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General Background Observations

« Medical device companies face scrutiny (and exposure) from many

sources

— Department of Justice
— HHS (OIG)

— State Attorneys General
— Postal Investigators

— DOD

— Veteran’s Administration
— Private qui tam plaintiffs

« Federal government has heightened its commitment to enforcement
— Increased number of enforcement actions
— Increased funding
— Expanded statutory framework

« Recent (March '05) subpoenas
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Government’s Major Tools for
Investigating Fraud and Abuse

« Tools for gathering information (See APPENDIX for more detailed information.)
— Search warrants
— Grand jury subpoenas
— Administrative subpoenas
— DOJ Civil Investigative Demands
— DOJ Authorized Investigative Demands
— Informal document requests
— Contacts between government agents and company employees
— FDA inspection authority

o Statutes
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Key Challenges for Companies Involved
in a Government Investigation

« Easy to be caught unprepared
* High stakes

* Challenges created by Thompson Memo
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Preparing for a Government
Investigation

* Devise responses to full range of potential
investigative issues (policies and procedures)

* Education and training

 Create “checklists”
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APPENDIX
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Investigative Tools:
Search Warrants

« Court order, pursuant to application from a prosecutor or agent,
authorizing agents to search for and seize: (1) evidence, (2)
contraband, (3) instrumentalities, or (4) a person subject to arrest.

« Search warrants are only available in criminal cases and must
specify the place to be searched and items to be seized.

 They may be based on affidavit or sworn testimony. Affidavits are
usually sealed, particularly in early stages of investigation.

« Search warrants must be executed between 6:00am—10:00pm
(absent court approval).

« Agents must provide copy of warrant at outset of search and an
inventory of items seized at conclusion.
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Search Warrants (conra

* Increasingly, agents are attempting to interview employees
simultaneously with execution of warrant.

« Search warrants have been used against pharmaceutical and other

health care companies in recent years:
— Columbia/HCA
— Liberty Medical

« Search warrants increasingly are used to obtain evidence stored on
company computers, including laptops and PDAs of field sales
personnel.
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Search Warrants:
FDA vs. Other Investigative Agencies

« Because FDA conducts regulatory inspections (e.g., GMP inspections) and
criminal investigations, it is important to determine quickly the nature of an
FDA inquiry.

« Criminal investigations are handled by the Office of Criminal Investigations
(OCI), whose investigators are authorized to carry weapons, execute
warrants, and make arrests.

« Circumstances indicating an OCI investigation:

— Credentials—OCI investigators are Series 200(e) or (f); regulatory inspectors’
credentials are Series 200(d).

— Regulatory inspectors will present company with Form 482 (notice of inspection
under FDCA); OCI agents will not present such forms.

— Regulatory inspectors may review only certain records (e.g., not authorized to
review sales or pricing records); OCI has same authority and also entitled to
search and seize any records as specified in search warrant.
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Investigative Tools:

Subpoenas & Related Demands

* Federal Grand Jury Subpoenas:

Type of investigation: Any Federal crime being investigated by grand jury

Authority to issue: Technically issued by grand jury, but process controlled in
fact by prosecutor

Documents/testimony: Both
Substantive scope: No showing of relevance required

Secrecy: Rule 6(e) imposes secrecy requirements on GJ proceedings. Thus,
evidence obtained cannot be shared with civil prosecutors (absent a court order).
However, recipients of GJ subpoena generally are under no obligation to keep
the fact of the subpoena secret; thus, government usually does not use during
“covert” phase of an investigation.

Practical issues:
GJ subpoenas often specify that original documents (not copies) must be produced.

Frequently, the timing and scope of response is negotiated with the prosecutor.
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Investigative Tools:
Subpoenas & Related Demands

« DOJ Authorized Investigative Demands (AlDs):

Type of investigation: Federal health care fraud offenses
Authority to issue: Local US Attorneys’ Office
Documents/testimony: Documents, testimony only for document authentication

Substantive scope: Materials that “may be relevant to an authorized law
enforcement inquiry”—extremely broad, though scope not yet litigated

Secrecy: None, thus evidence obtained may be shared with civil prosecutors

Practical issues:

« May be issued before, during, or after the commencement of a grand jury investigation
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Investigative Tools:
Subpoenas & Related Demands

« DOJ Civil Investigative Demands (CIDs):

Type of investigation: Violations of Federal Civil False Claims Act

Authority to issue: Attorney General only (prepared by trial attorneys, reviewed
within Main DOJ, signed personally by Attorney General—authority not
delegable)

Documents/testimony: Documents and testimony
Substantive scope: Very broad, similar to grand jury subpoena
Secrecy: None

Practical issues:

* Due to Attorney General approval requirement, usually reserved for more serious cases

« Usually issued only after criminal case has been declined
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Investigative Tools:
Subpoenas & Related Demands

« HHS IG Subpoenas:

Type of investigation: Fraud (civil or criminal) involving the delivery of or
payment for health care in the US (including private insurers)

Authority to issue: HHS |G, usually after review by Office of Counsel to the
HHS I1G

Documents/testimony: Documents only
Substantive scope: No showing of relevance required
Secrecy: None

Practical issues:

« Because prosecutors generally prefer to use grand jury subpoenas for criminal cases,
vast majority of HHS OIG subpoenas are for civil fraud investigations
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Investigative Tools:
Employee Interviews

FBI and other agencies are increasing their use of surprise, non-custodial
interviews in white-collar investigations, frequently visiting employees at
their homes or attempting to interview employees while executing search
warrant.

Agents not required to give Miranda warnings unless interviewee is in
custody.

Employees not required to be interviewed. If they do agree, they can
request that company or personal counsel be present.

Companies can and should advise employees of their rights and
responsibilities regarding government interview—but companies should not
advise employees not to cooperate, which could be construed as
obstructing the investigation.

The most important advice to employees—be truthful.



