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Å Target Acquisition

Å Who can FDA target

Å Emphasis on individuals

Å Legal basis under Park

Å Lawyers and 

compliance professionals 

are a new target

Å Recent cases support this

Å The corporate ñwatchdogsò as the target 

Å Conclusion



üCorporations

ü Cash

ü Corrective actions

ü Individuals making the illegal 

decision

üSenior executives

üCompliance oversight personnel



ü 20 years of corporate enforcement and we still have 

non-compliance

ü Fines are just the price of doing business

ü Shareholders and employees pay 

the price

ü Responsible executives get rich and

are not held accountable

ü Substantial non-compliance even with CIAs, probation 

orders, compliance monitors, etc.

ü If you want to change a corporation,

go after the executives



üBasis of individual responsibility

ü Park Doctrine

ü Individual directly involved in misdeed

ü Lack of supervision

ü Violation of related statute (18 USC Ä1001)

üKey differences in risks

ü Some require active involvement with the illegal acts

ü Others are position based liabilities

üPreventive actions therefore vary

ü Personal actions

ü Responsible for 
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Revising an Old Doctrine ς
Basis of Individual Liability

Ɇ21 USC Ä334

ɆIndividual civil and criminal liabilityFDCA

Ɇ1975 Supreme Court

ɆSimilar 1943 case (Dotterweich)

ɆCEO liable without actual knowledge

ɆStrict liability standard

Park 
Doctrine

Ɇ18 USC Ä1001, 371, etc.

ɆFCA, antikickback, etc.

ɆSEC, financial fraud

Other 
Criminal 
Statutes
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DOJ is Acting on this Policy
·Purdue Pharma
Ƅ 3 executives pled to misdemeanors

Ƅ Debarred for 12 years 

·Stevens
Ƅ Inside counsel

Ƅ Indicted for obstruction of justice

·BMS executive

·Harkonen
Ƅ SEC 

·Gleason and Caronia
Ƅ Off label promotion
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- Crash Davis

from the Movie Bull Durham



However:
Government is convinced that:

1. Past, corporate focused, 

enforcement has not worked

2. Targeting executives will drive 

improved enforcement

3. Public and political support for 

targeting individuals
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The Rolling Stones Philosophy
·ñYou canôt always get what you want; but you 

can get what you needò

·DOJ and FDA will get what 

they want

·Financially positive remedies
Ƅ Enforcement as a profit center

·Recognition of public need for

executive accountability

·Driving real changes in corporate

conduct
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How DOJ Will Select 
Individual Targets?

·The easy cases

ƄThe executive was involved in the misdeeds

·Other ñeasyò cases

Ƅ Individual violations of related statutes

ÁFalse statements, obstruction of justice, etc.

·Harder cases

ƄPark doctrine ïstrict liability

·New approaches

ƄGo after the control mechanisms
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Targeting Lawyers and 
Compliance Staff

·Reasons to go against lawyers and compliance 

office staff
Ƅ Increased role in corporate activities

Ƅ Key control point

·Actually involved in the illegal decision
Ƅ Easy cases

Ƅ Simple extension from line management liability

Ƅ Supported by statute and case law

·Knew or should have known of issue

·Failed in compliance duties
Ƅ Compliance system failure

Ƅ Failure to detect or investigate
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The Next Wave: Enforcement 
against lawyers and compliance 

professionals

·Basis for lawyer/compliance officer liability

ƄControl systems are responsible for compliance

ƄA major enforcement action usually means a 

legal/compliance failure

·Where were the lawyers and compliance staff?

ƄWhat did they know?

ƄWhere were the auditors?

ƄWhy didnôt they act? Report? 
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The Next Wave: It Makes Sense
·Consider financial malfeasance situations

·Who are always targeted?

ƄFinancial staff

ƄExternal auditors

·SEC cases

ƄAuditors

Ƅ Investment advisors

·Why not the same in the FDA world?

·Would this drive improved compliance?
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Practical Implications
·Possible roles of compliance offices
Ƅ Development and review of policies

Ƅ Auditing and audit reviews

Ƅ Development of detection systems

Ƅ Investigating reports

·Roles of lawyers
Ƅ Assess legal risks

Ƅ Ensure compliance with legal obligations

Ƅ Provide accurate legal advice

·What should happen when faced with serious 

allegations of malfeasance?

·How responsible are they?
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Practical Implications

·Consider separating compliance system from 

investigation and enforcement

·Auditing and investigations are critical

·Separate consulting lawyers from 

investigative/enforcement lawyers

·Remember that enforcement actions always raise 

legal issues

ƄEnsure early involvement of lawyers
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Other Thoughts
·Executives need to understand risks

·Sentencing guidelines give liability basis

·Remember role of management review
Ƅ 21 CFR Ä820.20

Ƅ Assess systems, resources, risk areas

·Need to assess compliance systems
Ƅ Need to develop systems and structures for that task

Ƅ Needs to be external

·Lawyers and compliance professionals must 

understand risks

17


