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UNITED STATES DISTRICT COURT 
DISTRICT OF MINNESOTA 

UNITED STATES OF AMERICA, 

 Plaintiff, 

 vs. 

GUIDANT, LLC, formerly d/b/a 
GUIDANT CORPORATION, 

 Defendant. 

)
)
)
)
)
)
)
)
)
)

CRIMINAL No: 10-MJ-67 (DWF) 

DEFENDANT’S MEMORANDUM 
OF LAW REGARDING MDL 
PLAINTIFFS’OPPOSITION TO 
GUIDANT LLC PLEA

Guidant, LLC, through its counsel, has been requested to respond to the 

Memorandum filed by counsel for the MDL Plaintiffs concerning the effect of Title 18, 

United States Code § 3771 on this case. Guidant, LLC maintains that the MDL Plaintiffs 

are not properly before this Court for the following reasons: (1)the federal restitution 

statutes do not apply to the misdemeanor violations at issue; (2)the crime victim specified 

by the statute for the regulatory violations alleged in the Information is the Food and 

Drug Administration; and, (3)any claim by the MDL Plaintiffs for an award of forfeited 

funds must be addressed to the Department of Justice in a separate proceeding to which 

Guidant, LLC is not a party. 

Restitution:

 The Court’s authority to order restitution derives from Title 18, United States 

Code, Sections 3663 and 3663A.  Those statutes authorize a restitution order for Title 18, 

United States Code, offenses, and certain enumerated offenses found in other Titles.  The 

misdemeanor charges found in the Information cite violations of Title 21, United States 
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Code, Sections 331(q) and 333(a)(1), which are not incorporated by the restitution 

statutes.

Mindful that legal authority to award restitution is absent, the MDL plaintiffs 

suggest that the court should award restitution in this criminal case on the basis of equity.  

Their argument is not well taken for two reasons: First, equity jurisdiction is civil, this is 

a criminal case. Although a court can sometimes entertain a separate civil action in equity 

ancillary to a criminal case, there is no equity jurisdiction in the criminal action itself.  

See Eastus, U. S. Attorney v. Bradshaw, 94 F. 2d 788, 789 (5th Cir. 1938); Thompson v. 

Covington, 47 F. 3d 974, 975 (8th Cir. 1995).  Second, to invoke the court’s equitable 

jurisdiction there must be no available remedy at law.  Here, the MDL plaintiffs not only 

have a civil remedy at law, they have availed themselves of that remedy by bringing and 

resolving separate civil actions.

MDL plaintiffs not related to this offense:

Count 1:

Title 21 United States Code, Section 331(q)(2) states in pertinent part: “The 

following acts and the causing thereof are prohibited: …[w]ith respect to any device, the 

submission of any report that is required by or under this chapter that is false or 

misleading in any material respect.”  Even a good-faith filing that turns out later to have 

been false or misleading is a misdemeanor offense under 21, United States Code, Section 

333(a)(1).  The gravamen of the offense is the filing of a report with the government, not 

an act involving any particular person. 

 An examination of the August, 2003, Annual Product Performance Report 

regarding the Ventak family of devices reveals that the language of the report was 

accurate:

“Guidant added an electrically insulating piece of polyimide tubing over the 
backfill tube on the PRIZM 2 devices. During the manufacturing process, the feed-
through wires are routed to the set screw blocks and come in close proximity to 
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the backfill tube. The insulating tubing on the backfill tubing prevents shorts 
between the feed-through wires and backfill tube. Device performance is 
unaffected by this change and the devices continue to meet physical and functional 
requirements.”

Guidant Post-Approval Annual Report for VENTAK AV and VENTAK PRIZM DR/VR 

Automatic Implantable Cardioverter Defibrillator System, dated August 19, 2003, Section 

II.B.1.  That publicly available report filed with the FDA made clear that Guidant had 

made a change to the Prizm 2 device in 2002.  The offense charged in the Information is 

that this change was reported in the section of the report covering changes not affecting 

the safety of efficacy of the Prizm 2 device, when the change did operate to enhance the 

safety of the device.  In fact, as reported in the Plea Agreement, no PRIZM 2 device 

manufactured after that enhancement has failed as a result of the short-circuit flaw. 

 This is a regulatory filing offense.  The FDA sets the rules for regulatory filings.  

Accordingly, that agency is the party in interest.  Title 18, United States Code, Section 

3771(e) defines a “victim,” as, “a person directly and proximately harmed as a result of 

the commission of a Federal offense…,” which incorporates the traditional “but for” and 

proximate cause analysis. See In Re Galvis, 564 F. 3d 170, 175(2nd Cir. 2009).  

Determining victim status is necessarily fact specific for each case. United States v. 

Sharp, 463 F. Supp. 2d 556 (E.D. Va. 2006). 

 The fallacy in the plaintiffs position as to this Court is that there can be no 

individual victims in this circumstance.  For an individual claimant to be deemed a 

“victim”, they would be required to establish they were directly harmed by the 

description and location of the manufacturing change for the PRIZM 2 in the Annual 

Product Performance Report in August 2003.  In other words, the substance of this Count 

relates to a manufacturing change affecting only “post-fix” devices.  A recipient of a 
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post-fix device received a device that was not included in the Advisory population and 

was not subject to the potential failure mechanism.  Accordingly, recipients of post-fix 

devices are the only potential “victims”, beyond the FDA, in this context, and recipients 

of post-fix devices can demonstrate no harm as a result of the actions which form the 

basis for this Count.1

Count 2: 

 Title 21 United States Code, Section 331(q)(1) states in pertinent part: “The 

following acts and the causing thereof are prohibited: [t]he failure or refusal to…(B) 

furnish any notification or other material or information required by or under section 

360i… of this title.”  Count 2 alleges that a Product Update in March 2005, which was 

sent to physicians, was a “correction” in the labeling for the RENEWAL 1 device.  

Corrections to product labeling reported to the FDA within 10 days pursuant to 

regulations issued under the authority of Title 21 United States Code, Section 360i(g). It 

was not reported by Guidant for at least two months. 

 There are no individual victims of this offense.  The information in the Product 

Update was sent to all treating physicians so that they could receive updated labeling 

instructions.  Thus they are not in a position to complain about lack of notification of a 

labeling change.  Again, there are no claimants who can say that they acted in detrimental 

1 Guidant LLC finds most of the assertions of the MDL plaintiffs to be without support 
anywhere in the record of this or the MDL litigation.  The documentation from the MDL 
record reflects that the exact circumstances of the November 2002 change to the Prizm 2 
device and the decision to report it in the 2003 Annual Report were well known to all 
parties in the MDL litigation.  The legal implications of such actions, on the other hand, 
were hotly debated.  Defense counsel’s cited statements were made in the context of 
asserting whether Guidant actions, as claimed, invalidated the preemption defense.  That 
issue is not before this Court.  It is regrettable that plaintiff’s counsel now find it 
necessary to take statements out of context and to personally attack their opposing 
counsel in the civil action for fair argument from facts.  Nonetheless, the assertions of the 
plaintiffs do not relate to the offenses in the Information in this case.
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reliance on the information they received in March 2005, that added further instructions 

on the investigation of warning screens for implanted RENEWAL 1 devices. 

Objection to plea: 

 The MDL plaintiffs appear to acknowledge that they are not victims of the 

offenses charged in the Information.  They generally claim that they should be included, 

because everyone who buys a medical device should be a victim.  They make no attempt 

to meet the statutory requirement in Title18 United States Code § 3771(e) that they show 

any of them were directly harmed by the particular offenses in the Information.  Rather, 

they argue that patients made decisions to purchase devices based upon statements made 

by Guidant well after the purchase relating to different devices, that is, they made a 

purchase of a pre-change device in 2002 in reliance upon a statement that was later to be 

made about post-change devices in 2003.   

Lacking standing to claim status as victims of the offenses charged in the 

Information, they want the government to find some other conduct to which they can 

claim victim status.  Their issue is with the government.  A desire to be a victim without 

more, falls short of meeting the specific requirements of the statute requiring that a 

person be “directly and proximately harmed” by the offense.   

Fine and Forfeiture:

 Guidant LLC has agreed to pay a total penalty of over $296 million for these two 

misdemeanor offenses.  In its settlement in principle dated November 3, 2009, Guidant 

agreed to let the government decide which portion should be directed toward a fine and 

what part would be forfeited.  In the final Plea Agreement, the government has chosen 

$253,962,251 to be set aside for the fine, and $42,079,675 as a criminal forfeiture.  The 

forfeiture is based entirely upon Count 2, relating to the failure to timely report the 

Product Update as a labeling change for the RENEWAL 1 device.  Guidant has agreed 
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not to contest the forfeiture, without making any admission on the basis for the forfeiture 

or the calculation of the amount.  

Guidant is not a party to any claims for allocation of the forfeited funds.  Such 

claims should be made through ancillary proceedings governed by statute and Rule 32.2, 

Federal Rules of Criminal Procedure. 

 Dated: April 1, 2010 

           s/Douglas A. Kelley for 

Daniel M. Scott 
Register No. 98395 
Kelley, Wolter & Scott, P.A. 
431 South 7th Street 
Suite 2530 
Minneapolis, MN 55415 
Tel. 612-371-9090 
Attorneys for Guidant,LLC
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