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Sarepta’s arguments are directly responsive to Genzyme’s contentions 

regarding alleged “settled expectations” – the principal argument in Genzyme’s 

request for discretionary denial.  Genzyme should not benefit from “settled 

expectations” that are based on its unfair dealings with the Patent Office and prior 

misrepresentations to the Board.  The unique circumstances here do not “vastly 

expand” the scope of discretionary denial disputes.  Instead, Genzyme’s pattern of 

unfair dealings weighs heavily against its request for discretionary denial, in 

accordance with Board precedent.  Maintaining the integrity of the patent 

examination and IPR processes is among the best uses of Board resources.  Thus, 

Genzyme’s discretionary denial request should be denied. 

I. Consideration of Genzyme’s Unfair Dealings as One Factor in the 
Discretionary Denial Process Is Squarely in Line with Board Precedent 

Sarepta appropriately relies on Board precedent for its argument that 

Genzyme’s unfair dealings should be considered as one factor that weighs heavily 

against discretionary denial.  In Tessell, the Board stated that “the Office may 

consider unfair dealings as a factor when determining whether to exercise 

discretion to deny institution under 35 U.S.C. § 314(a).”  Tessell, Inc. v. Nutanix, 

Inc., IPR2025-00322, Paper 14, p. 2 (PTAB June 12, 2025) (emphasis added).  This 

statement is not restricted to the particular facts of Tessell, nor is it restricted to unfair 

dealings by petitioners, notwithstanding Genzyme’s spurious arguments to the 
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contrary.  Sarepta has set out in detail Genzyme’s specific misrepresentations, 

centered around a specific piece of prior art, during the Novartis IPR proceedings.  

Sarepta has further pointed to Novartis’s specific allegations of inequitable conduct 

that the District Court permitted Novartis to add to its pleadings over Genzyme’s 

objections in a prior litigation involving the ’542 patent. 

Moreover, in Tessell, the Board stated that “the determination to exercise 

discretion to deny institution is based on a holistic assessment of all of the evidence 

and arguments presented.”  Tessell, Paper 14, p. 3.  Sarepta has argued that such a 

holistic assessment, including consideration of Genzyme’s unfair dealings as a 

particularly significant factor among multiple other factors, warrants denial of 

Genzyme’s discretionary denial request.  Sarepta’s arguments fall squarely within 

Board precedent, and do not require any extension of Tessell. 

II. Genzyme Has Repeatedly Failed to Offer Any Substantive Response 
Regarding Its Misrepresentations of Potter During the Novartis IPRs 

As Sarepta set out in detail in its Petition, Genzyme and its expert did not 

“accurately” respond to Novartis’s arguments regarding the disclosures of Potter 

during the Novartis IPR proceedings.  Instead, they misrepresented to the Board that 

Potter discloses vector genome concentrations that are “orders of magnitude” lower 

than those of the claimed compositions – when the plain disclosure in Potter 

confirms that they are not.  This misrepresentation is not an insignificant 
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misstatement regarding a “different section” of a “minor reference.”  It is a 

mischaracterization that Genzyme advanced and relied on to distinguish Potter from 

the challenged claims and overcome Novartis’s arguments.  Moreover, there is no 

“substantive dispute” on the technical merits, as Genzyme contends.  The disclosure 

in Potter is clear on its face.  Yet, even now, Genzyme offers no explanation for its 

blatant mischaracterization.  This omission in Genzyme’s reply speaks volumes.   

III. Inequitable Conduct Issues Weigh Against Discretionary Denial 

Sarepta has neither argued that inequitable conduct is relevant to the merits of 

the Petition nor sought to adjudicate inequitable conduct before the Board.  Instead, 

Sarepta’s arguments respond directly to Genzyme’s efforts to rely on settled 

expectations to defeat Sarepta’s Petition.  The fact that the District Court in the 

earlier Novartis litigation allowed Novartis to amend its pleadings to add inequitable 

conduct allegations, over Genzyme’s objections, helps to demonstrate a pattern of 

unfair dealings by Genzyme that weighs heavily against discretionary denial.  

Moreover, it is Genzyme, not Sarepta, that seeks to expand Board precedent.  

Without citing any supporting case, Genzyme argues that the existence of 

inequitable conduct proceedings somehow weighs in favor of discretionary denial. 

This argument, which ignores Genzyme’s improper efforts to benefit from its earlier 

misstatements during prosecution by relying on settled expectations, is contrary to 

Tessell and should be flatly rejected.  
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