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witnesses regarding inferences and opinion, when based on the witness's own perceptions as a

fact witness, may be proper as provided by Rule 701. Finally, the principles regarding lay opin-

ion testimony under Rule 701 apply evenhandedly. The government, which presumably will

offer witness testimony to try to show that disputed statements were false or misleading, and

were knowingly, willfully, and/or corruptly made, may not preclude the defense from offering

contrary proof.

BACKGROUND

The Indictment charges Lauren Stevens with obstruction of justice, concealment of

documents, and making false statements, in connection with Ms. Stevens' involvement in re-

sponding to a United States Food and Drug Administration ("FDA") inquiry to GlaxoSmithKline

("GSK" or the "Company") regarding possible off-label marketing of GSK's antidepressant

product Wellbutrin SR ("Wellbutrin"). Ms. Stevens, then a GSK Vice President and Associate

General Counsel, headed GSK's team of in-house and outside counsel that responded to the

FDA's inquiry, and signed GSK's response letters to the FDA.

In October 2002, the FDA requested information from GSK about the marketing of Well-

butrin, expressing concern that GSK might be promoting the off-label use of Wellbutrin for

weight loss. 1 Ms. Stevens led the team tasked with responding to the FDA's request? That

team included other GSK in-house attorneys (including a former FDA Associate General Coun-

sel), and the law firm of King & Spalding LLP.3 The lead King & Spalding attorney was a

former FDA Associate Chief Counsel who had served as one of the agency's chief litigators of

I Ind. ~ 3; Decl. of Brien T. O'Connor ~ 6 ("O'Connor Decl.") (Doc. #25-2, attached

hereto as Ex. I).

2 Ind. ~ 4; O'Connor Decl. ~ 8.

3 O'Connor Decl. ~~ 8-1 I; see Gov. Mot. at 3 (acknowledging that Ms. Stevens, "in re-

sponding to the FDA, worked with both in-house attorneys at GSK and some outside counsel").
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both civil and criminal pharmaceutical cases.
4

King & Spalding attorneys were intimately involved in investigating the facts, collecting

documents, and preparing GSK's response. GSK and King & Spalding conducted an extensive

review of GSK promotional materials, speaker training slides, and other documents relating to

Wellbutrin. King & Spalding interviewed over a dozen GSK employees involved in the market-

ing of Wellbutrin, as well as the three doctors whom the FDA identified as potentially involved

in off-label promotion. On the basis of this review, King & Spalding concluded that GSK did

not have a corporate strategy to promote Wellbutrin to achieve weight loss or to treat obesity.5

GSK sent six substantive response letters to the FDA between December 2002 and No-

vember 2003. The letters addressed the FDA's major areas of inquiry and described, in narrative

format, GSK's promotional program for Wellbutrin. The letters also disclosed several instances

of noncompliance with corporate policies regarding the marketing of Wellbutrin that GSK and

King & Spalding uncovered during the investigation. King & Spalding attorneys drafted, edited,

and reviewed each of GSK's substantive response letters to the FDA.
6
In each case, the letters

were sent to the FDA only after a consensus was reached among the various attorneys on the

response team regarding the Company's response.

The core conclusion of the GSK and King & Spalding team was that, while certain physi-

cian speakers may have violated Company policy by making statements concerning Wellbutrin

and weight loss, GSK did not have a centralized corporate strategy to promote Wellbutrin off-

label as a means of treating obesity.? Based on this conclusion, GSK stated in a February 28,

2003 letter to the FDA:

4 O'Connor Decl. ~ 10.

5Jd.~13.
6
Jd. ~ 14.

? Jd. ~~ 13, 18.
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a. GSK has not developed, devised, established or maintained any program

or activity to promote or encourage, either directly or indirectly, the use of

Wellbutrin SR as a means to achieve weight loss or treat obesity ....

GSK's promotional material and activities for Wellbutrin SR are consis-

tent with the approved Prescribing Information and supporting clinical

data.

b. GSK has not developed or maintained promotional plans or activities to

directly or indirectly promote Wellbutrin SR for weight loss or the treat-

ment of obesity.8

The Indictment alleges Ms. Stevens made these and similar statements knowing they were false.
9

GSK also voluntarily produced documents and other information requested by the FDA.
IO

Early in the investigation, GSK informed the FDA that the Company would make a good-faith

effort to obtain from physicians under contract with GSK materials presented by physician

speakers at GSK-sponsored promotional programs. I I Accordingly, the response team sent out

requests to over 500 physicians, 40 of whom sent copies of their presentations to GSK. GSK

forwarded all of the materials received from the physicians to counsel at King & Spalding, who

in turn reviewed the presentations to determine whether there was any off-label promotion. King

& Spalding concluded that while some of the presentation slides did contain potentially off-label

content, it was impossible without extensive interviews of doctors to determine how or if the

presentations had been used and what the physicians actually said during their presentations. 12

Concerned that simply producing the presentations with no explanation could create a

misleading impression, the GSK and King & Spalding team subsequently discussed at length

whether to produce the presentations to the FDA absent the context necessary to fairly assess the

8
Id. '1117.

9 See Ind. '11'1128-41.

10 O'Connor Decl. '11'1112-13.

11Id. '1120.

12 Id. '11'1121-22

4

Case 8:10-cr-00694-RWT   Document 138-1    Filed 03/28/11   Page 4 of 14



Case 8:10-cr-00694-RWT Document 54 *SEALED* Filed 02/25/11 Page 5 of 14

presentations.13 The team reached a consensus decision not to produce the presentations imme-

diately, but instead to seek a meeting with the FDA at which GSK would discuss the present-

ations.14 In this regard, Ms. Stevens called the FDA several times in May/June 2003 to schedule

such a meeting. However, the FDA did not respond positively to Ms. Stevens' calls, and the

anticipated meeting never occurred. IS At no time did King & Spalding advise GSK or

Ms. Stevens that failure to produce the presentations at that time was unlawful. 16 The Indictment

alleges that Ms. Stevens' failure to make the voluntary production of the presentations

constituted obstruction and an illegal concealment of documents.
17

ARGUMENT

I. The Government's Motion is Premature

The government's motion to exclude the personal views or opinions of defense witnesses

is premature, because none of the testimony at issue has been proffered, and any determination

of admissibility requires an individualized assessment. The government admits at the outset that

it does not know what opinion testimony the defense will put on, and hence what testimony the

government is trying to exclude. Gov. Mot. at 3.

An assessment of whether a witness may offer opinion testimony under Rule 701 is a

case-by-case determination that necessarily requires examination of the specific testimony and

witnesses in question. See United States v. Smith, 591 F.3d 974, 983 (8th Cir. 2010) (noting that

Rule 701 "inquiry requires a case-by-case analysis of both the witness and the witnesses' opin-

ion"); United States v. Beck, 418 F.3d 1008, 1015 n.4 (9th Cir. Or. 2005) (taking a "a case-by-

13 d . dJ, . ~ 23, In . ~ 34.

14 O'Connor Decl. ~ 23.

IS Id.~ 24.

16 1d.~23.

17 See Ind. ~~ 12-25,34-41.
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