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UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF TEXAS 

DALLAS DIVISION 
  
UNITED STATES OF AMERICA ex rel. § 
Kevin N. Colquitt, et al., § 

 § 
Plaintiffs, § 

 § 
v. § Civil Action No. 3:06-cv-1769-M 

 § 
ABBOTT LABORATORIES, et al., § 

 § 
Defendants. §  

  
 

COURT’S CHARGE TO THE JURY 
 
Members of the Jury: 
 
 

INTRODUCTION 
 
 In any jury trial there are, in effect, two judges. I am one of the judges; the other is the 
jury. It was my duty to preside over the trial and to decide what evidence was proper for your 
consideration. It is also my duty, now at the end of the trial, to explain to you the rules of law 
that you must follow and apply in arriving at your verdict. 
 

First, I will give you some general instructions that apply in every case; for example, 
instructions about the burden of proof and how to judge the believability of witnesses. Then I 
will give you some specific rules of law about this particular case, and finally, I will explain to 
you the procedures you should follow in your deliberations. 
 
 

GENERAL INSTRUCTIONS 
 
 It is my duty and my responsibility to instruct you on the law you are to apply in this 
case. The law contained in these instructions is the only law you may follow. It is your duty to 
follow what I instruct you the law is, regardless of any opinion that you might have as to what 
the law ought to be. 
 

Throughout these instructions, I will refer to Relator Kevin Colquitt as “Relator.” I will 
refer to Defendants Abbott Laboratories and Abbott Vascular Solutions, Inc. as “Defendants.” 
As I explained to you at the beginning of the trial, Defendants are the successor in interest to 
Guidant Endovascular Solutions, Inc. (Guidant). Any actions taken by Guidant or its employees 
in this matter are considered the actions of Defendants. 
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Defendants are corporations, which act through their employees. A corporation is 
responsible under the law for acts and statements of its employees which are made within the 
course and scope of their duties as employees. 
 

Under the law a corporation is considered a person and all persons are equal before the 
law. Corporations are entitled to the same fair and conscientious consideration by you as any 
other person. 
 

The fact that Relator brought a lawsuit and is in court seeking damages creates no 
inference that he is entitled to a judgment. Anyone may make a claim and file a lawsuit. The act 
of making a claim in a lawsuit, by itself, does not in any way tend to establish that claim and is 
not evidence. 
 

If I have given you the impression during the trial that I favor either side, you must 
disregard that impression. If I have given you the impression during the trial that I have an 
opinion about the facts of this case, you must disregard that impression. You are the sole judges 
of the facts of this case. Other than my instructions to you on the law, you should disregard 
anything I may have said or done during the trial in arriving at your verdict. 
 

You should consider all of the instructions about the law as a whole and regard each 
instruction in light of the others, without isolating a particular statement or paragraph.  

 
The testimony of the witnesses, exhibits introduced by the parties, and stipulations of the 

parties constitute the evidence. The statements of counsel are not evidence; they are only 
arguments. It is important for you to distinguish between the arguments of counsel and the 
evidence on which those arguments rest. What the lawyers say or do is not evidence. You may, 
however, consider their arguments in light of the evidence that has been admitted and determine 
whether the evidence admitted in this trial supports the arguments. You must determine the facts 
from all the testimony that you have heard and the other evidence submitted. You are the judges 
of the facts, but in finding those facts, you must apply the law as I instruct you. 
 

You are required by law to decide the case in a fair, impartial, and unbiased manner, 
based entirely on the law and on the evidence presented to you in the courtroom. You may not be 
influenced by passion, prejudice, or sympathy you might have for Relator or Defendants in 
arriving at your verdict. A business and individuals are equal before the law and must be treated 
as equals in a court of justice. 
 

Relator must prove his claim by a “preponderance of the evidence.”  To establish 
something by a preponderance of the evidence means to prove it is more likely so than not so. If 
you find that Relator has failed to prove any element of a claim in this case by a preponderance 
of the evidence, then there shall be no recovery on that claim. 
 
 In determining whether any fact has been proven by a preponderance of the evidence, 
you may, unless otherwise instructed, consider the testimony of all the witnesses, regardless of 
who may have called them, and all exhibits received into evidence, regardless of who may have 
introduced them, the stipulations, and any fair inferences and reasonable conclusions you can 
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draw from the facts that have been proven. In other words, you may make deductions and reach 
conclusions that common sense leads you to draw from the facts which have been established by 
the evidence. 
 

During the trial, if I sustained objections to certain questions and exhibits, you must 
disregard those questions and exhibits entirely. Do not speculate as to what the witness would 
have said if permitted to answer the question or as to the contents of an exhibit not admitted. 
Also, certain testimony or other evidence may have been ordered stricken from the record, and if 
so, you have been instructed to disregard this evidence. Do not consider any testimony or other 
evidence which has been stricken or which I instructed you to disregard in reaching your 
decision. Your verdict must be based solely on the legally admissible evidence and testimony. 
 

Generally speaking, there are two types of evidence. One is direct evidence, such as 
testimony of an eyewitness. The other is indirect or circumstantial evidence. Circumstantial 
evidence is evidence that proves a fact from which you can logically conclude another fact 
exists. As a general rule, the law makes no distinction between direct and circumstantial 
evidence, but simply requires that you find the facts from all of the evidence by a preponderance 
of the evidence. 
 

You alone are to determine the questions of credibility or truthfulness of a witness. In 
weighing the testimony of a witness, you may consider the witness’s manner and demeanor on 
the witness stand, and any feelings or interest in the case, or any prejudice or bias about the case, 
that he or she may have, and the consistency or inconsistency of his or her testimony considered 
in the light of the circumstances. You may ask yourself a few questions. Has the witness been 
contradicted by other credible evidence?  Has he or she made statements at other times and 
places contrary to those made on the witness stand? You should give the testimony of each 
witness the credibility you think it deserves. 
 

In determining the weight to give to the testimony of a witness, you may consider 
whether there was evidence that at some other time the witness said or did something, or failed to 
say or do something, that was different from the testimony given at the trial. 
 

A simple mistake by a witness does not necessarily mean that the witness did not tell the 
truth as he or she remembers it. People may forget some things or remember other things 
inaccurately. If a witness made a misstatement, consider whether that misstatement was an 
intentional falsehood or simply an innocent mistake. The significance of that may depend on 
whether it has to do with an important fact or an unimportant detail. 
 

Even though a witness may be a party to the action and therefore interested in its 
outcome, the testimony may be accepted if it is not contradicted by direct evidence or by any 
inference that may be drawn from the evidence, if you believe the testimony. 
 

When knowledge of technical subject matter may be helpful to the jury, a person who has 
special training or experience in that technical field---an expert witness---is permitted to state an 
opinion on those technical matters. However, you are not required to accept that opinion. As with 
any other witness, it is up to you to decide whether to rely on it. 
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In deciding whether to accept or rely upon the opinion of an expert witness, you may 
consider any bias of the witness, including any bias you may infer from evidence that the expert 
witness has been or will be paid for reviewing the case and testifying, or from evidence that he or 
she testifies regularly as an expert witness and his or her income from such testimony represents 
a significant portion of his or her income. An expert witness may not offer an opinion about a 
corporation’s intent, motives, or state of mind. 
 
 You are not to decide this case by counting the number of witnesses who have testified 
on the opposing sides. Witness testimony is weighed; witnesses are not counted. The test is not 
the relative number of witnesses, but the relative convincing force of the evidence. The 
testimony of a single witness is sufficient to prove any fact, even if a greater number of witnesses 
testified to the contrary, if after considering all of the other evidence, you believe that witness. 
 
 Certain charts and summaries have been shown to you solely to help explain or 
summarize the facts disclosed by the books, records, and other documents that are in evidence. 
These charts and summaries, sometimes referred to as demonstrative aids, are not evidence or 
proof of any facts and will not go back to the jury room. If your view of the evidence differs 
from what is contained in such charts and summaries, you should rely on your own view of the 
evidence. 
 

Certain testimony has been presented to you through depositions. A deposition is the 
sworn, recorded answers to questions a witness was asked in advance of the trial. A court 
reporter was present and recorded the testimony. The questions and answers have been shown to 
you. This deposition testimony is entitled to the same consideration and weight and otherwise 
considered by you in the same way as if the witness had been present and had testified from the 
witness stand in court. 
 

During trial, the parties introduced into evidence certain interrogatories and responses to 
interrogatories – that is, questions together with answers signed and sworn to by the other party. 
By introducing an opposing party’s answers to interrogatories, the introducing party does not 
bind itself to the opposing party’s answers. The introducing party may challenge the opposing 
party’s answers in whole or in part or may offer contrary evidence.  
 

Any notes that you have taken during this trial are only aids to memory. If your memory 
should differ from your notes, then you should rely on your memory and not on the notes. The 
notes are not evidence. A juror who has not taken notes should rely on his or her independent 
recollection of the evidence and should not be unduly influenced by the notes of other jurors. 
Notes are not entitled to any greater weight than the recollection or impression of each juror 
about the testimony. 
 
 After I finish reading these instructions, the lawyers will make closing arguments. 
Remember, closing arguments are not evidence, but rather are the attorneys’ interpretations of 
what the evidence has shown or not shown. 
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SPECIFIC INSTRUCTIONS 
 

Relator has brought this lawsuit, known as a qui tam action, under the False Claims Act 
on behalf of the United States against Defendants. The False Claims Act authorizes the Attorney 
General of the United States, and/or private individuals, to bring claims on behalf of the United 
States Government against an individual or a company alleged to have knowingly presented to 
the Government a “false or fraudulent” claim for payment or approval.  Although there might 
have been references earlier in the case to other claims under the False Claims Act, this is the 
only claim being submitted to you. 
 

In this case, Relator contends that between February 23, 2004 and June 21, 2006, Guidant 
knowingly caused medical providers to submit false or fraudulent Medicare claims for 
reimbursement of non-coronary vascular stenting procedures involving biliary stents to the 
Centers for Medicare and Medicaid Services (CMS), an agency of the United States 
Government. The biliary stent systems at issue in this case are multiple sizes and configurations 
of the Omnilink, the Herculink Plus, the Dynalink, and the Absolute, sold in the United States 
between February 23, 2004 and June 21, 2006. Relator may not recover for any violations of the 
False Claims Act occurring before February 23, 2004 or after June 21, 2006. 
 
 If Relator succeeds in this lawsuit, he will receive a portion of any money judgment that 
you award. That amount would be determined by me after you have reached your verdict, if you 
find that Defendants committed a violation of the False Claims Act. Therefore, that amount is 
not a matter for your consideration. However, in reaching your verdict, you may consider the fact 
that Relator has a personal financial interest in this lawsuit as one factor in determining whether 
he has testified truthfully in this case. 
 

Defendants deny liability. They contend that claims submitted to CMS for reimbursement 
of Guidant’s biliary stents used in patients’ vasculature were correctly coded and reimbursed by 
Medicare; that they did not cause medical providers to submit false or fraudulent claims; that 
they did not know any claims were false or fraudulent at the time they were made; and that no 
false or fraudulent claim was material to CMS’s payment. 
 
 The False Claims Act imposes liability on any person who knowingly presents, or causes 
to be presented, to the United States Government a false or fraudulent claim for payment or 
approval (a “false presentment claim”). 
 

To prove a false presentment claim under the False Claims Act, Relator must prove, by a 
preponderance of the evidence, each and all of the following elements: 
 

(1) Defendants knowingly caused to be presented, or submitted, to the Government a 
claim for payment or approval; 

(2) The claim was false or fraudulent; 
(3) Defendants knew the claim was false or fraudulent at the time the claim 

was made; and 
(4) The false or fraudulent claim was material to the Government’s decision 

to pay or approve the claim. 
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For purposes of the False Claims Act, a “claim” is each Form CMS-1450 or CMS-1500 
seeking payment from CMS for Medicare benefits. There can be multiple claims submitted for 
one patient. 
  
 A claim is “false” if it is untrue when made. A claim is false if it is an affirmative 
misrepresentation of a fact. A claim is “fraudulent” if it is an assertion that is known to be untrue 
when made, or it is made recklessly without belief in its truth. The falsity or fraudulence of a 
claim is determined at the time the claim is presented. 
 

Defendants may be found to have “caused” the presentment, or submission, of a claim for 
Medicare reimbursement if the actions of Defendants were (1) a substantial factor in inducing 
providers to submit claims to Medicare for reimbursement, and (2) if the submission of those 
claims for reimbursement was reasonably foreseeable or anticipated as a natural consequence of 
Defendants’ conduct. 
 

For each disputed claim for payment, you cannot find Defendants “caused” a medical 
provider to submit a false or fraudulent claim unless Defendants “caused,” as defined in the 
immediately preceding paragraph, an actual provider to submit a false or fraudulent claim. 
Defendants’ actions need not be the only cause for the payment of the false claim. 

 
 “Knowingly” means that a person or entity must have actual knowledge that the claim 
was false; or deliberately ignores facts which would demonstrate to a reasonable person that the 
claim was false; or recklessly disregards facts that would demonstrate to a reasonable person that 
the claim was false. The term “knowingly” does not require any proof of specific intent to 
defraud. 
 
 A person with “actual knowledge” positively knows something. Relator may establish 
that Defendants had actual knowledge through direct or circumstantial evidence, as defined 
above. 
 
 A person does not act “knowingly” if his or its misstatement was the result of an innocent 
mistake or negligence. 
 
 A person “deliberately ignores” facts if he or it deliberately closes his or its eyes to what 
would otherwise have been obvious to him or it or acts with willful blindness. Knowledge cannot 
be established merely by demonstrating that a person was negligent, careless, or foolish. 
 
 A person “recklessly disregards” facts if he or it has a high degree of awareness of the 
probable falsity of his or its statement. 
  

A falsity or fraudulence in a claim is “material” if it has the potential to influence CMS’s 
decision to pay it. It is not necessary to show, however, that CMS was in fact deceived or misled. 
 

Relator has the burden of proving by a preponderance of the evidence each and every 
element of his False Claims Act case for each claim to CMS that he contends was false or 
fraudulent. You may not speculate, without proof, that an element (such as falsity, knowledge, 
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causation, or materiality) that you find applies to one provider’s claim submitted to CMS also 
applies to any other provider’s claim submitted to CMS. 
 
 The only claim alleged in this case is for violations of the False Claims Act. Evidence, if 
any, of off-label promotion or alleged violations of rules promulgated by the Food and Drug 
Administration (FDA), including rules and guidance regarding continuing medical education 
(CME), do not, in and of themselves, establish liability under the False Claims Act. However, the 
Court has allowed the admission of such testimony for you to consider, to the extent that you 
may find it relevant to the issues under the False Claims Act that are before you, of: (1) safety 
and effectiveness; (2) physician judgment and general acceptance in the medical community, if 
any, and the cause of such general acceptance, if any; and (3) whether there were false or 
fraudulent claims caused by Defendants to be presented for Medicare reimbursement. 
 
 CMS oversees the Medicare program at a national level, but it does not process 
individual claims submitted by health care providers for reimbursement. Instead, CMS contracts 
with private insurance companies to act as its agents in reviewing and processing Medicare 
claims. CMS has the authority to make Medicare coverage eligibility determinations on a 
nationwide basis. When it makes a rule regarding the scope of coverage for a particular item or 
service, CMS issues a National Coverage Decision (NCD). An NCD is binding on all private 
Medicare contractors. In this case, it is undisputed that there was no NCD in effect between 2004 
and 2006 that addressed whether claims for non-coronary vascular stenting procedures using 
biliary stents were covered by Medicare and eligible for reimbursement. 
 

The private contractors are also bound by the terms of the Medicare statute in making 
reimbursement decisions. Among other things, the Medicare statute provides that “no payment 
may be made . . . for any expenses incurred for items or services . . . [which] are not reasonable 
and necessary for the diagnosis of illness or injury. . . .”  The private Medicare contractors 
determine which items or services are reasonable and necessary for purposes of coverage under 
the statute. If there is no NCD in place, Medicare contractors can issue a Local Coverage 
Determination (LCD) that sets conditions for the reimbursement eligibility of certain procedures. 
An LCD in one state does not apply to any other state. 
 
 In Alaska, Arizona, Colorado, Hawaii, Iowa, North Dakota, Nevada, Ohio, Oregon, 
South Carolina, South Dakota, Washington, West Virginia and Wyoming, LCDs for non-
coronary vascular stenting procedures during the relevant time period contained references to 
“standard medical practice,” “standard practice in the medical community,” or variations of those 
phrases. Relator is not pursuing any claims that Defendants violated the False Claims Act with 
respect to claims submitted for Medicare reimbursement in those states. However, you were 
permitted to consider evidence about LCDs in effect in those states that reference standard 
medical practice or similar language as background information to whatever extent you found it 
to be relevant to issues that you are actually considering. 
 
 Between 2004 and 2006, local contractors with responsibility for some of the other states 
issued LCDs addressing non-coronary vascular stenting procedures. To determine whether 
procedures using Defendants’ biliary stents were covered in those states requires a fact-intensive 
analysis of the specific terms of each LCD. 
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Local contractors with responsibility for the remaining states did not issue LCDs for non-

coronary vascular stenting procedures. In such states, where no NCD or LCD for non-coronary 
vascular stenting procedures was in place, the local contractor made individual claims 
determinations, based on whether a particular claim meets the statutory requirement of being 
“reasonable and necessary.” You may consider the evidence before you in determining if an item 
or service for which reimbursement was claimed was reasonable and necessary. 
 

Both CMS and the FDA review scientific evidence and may review the same evidence to 
make purchasing and regulatory decisions, respectively. However, CMS and its local contractors 
make coverage determinations, and the FDA conducts pre-market review of products under 
different statutory standards and different delegated authority. Action by the FDA, including 
granting, denying, or not acting on approval or clearance is something CMS may consider, but it 
is not binding on CMS or its local contractors. 
 

Several Medicare contractors issued LCDs containing the phrase “FDA approved.” The 
FDA’s definition of “approved” is not binding on CMS, its contractors, or Medicare, and does 
not limit Medicare’s discretion to cover any reasonable and necessary medical care. 
 

The parties have stipulated, or agreed that it is so, that in the relevant time period, 
although FDA representatives attended the various conferences at which Guidant was present, 
the FDA did not “bless” or approve in any way the marketing or promotion by Guidant of biliary 
stents for use in the vasculature. 
 

CMS does not make coverage decisions or statements of official position through oral 
communications with the public, including any physician societies. 
 

You should not interpret the fact that I have given instructions about damages as an 
indication in any way that I believe that Relator should or should not win this case. It is your task 
first to decide whether Defendants violated the False Claims Act. I am instructing you on 
damages only so that you will have guidance in the event you decide that Defendants violated the 
False Claims Act and that the United States is entitled to recover money from Defendants. 
  
 The appropriate measure of damages resulting from a violation of the False Claims Act is 
the difference, if any, between what the United States actually paid for false or fraudulent claims 
and what it would have paid if a claim had been truthful and accurate. Speculation and 
conjecture cannot form the basis of a damages calculation. However, Relator need not prove an 
exact amount of damages. It is sufficient for you to reach an approximate amount of damages, 
based on a just and reasonable inference supported by the evidence. 
 
 You should not offset any damages you find Defendants owe to the Government by any 
potential cost the Government might have incurred for other claims that might have otherwise 
been submitted. The purpose of damages under the False Claims Act is to make the Government 
whole and return to it any funds paid on the basis of a false claim. 
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 In some situations, a plaintiff has the responsibility to attempt to mitigate, or lessen, the 
damages at issue. That is not the case when, as here, damages are alleged to have been caused by 
fraud. 
 
 

QUESTIONS 
 

 To reach a verdict, at least ten, and if less than eleven, the same ten of you, must agree on 
the answers to Questions 1, 2, and 3. 
 
 If less than all of you agree, the foreperson will write the first names and last initial of the 
ten jurors who agree on the answers to Question 1, 2, and 3. If all of you agree, then there is no 
need to list the first names and last initials of the jurors in agreement. 
 
 

1. Considering the elements and definitions set forth on pages 5 and 6 above, did 
Relator prove by a preponderance of the evidence that Defendants caused to be presented to 
CMS a false or fraudulent claim for payment or approval between February 23, 2004 and June 
21, 2006? 
 
 Answer “Yes” or “No.” ________________________________ 
 
 

If all of you answered “Yes” in response to Question 1, proceed to Question 2. If only ten 
of you answered “Yes” in response to Question 1, then the same ten of you should answer 
Question 2. If ten or eleven of you answered “No” in response to Question 1, the foreperson 
should sign and date the last page of this Charge, and deliver it to the Court Security Officer. 
 
 

2. How many false or fraudulent claims, if any, did Relator prove by a 
preponderance of the evidence that Defendants knowingly caused to be presented to CMS for 
payment or approval between February 23, 2004 and June 21, 2006?  
 
 Answer with a number, or “zero.” ________________________________ 
 
  
 If all of you answered “zero” in response to Question 2, the foreperson should sign and 
date the last page of this Charge, and deliver it to the Court Security Officer. If ten or eleven of 
you agreed on a number other than zero in response to Question 2, those same jurors should 
answer Question 3. 
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3. What amount of money, if any, do you find Relator proved by a preponderance of 
the evidence to be the damages that the United States sustained as a result of the claims found by 
you in response to Question 2? 
 
 Answer in dollars and cents, if any.  $________________________________   
 
 
 Your answer must be unanimous as to all of you who answered with a number on 
Question 2. 
 
 

POST-ARGUMENT INSTRUCTIONS 
 

It is your duty to consult with one another and to deliberate in an effort to reach 
agreement if you can do so. Each of you must decide the case for yourself, but only after an 
impartial consideration of the evidence with your fellow jurors. During your deliberations, do not 
hesitate to reexamine your own opinions and change your mind if convinced that you were 
wrong. But do not give up your honest beliefs as to the weight or effect of the evidence solely 
because of the opinion of your fellow jurors, or for the mere purpose of returning a verdict. 
 
 When you go to the jury room, the first thing that you should do is select one of your 
number as your foreperson, who will help to guide your deliberations and will speak for you here 
in the courtroom. Do not deliberate unless all of you are present in the jury room. In other words, 
if one or more of you go to lunch together or are together outside the jury room, do not discuss 
the case. 
 
 A form of verdict has been prepared for your convenience. The foreperson will write the 
answer of the jury in the space provided for each question. At the conclusion of your 
deliberations, the foreperson should date and sign the verdict. 
 
 If you need to communicate with me during your deliberations, the foreperson should 
write the message and give it to the Court Security Officer. I will either reply in writing or bring 
you back into the court to answer your message. 
 
 I want to advise you that although our court reporter has taken down all of the testimony, 
it is not done in such a way that we can read back or furnish testimony to you at your request. 
Only when you have a specific disagreement as to a particular witness’s testimony on a specific 
subject can we attempt to obtain that information for you. 
 

Bear in mind that you are never to reveal to any person, not even to the court, how the 
jury stands, numerically or otherwise, on any question, until after you have reached a verdict, 
unless I instruct you otherwise. 
 
 You may now retire to the jury room to conduct your deliberations. 
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Dated: April 7, 2016. 
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VERDICT OF THE JURY 
 
 If the verdict is not unanimous, list the first names and last initials of the ten jurors who 
agree on the answer to Question 1:  
 
 

________________________________ ________________________________ 
 

 
________________________________ ________________________________ 

 
 

________________________________ ________________________________ 
 

 
________________________________ ________________________________ 
 

 
________________________________ ________________________________ 
 
 

 
 If the verdict is not unanimous, list the first names and last initials of the ten jurors who 
agree on the answer to Question 2: 
 
 

________________________________ ________________________________ 
 

 
________________________________ ________________________________ 

 
 

________________________________ ________________________________ 
 

 
________________________________ ________________________________ 
 

 
________________________________ ________________________________ 
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If the verdict is not unanimous, list the first names and last initials of the ten jurors who 
agree on the answer to Question 3: 
 
 

________________________________ ________________________________ 
 

 
________________________________ ________________________________ 
 

 
________________________________ ________________________________ 
 

 
________________________________ ________________________________ 
 

 
________________________________ ________________________________ 
 

 
 
 If your verdict is unanimous, then there is no need to list the first names and last initials 
of the jurors in agreement, and the foreperson may simply sign the verdict. 
 
 
 Dated:  April ____, 2016 
 
 
  

________________________________  
FOREPERSON 
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