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325(d), petitioners must affirmatively demonstrate material Office error when re-raising art that was
already before the Office, or whether a panel may infer such error by the Office based on the
petitioned grounds. Because Petitioner here failed to even attempt to show any material error by
the Office, the Director should vacate the institution decision and deny institution. Director review
will not only correct this error but further promote certainty among petitioners, patent owners, and
panels and ensure compliance with Advanced Bionics and 35 U.S.C. § 325(d).
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Patent Owner Abbott Diabetes Care Inc. respectfully requests Director review 


of the Board’s institution of inter partes review of claims 1-30 of U.S. Pat. No. 


11,202,591. Paper 10.  


I. INTRODUCTION 


Director review is needed to correct a misapplication of Advanced Bionics and 


clarify a split among panels as to whether, under 35 U.S.C. § 325(d), petitioners must 


affirmatively demonstrate material error when re-raising art that was already before 


the Office, or whether the panel may “infer” such error by the Office based on the 


petitioned grounds. 


Under Advanced Bionics, after the panel here found that the cited art was 


previously before the Office, the panel was required to determine “whether the 


petitioner has demonstrated that the Office erred in a manner material to the 


patentability of challenged claims.” Advanced Bionics, LLC v. MED-EL 


Elektromedizinische Geräte GmbH, IPR2019-01469, Paper 6 at *8 (Feb. 13, 


2020) (precedential). Numerous panels have correctly denied institution where, as 


here, the petitioner failed to show (or even attempt to discuss) material error. See, 


e.g., infra; Vital Connect v. Bardy Diagnostics, IPR2023-00381, Paper 7 at *20 


(P.T.A.B. July 11, 2023) (“Petitioner’s alleged grounds of unpatentability cannot 


establish material error per se under our binding precedent”). 
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But some panels, including the panel here, have bypassed the requirement that 


the petitioner establish material error by the Office pursuant to Advanced Bionics 


and instead “inferred material error” based on the petitioned grounds. This approach 


collapses the discretionary denial inquiry under § 325(d) into the reasonable 


likelihood inquiry under § 314(a), gutting the Advanced Bionics framework, 


eliminating the required deference to the Examiner, and leaving the patent owner no 


opportunity to respond to arguments that the petitioner never made.  


The misapplication of Advanced Bionics is a legal error and an abuse of 


discretion. Director review is required to correct this error, promote certainty, and 


ensure that petitioners cannot ignore Advanced Bionics and expect the Board to sua 


sponte infer material error from the petitioned grounds. Because Petitioner here 


failed to even attempt to demonstrate material error, the Director should vacate the 


institution decision and deny institution.   


II. LEGAL STANDARD  


Director review of an institution decision is warranted when it presents “(a) 


an abuse of discretion or (b) important issues of law or policy.” Revised Interim 


Director Review Process, https://www.uspto.gov/patents/ptab/decisions/revised-


interim-director-review-process. 


Under 35 U.S.C. § 325(d), “the Director may take into account whether, and 


reject the petition or request because, the same or substantially the same prior art or 



https://www.uspto.gov/patents/ptab/decisions/revised-interim-director-review-process

https://www.uspto.gov/patents/ptab/decisions/revised-interim-director-review-process





3 


 


arguments previously were presented to the Office.” Under the Board’s precedential 


decision, if the art or arguments were before the Examiner (as the panel found in this 


case, Paper 10 at *11), the Board is to assess “whether the petitioner has 


demonstrated that the Office erred in a manner material to the patentability of 


challenged claims.” Advanced Bionics, Paper 6 at *8. The inquiry is guided by the 


Becton Dickinson factors. Id. at *9-10 & n.10 (citing Becton, Dickinson & Co. v. B. 


Braun Melsungen AG, IPR2017-01586, Paper 8 at *17-18 (P.T.A.B. Dec.15, 2017) 


(precedential)). “At bottom, this framework reflects a commitment to defer to 


previous Office evaluations of the evidence of record unless material error is 


shown.” Id. at *9. 


Advanced Bionics makes clear that, “[i]f a condition in the first part of the 


framework is satisfied [as the panel found here] and the petitioner fails to make a 


showing of material error, the Director generally will exercise discretion not to 


institute inter partes review.” Id. at *8-9. Thus, “Petitioner bears the burden of 


showing that the Office erred.” Nespresso USA, Inc. v. K-Fee Sys. GmbH, IPR2021-


01223, Paper 9 at *29 (P.T.A.B. Jan. 18, 2022) (citing Advanced Bionics, IPR2019-


01469, Paper 6 at *8).  


III. ARGUMENT 


Despite re-raising art that was already before the Office, the Petition here 


plainly failed to address the Advanced Bionics framework or the Becton Dickinson 
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factors to show “material error” as required. Indeed, the entirety of Petitioner’s 


325(d) analysis can be repeated in a simple block quote: 


While prior art references Stafford (EX1004), Shah (EX1006), and Say 


(EX1008), PCT publication WO2005/046780 to Cote, and US 


Publication No. 2010/0113897 to Brenneman were each identified on 


an IDS, nothing suggests the Examiner gave any of them more than a 


“[c]ursory consideration.” See, e.g., Intex Rec. Corp. v. Team 


Worldwide Corp., IPR2018-00871, 2018 WL 4404107 at *5, Paper 14 


at 13 (PTAB Sept. 14, 2018). Such minimal review “weighs against 


exercising discretion to deny under § 325(d).” Id. 


Paper 2 at *5. Petitioner therefore rested its entire § 325(d) analysis on a 


nonprecedential 2018 Board decision issued before either Advanced Bionics or 


Becton Dickinson was designated as precedential. 


Under Advanced Bionics, the Petition’s failure to even attempt to explain any 


material error by the Office should have led to a denial of institution. Indeed, a 


significant number of panels have correctly required the petitioner to make some 


affirmative showing of material error by the Office rather than inferring material 


error from the grounds in the petition. For example, in Vital Connect v. Bardy 


Diagnostics, IPR2023-00381, Paper 7 at 20 (P.T.A.B. July 11, 2023) (Director 


review denied), the panel denied institution where (as here) the petitioner failed to 


address material error in its petition. The panel stated that, “while there are no ‘magic 


words’ necessary to address material error, Petitioner’s alleged grounds of 
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unpatentability cannot establish material error per se under our binding 


precedent.” Id. This result is necessary because “[o]therwise, the reasonable 


likelihood standard of § 314(a) and the second part of the Advanced Bionics 


framework (‘material error’) would collapse into one.” Id. 


Numerous other panels have rejected similarly deficient petitions:  


 Google LLC v. Valtrus Innovations Ltd., IPR2022-01197, Paper 9 at *23 


(P.T.A.B. Jan. 3, 2023) (“On this record, Petitioner fails to make a showing 


of material error by the Office in its consideration of EP0320329. Indeed, 


Petitioner does not address the Office’s consideration of this reference with 


any degree of specificity.”); 


 Ivantis, Inc. v. Sight Sci., Inc., IPR2022-01529, Paper 16 at *19 (P.T.A.B. 


Mar. 21, 2023) (“Petitioner has not articulated sufficiently how Examiner 


erred during the prosecution leading to the ’443 patent”); 


 Nespresso, IPR2021-01223, Paper 9 at *29 (“To the extent Petitioner 


argues that the relative strength of the grounds stated in the Petition, 


standing alone, supports a finding of material Examiner error, that 


argument is not developed adequately and, therefore, is unpersuasive on 


this record”); 


 Sony Interactive Ent. LLC v. Terminal Reality, Inc., IPR2020-00711, Paper 


15 at *12 (P.T.A.B. Oct. 13, 2020) (“As to Becton, Dickinson Factor (e), 


i.e., whether petitioner has pointed out sufficiently how the Examiner erred 


in its evaluation of the asserted prior art, Sony was provided the 


opportunity to provide explanation, but Sony was silent in this regard… 


Thus, we are not persuaded that Petitioner has demonstrated that the Office 


erred in a manner material to the patentability…”); and 
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 NXP USA, Inc. v. Impinj, IPR2020-00519, Paper 7 at *13 (P.T.A.B. Aug. 


7, 2020) (“Petitioner does not identify any error in the Office’s prior 


consideration of the Mandal ’090 patent, which is substantially similar to 


the prior art asserted in the Petition.…Thus, on this record, we determine 


that Petitioner does not demonstrate that the Office erred in a manner 


material to the patentability of the challenged claims.”).  


 


Here, relying on the strong body of law upholding the Advanced Bionics 


framework, Patent Owner devoted its entire POPR to addressing Petitioner’s failure 


to even argue any material error by the Office.1 Paper 6.  


Rather than analyze the Petition’s (non-existent) arguments regarding the 


Office’s material error, the panel here bypassed Petitioner’s failure of proof and 


instituted because the Petition “is premised” on material error. Despite recognizing 


“an express analysis under the Advanced Bionics framework should have been 


contemplated and could have been more expressly addressed in the Petition,” the 


panel found “that Petitioner sufficiently shows material error by pointing to specific 


teachings of the relevant prior art that the Examiner (apparently) incorrectly found 


was missing in the art applied during prosecution.” Paper 10 at *15. The panel 


ignored Vital Connect (and other authority) without comment and instead instituted 


                                           
1 Patent Owner also disagrees on the merits, but should not have been required to 


address them given the Petition’s clear deficiencies. 
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because “other Board panels have instituted an inter partes review after inferring 


material error based on the strength of the petitioner’s grounds.” Paper 10 at *14 


(citing STMicroelecs., Inc. v. Trustees of Purdue Univ., IPR2022-00309, Paper 14 at 


*12–13 (P.T.A.B. July 6, 2022); Apple Inc. v. Telefonaktiebolaget LM Ericsson, 


IPR2022-00457, Paper 7 at *8 (P.T.A.B. Sept. 21, 2022); Sci. Design Co. v. Shell 


Oil Co., IPR2021-01537, Paper 7 at *24–25 (P.T.A.B. Mar. 18, 2022)).  


A petition cannot show the Office’s alleged material error via silence. Panels 


of the Board should not absolve petitions’ deficiencies by “inferring” material error 


based on never-presented arguments to which patent owners had no opportunity to 


respond. Nor does the Board have discretion to do so. See In re Magnum Oil Tools 


Int’l, Ltd., 829 F.3d 1364, 1381 (Fed. Cir. 2016) (“we find no support for the PTO’s 


position that the Board is free to adopt arguments on behalf of petitioners that could 


have been, but were not, raised by the petitioner”).  


Indeed, inferring material error by the Office without any affirmative showing 


by the petitioner contradicts Advanced Bionics “commitment to defer to previous 


Office evaluations of the evidence of record unless material error is shown.” 


IPR2019-01469, Paper 6 at *8-9. If a petitioner is not required to explain how or 


why an Examiner erred in order to justify institution, then there is in practice no 


deference to the Examiner at all.   
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Because panels of the Board are split on this important issue, the Director 


should make clear that petitioners must affirmatively demonstrate material error by 


the Office for the Board to institute, and the Board cannot infer such error. The panel 


here abused its discretion by instituting this IPR despite Petitioner’s failure to satisfy 


this requirement. 


IV. CONCLUSION 


The Director should grant review, resolve the split among various panels in 


favor of the Advanced Bionics framework, and vacate institution due to Petitioner’s 


failure to show the Office materially erred.  


Dated: April 29, 2024  /Peter J. McAndrews/   


Peter J. McAndrews 


Registration No. 38,547 


McANDREWS, HELD & MALLOY  


500 West Madison St., Suite 3400 


Chicago, IL 60661 


Telephone: (312) 775-8000 
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