
  
  

Supreme  Court  Considering  False  Claims  Act  
Appeal 
 

The United States Supreme Court is presently considering hearing two 
appeals from the Fourth Circuit Court of Appeals involving False Claims 
Act cases. 31 USC sec. 3729 et seq. This post concerns U.S. ex. Rel. Noel 
Nathan vs. Takeda Pharmaceuticals (No. 11-2077) and the pleadings 
standards necessary to allege a fraud against the government.  Prior to 
making its decision on whether or not to even consider the case, the 
Supreme Court has asked the U.S. Solicitor General for its input.  

Takeda Pharmaceuticals employed Noel Nathan as a sales manager. He 
claimed his employer committed Medicare fraud by improperly inducing 
physicians to overprescribe prescription antacids. A federal judge in the 
Eastern District of Virginia dismissed his complaint saying that Nathan 
failed to plead sufficient specific facts in his complaint. (1:09-cv-01086). 
The case is important because many whistleblowers don’t have access to 
all the facts surrounding the fraud at the time they file. They rely on the 
government’s ability to fully investigate the fraud before making a 
decision on the merits of the allegations. 

Nathan claims that Takeda was billing Medicare for drugs that were being 
used for off label purposes. Although doctors can prescribe drugs to 
treat conditions not approved by the Food and Drug Administration, 
those experimental or “off label” uses are not reimbursable by Medicare 
and many private insurance programs. 

Takeda manufactures a drug called Kapidex. (That drug is currently 
relabeled and called Dexilant.) 30mg doses of Kapidex are approved for 
the treatment of common acid reflux disease (GERD). The FDA approved a 
higher 60mg dose for the less common and more serious disease known 
as erosive esophagitis.  



Nathan claims that Takeda only provided doctors with the 60mg samples 
thereby suggesting it was the only dose available. He also says that sales 
representatives were evasive when questioned about proper dosing 
regimens. This resulted in physicians frequently prescribing the much 
higher 60 mg dose for GERD even though it was not approved for that 
purpose. 

Nathan’s complaint presented some thorny issues for the trial court. As a 
pharmaceutical company, Takeda didn’t prescribe the drugs it sold 
although it certainly benefited when doctors mistakenly prescribed the 
incorrect higher dosage. Takeda receives more money from Medicare 
when the higher dose is prescribed. 

The trial court allowed Nathan to amend his complaint twice before 
ultimately dismissing the case. On appeal to the 4th Court of Appeals the 
dismissal was upheld. Now the case is on appeal to the U.S. Supreme 
Court, which is weighing whether or not to hear the case.  

The issue on appeal is how much specificity must be alleged before a 
complaint can go forward. As a sales manager, Nathan presumably knows 
how much Kapidex is being dispensed and in what doses. Because 
physicians are only given 60 mg doses, he claims most don’t know that a 
30 mg dose is available to treat GERD. While Nathan probably knows that 
the drug is being misused, the trial court said he must be able to connect 
the dots by alleging actual patients being wrongfully prescribed the 
medication. 

The appeals panel focused on the pleading standards required by Rule 
9(b) of the Federal Rules of Civil Procedure. That rules provides: 

In alleging fraud or mistake, a party must state with particularity 
the circumstances constituting fraud or mistake. Malice, intent, 
knowledge, and other conditions of a person’s mind may be 
alleged generally. 

Nathan claims that a whistleblower need only allege the existence of a 
fraudulent scheme that supports the inference that false claims were 
presented to the government for payment. The court held however, that 
the whistleblower must detail actual identifiable false claims were 
presented to the government for payment. 

Unfortunately for Nathan, he does not have access to which patients were 
prescribed Kapidex and for what conditions. The court acknowledged his 
dilemma but remained unconvinced. “In reaching this conclusion, we 
acknowledge the practical challenges that a relator may face in cases 
such as the present one, in which a relator may not have independent 



access to records such as prescription invoices, and where privacy laws 
may pose a barrier to obtaining such information without court 
involvement. Nevertheless, our pleading requirements do not permit a 
relator to bring an action without pleading facts that support all the 
elements of a claim.” 

Medicare fraud is a huge problem costing taxpayers billions annually. In 
many healthcare fraud cases, whistleblowers can detail the “who, what, 
when and where.” Some cases, however, like that presented by Noel 
Nathan are much more complex. Whether the Solicitor General and 
Supreme Court weigh in remains to be seen. 

About the author. Brian Mahany is a whistleblower attorney representing 
claimants under state and federal false claims laws. His firm represents 
the relator in the largest pending false claims act case filed against a 
bank or lender; HUD’s $2.4 billion case against Allied Home Mortgage. He 
welcomes referrals and co-counsel arrangements. For more information, 
contact attorney Brian Mahany at brian@maahnyertl.com or by telephone 
at (414) 704-6731 (direct).  
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