly raised in the 483 or
warning letter

Related — go beyond those to potentially related problems

Universal — expand to review those issues company-wide

Management & Monitoring — show that you will stay on
top of the issues and that management is involved

Source: “Compliance and Enforcement.” Presentation by David K.
Elder, Director, FDA Office of Enforcement, at the Orange County
Regulatory Affairs (OCRA)/FDA Joint Educational Conference. June
15, 2005. Irvine, California.
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Enforcement Options Based on
Inspectional Violations

=  Warning letter
= AIP
» Termination of the IND or IDE

= Initiation of disqualification procedures or entry into a consent
agreement with the clinical investigator

= Disqualification of the investigator simultaneous to criminal
prosecution.

= Initiation of stock recovery or recall by sponsor — “voluntarily”
= Seizure of test articles
= Injunction

» Prosecution under the FDCA
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Current FDA Enforcement Priorities:
Application/Data Integrity Policy (AIP)

= The AIP applies to any application (e.g., NDA, BLA, PMA),
amendment, supplement, petition, or other submission in
support of the approval or marketing of a regulated product

= Does not apply only to data tainted or possibly tainted by fraud
or other intentional misconduct

“Data may not be unreliable due to sloppiness and inadvertent
errors. A pattern of errors by an applicant involving material
subject matter may raise a significant question regarding the

general reliability of data in applications from that applicant.”
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AIP: History

= Formerly known as the “Fraud” Policy

= Developed and implemented in response to Generic Drug

Scandal of 1980s

= Dozens of generic company officials and employees
indicted and convicted of crimes including: making false
statements, conspiracy to defraud FDA, obstruction of
justice (including obstructing an FDA inspection), and
introducing adulterated and misbranded drugs

= Criminal fines of $10,000,000 imposed on one company;
a number of officials and employees were incarcerated as
well as fined
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AlP ...

= [f FDA has significant questions surrounding the
reliability of the data in an application, it will defer
substantive scientific review of all the data in the
application - and, possibly, other applications

= Deferral will continue until all questions regarding the
reliability of the data have been resolved
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FDA Enforcement Discretion

= Prior History of Company’s Compliance

= prior 483’, warning letters, and company’s
response

» Health risks
» ].ikelthood of recurrence

» Glaxo v. Heckler — FDA can do what it wants
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FDA Civil and Criminal
Enforcement Tools/Remedies

= Criminal prosecution - Title 18
y 371 (conspiracy)

{ 1001 (talse statements)

) 1341,43 (mail and wire fraud)

§ § 1505, 1509-10 (obstruction)

§ 1962 (RICO)

= Criminal prosecution — FFDCA -- § 301 violations = crimes
= Fines
= Imprisonment
Seizure and destruction of product
Injunctions
Consent Decrees (agreed to injunctions)
Disgorgement/Restitution
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Criminal Prosecution: Misdemeanors

» Misdemeanor

= Strictly liability (no criminal intent necessary) — “The Park
Doctrine”

= Fines up to $100,000 and $200,000 per misdemeanor offense for an
individual and a corporation respectively (250,000 and $500,000 if
the misdemeanor offense resulted in death)

= Imprisonment
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The Park Doctrine — A Very Recent Example —
Oxycontin

* May 10, 2007 -- Purdue Frederick Company, Inc. agreed to pay more than $600 million to resolve criminal
charges and civil liabilities in connection with a long-term illegal scheme to promote, market and sell
OxyContin, a powerful prescription pain reliever that the company produces.

» Purdue trained its sales representatives:

= to make false representations to health care providers about the difficulty of extracting oxycodone, the active
ingredient, from the OxyContin tablet;

* to represent to health care providers that OxyContin did not cause euphoria and was less addictive than immediate-
release opiates;

= to allow health care providers to entertain the erroneous belief that OxyContin was less addictive than morphine.

= Purdue falsely labeled OxyContin
= as providing "fewer peaks and valleys than with immediate-release oxycodone," and

= that patients taking lower dosages of the drug can always be discontinued abruptly without suffering withdrawal
symptoms or tolerance.
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The Park Doctrine — A Very Recent Example —
Oxycontin

= Purdue pled guilty to a felony count of misbranding a drug with intent to defraud and
mislead. As part of the plea, Purdue will pay a $600 million settlement. That amount
includes a criminal fine, restitution to government agencies, over $276 million in forfeiture,
and a related civil settlement under which Purdue will pay $100.6 million to the United
States.

» “In addition, Purdue's current and former executive employees, Michael Friedman,
Howard Udell and Dr. Paul Goldenheim, pled guilty to a misdemeanor violation of
misbranding OxyContin as being the respon31ble corporate officers during the long-
term illegal promotion of the drug.”

Source: FDA Press Release @
http://www.fda.gov/bbs/topics/NEWS/2007/NEW01632.html
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Criminal Prosecution -- Felony

= Must prove intent
= Fines are greater
= More common than misdemeanor prosecutions

= Often will combine FDA violations with other federal
crimes (e.g., conspiracy, false statements)
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Seizure

= Civil action
= Technically, 1s against the goods themselves

= Owner or others with interest must intervene to defend the
goods
= If do, then trial on merits of alleged violations
= Lose — goods usually destroyed, but may be reconditioned 1f
possible

= Win — goods go free
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Injunction

= Action to either:
= Compel compliance

= Prevent future violations
= Personal against individuals or corporations

= Can result in an order that will involve tremendous
allocation of resources over a long period of time to
address
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Consent Decree

=  Order of a court
= entered by consent of the parties

= not technically a judicial sentence, but a negotiated contract
between the parties under the sanction of the court

= parties represent that it is a just determination of their rights
as if the alleged facts of the case had been proven
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Disgorgement —a Remedy

= FDA recovery of company profits

= can’t profit from sales of an illegal product that is nonetheless
medically necessary

= DA refrains from enjoining production of non-compliant
products because it would compromise patient care by causing
significant shortages of medically necessary products

= in return, firms will pay a fixed % ot future sales to ensure that they
did not profit from the violative products
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What Can FDA Target In An
Enforcement Action?

Scope of Enforcement Action Can Be Very Broad:

= all areas where FDA percetves violations, and
responsible persons involved in such violations

= labeling, promotion, manufacturing, QA,
distribution, regulatory affairs, quality control
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Who Can FDA Target During An
Enforcement Action

Any and all individuals within the company that have a position
of responsibility tor the violative aspect ot the company’s
operation, including:

President/ CEO/COO

Production Manager

VP or Director of Quality Control
Director of Regulatory Affairs
Director of Quality Assurance

Technicians
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FDA Enforcement Trends
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General Overview -- FY 2008

FDA Enforcement Statistics Summary

Fiscal Year 2008

Seizures 8
Injunctions 5
Convictions - OCI 369
Warning Letters 445
Recall Events 2,721
FDA 483s Issued 4,987
Inspections 15,245
Import Refusals™ 17,907
Fines/Restitutions 5 846,591,080

* This number does not include goods returned, mail and baggage or courier shipments
valued at less than $200.
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Seizures by Center — FY 2008
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Seizures — 2004 to 2008
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Injunctions by Center — FY 2008
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Injunctions — 2004 to 2008
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Warning Letters by Center — FY 2008
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Warning Letters — 2004 to 2008
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Inspections by Center — FY 2008
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Foreign Inspections — 2004 to 2008
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Recalls by Center — FY 2008
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Class I Recalls by Center — FY 2008
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Class 11 Recalls by Center — FY 2008
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Class 111 Recalls by Center — FY 2008
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Recalls — All Centers — 2004 to 2008
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Collateral Consequences of
FDA Enforcement

Why Crime Really Does Not
Pay
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“Does Crime Pay?” — Problems

Beyond Jail and Fines
.z
» Problems For - g
Individuals If :..m,qy's TIMES ~
Convicted: T EXTRA!
Omv ' CONPANY OF FICIAL
= LLose right to vote CoNVICTED
. N
= LLose right to run for =
pUth OfﬁCG "-m——-*—
* Damage to reputation / _ =
— -—:-__—=
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“Does Crime Pay?” -- Problems Beyond
Jail and Fines

- B
= Problems For Individuals |
If Convicted): |DRUG Co.|

= Can be deported if

not a U.S. citizen

= Financial ruin - -

lose your job
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“Does Crime Pay?” -- Problems
Beyond Jail and Fines

= Problems For Companies Caused By
Convictions:
= Shareholders sue the company, its officers and directors

= Other companies may sue the company
(e.g., Mylan Labs sued Par and others)

= Federal government may suspend or “debat” company
from selling to government

= “Qui Tam” actions under the False Claims Act -- ¢.g,
Lifescan & Neurontin cases -- “whistle blowet” cases -- leading
to ctvil damages and may also spawn a criminal prosecution
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“Does Crime Pay?” -- Problems
Beyond Jail and Fines

= Problems For Companies Caused By
Convictions:

FDA may refuse to approve NDAs, PMAs or other
filings under Application Integrity Program (AIP)

May lose state licenses
Customers abandon you

Decreased sales may force lay-offs of employees
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“Does Crime Pay?” -- Problems
Beyond Jail And Fines

= Problems For Companies Caused By
Convictions:

Financing disappears -- banks may refuse to lend money
May violate lending agreements, real estate mortgages or
leases

A criminal investigation can cause great disruption to
normal business activities
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“Does Crime Pay?” -- Problems
Beyond Jail and Fines

= Problems For Companies Caused By

Convictions:
= High cost inh money of an investigation:
— lost sales

— stock price falls
— attorney’s fees and costs
— consultants fees

— costs of complying with requests by
government for documents
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So, What Are The Costs?

= Direct Costs
= Criminal Fines -- $2,800,000
= Legal Fees -- $4,000,000
= Consultant Fees -- $5,000,000
= Shareholder Litigation -- $2,200,000
= Competitors Litigation -- $13,000,000
= Lost Sales — one year alone — down $49,000,000
TOTAL Direct costs/lost sales — $75,900,000 (just one year of lost sales)

= Indirect Costs

= Stock price — dropped from $27 per share to §3 per share; market cap from about
$297,000,000 to $33,000,000

= Employees — 900 to 450
= Approvals -- ANDAs — none approved for about 5 years
= Quad Subsidiary — shut down fully

= Other Common Direct Costs (offen not present in older cases; common since

1999)
= False Claims Act
= Consent Order Disgorgement
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Final Sermon: Please Teach Vigorous Risk
Avoidance Corporately

= P = Procedures

= T = Training

= V = Validated

» R = Records

= A = Audit

= C = Compliance Culture from the

Top
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Questions?

Call, e-mail, fax or write:

Michael A. Swit, Esq.
Vice President
The Weinberg Group Inc.
336 North Coast Hwy. 101
Suite C
Encinitas, CA 92024
Phone 760.633.3343
Fax 760.454.2979
Cell 760.815.4762
michael.swi@weinberggroup.com
www.weinberggroup.com
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About your speaker. ..

Michael A. Swit, Esq., is a Vice President at THE WEINBERG GROUP, where he develops and ensures the
execution of a broad array of regulatory and other services to drug and biologics clients seeking to market products in
the United States. His expertise includes FDA development strategies, compliance and enforcement initiatives, recalls
and crisis management, submissions and related traditional FDA regulatory activities, labeling and advertising, and
clinical research efforts.

Mr. Swit has been addressing critical FDA legal and regulatory issues since 1984. His multi-faceted experience

includes serving for three and a half years as corporate vice president, general counsel and secretary of Par
Pharmaceutical, a prominent, publicly-traded, generic drug company and, thus, he brings an industry and commercial
perspective to his work with FDA-regulated companies. Mr. Swit then served for over four years as CEO of
FDANews.com, a premier publisher of FDA regulatory newsletters and other specialty information products for the
FDA-regulated community. His private FDA regulatory law practice has included service as Special Counsel in the

FDA Law Practice Group in the San Diego office of Heller Ehrman White & McAuliffe and with the Food & Drug

Law practice at McKenna & Cuneo, both in the firm
FDA regulatory law with the D.C. office of Burditt & Radzius.

Mr. Swit has taught and written on a wide variety of subjects relating to FDA law, regulation and related commercial
activities, including, since 1989, co-directing a three-day intensive course on the generic drug approval process and
editing a guide to the generic drug approval process, Getting Your Generic Drug Approved former member of the
Food & Drug Law JournaEditorial Board, he also has been a prominent speaker at numerous conferences sponsored
by such organizations as RAPS, FDLI, and DIA. A magna cum laudgraduate of Bowdoin College, he received his
law degree from Emory University Law School and is a member of the California, D.C. and Virginia bars.



