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NOTICE OF MOTION AND MOTION TO DISMISS

PLEASE TAKE NOTICE 

§ for an order dismissing Relators’ Second Amended Complaint.

United States as a matter of its prosecutorial discretion that Relators’ pursuit of this case is 

contrary to the United States’ interests on whose behalf Relators are supposed to be

The United States’ motion is based on this Notice of Motion and Motion, the attached 

MEMORANDUM OF POINTS AND AUTHORITIES

I. STATEMENT OF ISSUES TO BE DECIDED

Whether Relators’ Second Amended Complaint should be dismissed where the United 

II. STATEMENT OF FACTS

A. Relators’ Allegations

s Jeff Campie and Sherilyn Campie (“Relators”)

tam

allegations about a number of different products, Relators’ key allegations concern alleged 

’s manufacturing of certain pharmaceutical drugs.  
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representations or material omissions in applications seeking FDA’s approval for various drugs.  

§§ 3729 3733

specifically, Relators assert that Gilead’s conduct gives rise to violations 

’

turn would have affected the drugs’ eligibility for payment under federal health care programs.  

B. The Government’s Investigation

t investigated Relators’ allegations for over two years.  Accompanying 
1 The government reviewed Relators’ complaint and 

1 2010 
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.  

witnesses.  

of the lots from “cradle to grave,” which accounted for the disposition of each lot with 

After thoroughly investigating and meaningfully assessing the Relators’ allegations, in 

§
2

of Relators’ claims or whether the Relators’ allegations were adequately 

pled.  The Court granted Gilead’s motion and dismissed the complaint, but granted Relators 

747

“worthless services” and an actionable misrepresentation made as part of the payment process.  

allegations, and did not change the government’s view about its decision to decline to intervene 

d by the appeal.  The Ninth Circuit reversed this Court’s dismissal of the action.  ECF 

2



Case No. C 11 0941 4

1

2

3

4

5

6

7

8

9

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

28

150

C. FDA’s Ongoing Regulatory Oversight

conducting ongoing regulatory oversight of Gilead’s manufacturing pr

t the specifications in the drugs’ label, but that changes 

At the conclusion of an inspection, FDA may issue a “Form 483” if the 

FDA’s ongoing regulatory oversight continued after Relators filed their complaint and 

4.  FDA did not issue a Form 
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5.  In June 2012, 

483 .  

7.

III. STATEMENT OF LEGAL AUTHORITY

A. The False Claims Act

up to thirty percent of the recovery, plus attorneys’ fees and costs.  §

together with a “written disclosure of substantially all material evidence and information the 

person possesses,” upon the United States.  §

§

If the United States intervenes, “the action shall be conducted by the Government.”  31 

§ 3730(b)(4)(A).  The government assumes “the primary responsibility for prosecuting 

the action” and is not bound by any act of the relator.  §

y settle the case over the relator’s objection, or 

may otherwise seek to limit the relator’s 
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§

action if it interferes with the government’s investigation or prosecution of another matter.  31 

§

§

intervene in the suit, the court “may nevertheless permit the Government to intervene at a later 

date upon a showing of good cause.”  §

United States to dismiss the action over the relator’s objection:

§

3730(c)(2)(A) “may permit the government to dismiss a 

intervening in the case at all”); 

, 91 F.3d 1211, 1215 (9th Cir. 1996) (“[

behalf of the government, which is always the real party in interest.”) (citing cases).

B. The United States’ Decision to Dismiss a Case is a Matter of 
Prosecutorial Discretion Entitled to Deference.

“valid government purpose” for dismissing the case, and (2) show a “rational relationship 

between dismissal and accomplishment of the purpose.”  
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p test, “the burden switches to the relator to demonstrate that 

dismissal is fraudulent, arbitrary and capricious, or illegal.”  

In developing this test, the Ninth Circuit observed that “the decision to dismiss has been 

a matter within the government’s prosecutorial discretion in enforcing federal laws,” 

impermissible power to approve or disapprove the Executive’s exercise of prosecut

case, it should “respect[] the Executive Branch’s 

mandated by the Constitution itself.”  

the agency’s overall policies, and, indeed, whether the agency has enough 

explained that “to establish a colorable claim to obtain an evidenti

Government’s motion to dismiss, a relator must present ‘some evidence’ that the Government’s 

and improper considerations.”  

this Court’s interpretation and application in 
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.  

IV. DISCUSSION

opts to pursue the case, the government’s resources often are still burdened, as relators may 

The goal of minimizing expenses and government resources is “a legitimate objective, 

and dismissal of [a] suit is furthered by that objective.”  

at 1146 (“[T]he government can legitimately consider the burden imposed on 

government would continue to incur enormous internal staff costs. . . .”); 

00261, 2006 WL 2053494 (N.D. 

t of relator’s voluntary motion to dismiss 

“consideration of cost” is a “sufficient justification to approve dismissal” of action).  The 

Supreme Court has observed that an agency’s decision not to enforce “often involves a 

lancing of a number of factors which are peculiarly within [the agency’s] 

expertise,” including “whether agency resources are best spent on this violation or another.”  

831.  As a result, such determinations are “general[ly] unsuitab[le] for 

judicial review” because “[t]he agency is far better equipped than the courts to deal with the 

many variables involved in the proper ordering of its priorities.”  –32.

In this case, the government fully investigated Relators’ allegations, including all 
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case.  FDA has also taken into account Relators’

taken actions it deemed appropriate.  Relators’ continued pursuit of the matter will necessarily 

entail the further expenditure of the government’s resources.  As is evident from the 

government’s participation to date, the United States has actively monitored Relators’ litigation.  

forth the United States’ views on the interpretation and application of the FCA t

.

“exactly what the government knew and when.”  d

890, 906

Having already spent resources extensively investigating Relators’ claims, reviewing the 

on Relators’ litigation of this matter.  Accordingly, the addition

§

1146.  test to evaluate the potential “benefits” of a 
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eet their burden, the Court should grant the United States’ motion.  

355(e).  If FDA proposes to withdraw approval, the drug’s sponsor 

§ § 314.200(g).  Given the rigors of this process, and FDA’s public

§§

§§

§

In this case, FDA exercised continuing regulatory oversight of Gilead’s manufacturing 

inspections of Gilead’s facilities both before and after 

Relators filed their complaint.  FDA took the actions that it deemed appropriate.  Relators’ case 

V. NO EVIDENTIARY HEARING IS WARRANTED

concluded that “[a] hearing is appropriate ‘if the relator presents a colorable claim that the 

fully investigated the allegations, or that the Government’s decision was based on arbitrary or 
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improper considerations.’”  –

“are only to be granted if relators can show a ‘substantial and particularized need for a hearing’”) 

–

dismissal would be unreasonable, the government had not fully investigated, or the government’s 

, 634 F. App’x 192, 194 (9th Cir. 2015) (“The district court did not err in denying 

Mateski a hearing . . . .”).

VI. CONCLUSION

Touhy

cannot establish that this reason is arbitrary, capricious, fraudulent or illegal, the government’s 

.

_________________________

____________
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Having considered the United States’ Motion to Dismiss pursuant to 

§

1998).  It is therefore HEREBY ORDERED that Relators’ Second Amended Complaint is 


