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In September, the U.S. District Court for the Central District of 
California dismissed a qui tam complaint filed against Medtronic 
and its subsidiaries alleging violations of the False Claims Act (FCA).1

The relator (an LLC named “The Dan Abrams Company LLC” 
formed by a former Medtronic employee named Bryan Shapiro) 
alleged, inter alia, that Medtronic obtained marketing approval 
for some of its spinal implant products by deceiving the FDA as  
to the intended use of these products, and that Medtronic 
promoted these products for an off-label use.

As a result, the relator alleged Medtronic caused the submission of 
false claims to the Centers for Medicare & Medicaid Services under 
an implied false certification theory. The government declined to 
intervene.

The court’s discussion on the lack of grounds for the relator’s qui 
tam complaint is significant, particularly for device manufacturers 
facing fraud-on-FDA or off-label promotion claims under the FCA.

Regarding Medtronic’s alleged fraud to obtain clearance for its 
devices, the relator claimed that certain devices were designed 
for a use (cervical) other than the use for which Medtronic sought 
clearance (thoracolumbar). 

The court rejected this allegation, noting that FDA may grant 
510(k) clearance with labeling limitations if FDA is concerned that 
a product may be used off-label.2 

The relator’s claim that a cleared device was actually intended 
for an off-label use was not itself sufficient to support a claim of 
improper clearance.

The court explained that “claims of fraud are disfavored if made 
by third parties who seek to second guess a decision by the FDA to 
certify a device,”3 and it noted that the FDA has the enforcement 
jurisdiction and means necessary to “police” FDC Act violations.

The court cited the First Circuit’s decision in D’Agostino v. ev3 Inc.4 
to support its holding that an FCA action is an inappropriate tool 
against allegations of fraud on FDA.5 

Surprisingly, the court did not reference the Ninth Circuit’s 
decision from this summer in United States ex rel. Campie v. Gilead 

Sciences6 that cursorily held that similar claims were supported in 
the relator’s complaint.

In that case, the Ninth Circuit rejected the rationale in D’Agostino 
and held that allegations of false statements and false conduct 
by the manufacturer to obtain approval of a drug were adequate 
to support an FCA claim (at least at the motion to dismiss stage).  

As we previously blogged,7 the company in that case has filed 
a petition for rehearing or rehearing en banc (still pending), 
and several industry groups have filed briefs in support of the 
defendant.

The court dismissed the relator’s off-label promotion theory on the 
ground that the CMS may cover a cleared device used off label if 
the use is “medically necessary” or “reasonable and necessary” to 
treat a specific patient.8

Specifically, the allegations “must be sufficient to support the 
claim that the [devices] were unsafe, untested or otherwise unfit 
for the purposes for which they were used, and that defendants 
nevertheless knowingly promoted them.”9 

Unlike other recent cases, the court brushed over the Escobar 
materiality issue, with little discussion or analysis of what 
constitutes a “material” false claim. Medtronic had argued 
that there could be no materiality where the amount paid by 
CMS for a spinal surgery is not affected by whether Medtronic’s 
products were used and where CMS contractors would 
not know whether one or more of the devices had actually  
been used in a particular surgical procedure.

The court dismissed these arguments for purposes of Medtronic’s 
motion, explaining that CMS may still have assigned values to 
devices “that have been approved through an FDA process.”10 

The rationale is confusing, however, and assumes an FDA value-
assignment process that is not described in the FDC Act or FDA 
regulations.

While the court granted Medtronic’s motion to dismiss, it did so 
without prejudice. Relator may file an amended complaint by  
October 2, 2017.  



2  | OCTOBER 17, 2017 © 2017 Thomson Reuters

THOMSON REUTERS EXPERT ANALYSIS

©2017 Thomson Reuters. This publication was created to provide you with accurate and authoritative information concerning the subject matter covered, however it may not necessarily have been prepared by persons 
licensed to practice law in a particular jurisdiction.  The publisher is not engaged in rendering legal or other professional advice, and this publication is not a substitute for the advice of an attorney.  If you require legal or 
other expert advice, you should seek the services of a competent attorney or other professional.  For subscription information, please visit www.West.Thomson.com.

Anne K. Walsh (L) is a 
director at Hyman Phelps & 
McNamara in Washington, 
where she counsels 
clients on compliance 
and enforcement issues, 
including FDA inspections, 

ABOUT THE AUTHORS

Thomson Reuters develops and delivers intelligent 
information and solutions for professionals, connecting and 
empowering global markets. We enable professionals to 
make the decisions that matter most, all powered by the 
world’s most trusted news organization.

NOTES
1	 United States ex rel. The Dan Abrams Co. et al. v. Medtronic Inc. et al., 
No. 15-cv-1212, 2017 WL 4023092 (C.D. Cal. Sept. 11, 2017).

2	 See FDC Act § 513(i)(1)(E).

3	 Medtronic, Slip Op. at *8.

4	 845 F.3d 1 (2016); see also Anne K. Walsh & Andrew J. Hull, First Circuit 
Rejects Fraud-on-FDA Allegations Under False Claims Act, FDA Law Blog 
(Jan. 16, 2017), http://bit.ly/2g4LUMd.

5	 Medtronic at *9. 

6	 862 F.3d 890 (2017); see also Anne K. Walsh, Ninth Circuit Revives 
False Claims Act Case Applying Escobar Materiality Standard, FDA Law 
Blog (July 17, 2017), http://bit.ly/2yjIRJX.

7	 Anne K. Walsh, Rehearing Urged for Bad Ninth Circuit Decision, FDA 
Law Blog (Sept. 10, 2017), http://bit.ly/2yHEaLu.

8	 Medtronic at *10.

9	 Id. at *11.

10	 Id.

This article first in the October 17, 2017, edition of Westlaw 
Journal Medical Devices.

seizure and injunction actions, warning letters, and recalls. 
She focuses on defending companies against fraud 
allegations related to marketing and promotion, current good 
manufacturing practices, and FDA quality system regulation. 
Andrew J. Hull (R), an associate at the firm, represents 
clients on administrative, civil, and criminal investigations 
and proceedings conducted by the DOJ, DEA, FDA and state 
authorities under federal and state laws and regulations. A 
version of this expert analysis was first published Sept. 27 on 
the firm’s FDA Law Blog. Republished with permission.

  


