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I. INTRODUCTION 

Merial, Inc. (“Petitioner”) requests an inter partes review of claims  

1–8 of U.S. Patent No. 8,008,001 B2 (“the ’001 patent,” Ex. 1001).  Paper 1 

(“Pet.”).  Intervet International B.V. (“Patent Owner”) timely filed a 

Preliminary Response.  Paper 9 (“Prelim. Resp.”).      

Based upon the particular circumstances of this case, we exercise our 

discretion under 35 U.S.C. § 325(d) and do not institute an inter partes 

review of the challenged claims.   

II. BACKGROUND 

 Related Matters  

Petitioner does not identify any related matters.  Pet. 2.  According to 

Patent Owner, real party in interest Boehringer Ingelheim Vetmedica, Inc. 

filed a patent infringement complaint against Patent Owner on May 21, 

2018, captioned Boehringer Ingelheim Vetmedica, Inc. v. Intervet Inc., Case 

No. 2:18-cv-09534-JMV-JBC (D.N.J.), asserting patents not at issue here.  

Paper 10, 2.  On July 17, 2018, Patent Owner filed a counterclaim in that 

lawsuit asserting infringement of the ’001 patent.  Id.       

 The ’001 patent 

The ’001 patent, titled “PCV-2 Vaccine,” issued on August 30, 2011.  

Ex. 1001, [45], [54].  The ’001 patent explains that porcine circovirus type 2 

(“PCV-2”) is thought to be linked to post-weaning multi-systemic wasting 

syndrome (“PMWS”) observed in piglets, the clinical signs of which include 

progressive wasting, dyspnea, tachypnea, and occasionally, icterus and 

jaundice.  Id. at 1:10–18.  PCV-2 is also implicated in porcine dermatitis and 

nephropathy syndrome (“PDNS”), another “major problem for pig farmers” 
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in which pigs develop red/brown circular skin lesions with hemorrhages, 

usually on the ears, flanks, legs, and hams.  Id. at 1:44–50.   

According to the ’001 patent, conventional vaccines based on 

inactivated whole PCV-2 virus were inadequate because PCV-2 does not 

replicate to high titers in cell culture.  Id. at 1:55–58.  Alternative vaccines 

based on recombinant antigens derived from PCV-2 were known, but the 

experiments testing those vaccines were carried out on specific pathogen 

free (“SPF”) pigs, which “do not have any maternally derived antibodies 

against PCV-2.”  Id. at 1:59–2:11.  The ’001 patent describes a need for a 

commercially available vaccine that protects piglets against PCV-2 related 

diseases like PMWS and PDNS.  The ’001 patent purports to fulfill that need 

by providing a method for protecting piglets against PCV-2 infection, 

including piglets that have maternally derived antibodies against PCV-2, 

comprising administering a vaccine comprising at least 20 micrograms/dose 

of open reading frame-21 (“ORF-2”) protein of PCV-2.  Id. at Abstract, 

2:52–59.  The vaccine “is capable of eliciting a protective immune response 

against PCV-2 infection (and thus against PCV-2 related diseases like 

PMWS and PDNS) even in the face of [maternally derived antibodies].”  Id. 

at 2:60–64, 8:11–10:39 (Example 5).       

                                           
1 An open reading frame is a portion of DNA that occurs between a start 

codon and a termination codon that is able to be translated.  See 

MedicineNet.com, 

https://www.medicinenet.com/script/main/art.asp?articlekey=4644 (last 

visited Oct. 12, 2018).   
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 Illustrative Claim 

Of the challenged claims, claim 1 is independent and illustrative of the 

claimed subject matter.  Claim 1 recites: 

1.  A method for the protection of piglets that are Porcine 

circovirus type 2 (PCV-2) maternally derived antibody (MDA) 

positive against PCV-2 infection, comprising administering a 

vaccine comprising at least 20 micrograms/dose of ORF-2 

protein of PCV-2. 

Ex. 1001, 11:2–6.      

 The Asserted Grounds of Unpatentability  

Petitioner challenges the patentability of claims 1–8 of the ’001 patent 

based on the following grounds: 

Reference(s) Statutory 

Basis 

Claim(s) Challenged 

Jestin2  § 103 1–6 

Jestin alone or Jestin in view of 

Pinelli-Saavedra3 

§ 103 7 

Jestin alone or Jestin in view of 

Pinelli-Saavedra or Rijke4 

§ 103 8 

Blanchard5 § 103 1–6 

Blanchard alone or Blanchard in 

view of Pinelli-Saavedra 

§ 103 7 

                                           
2 U.S. Patent No. 6,703,023 B1, issued Mar. 9, 2004 (Ex. 1003).       
3 Araceli Pinelli-Saavedra, Vitamin E in immunity and reproductive 

performance in pigs, 43 REPROD. NUTR. DEV. 397–408 (2003) (Ex. 1007). 
4 E.O. Rijke, Adjuvant research for veterinary vaccines: Suitability of a new 

vitamin E based formulation, in Forschung ohne Tierversuche 224–32 

(Harald Schöffl et al., eds. 1997) (Ex. 1008).   
5 P. Blanchard et al., Protection of swine against post-weaning multisystemic 

wasting syndrome (PMWS) by porcine circovirus type 2 (PCV2) proteins, 21 

VACCINE 4565–75 (2003) (Ex. 1004). 
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Reference(s) Statutory 

Basis 

Claim(s) Challenged 

Blanchard alone or Blanchard in 

view of Pinelli-Saavedra or 

Rijke 

§ 103 8 

Meng6 § 103 1–6 

Meng alone or Meng in view of 

Pinelli-Saavedra 

§ 103 7 

Meng alone or Meng in view of 

Pinelli-Saavedra or Rijke 

§ 103 8 

Blanchard, Jestin, or Meng, 

alone or combined 

§ 103 1–6 

Blanchard, Jestin, or Meng, 

alone or combined, or in view 

of Pinelli-Saavedra 

§ 103 7 

Blanchard, Jestin, or Meng, 

alone or combined, or in view 

of Pinelli-Saavedra or Rijke 

§ 103 8 

Pet. 3–4.  Petitioner relies on the Declaration of Christopher C. L. Chase 

(Ex. 1019) to support its asserted grounds of unpatentability.  Patent Owner 

disputes that Petitioner’s asserted grounds render any of the challenged 

claims unpatentable.  See generally Prelim. Resp.  

III. ANALYSIS   

 Level of Ordinary Skill in the Art    

Petitioner, relying on Dr. Chase’s testimony, asserts that a person of 

ordinary skill in the art at the time of the invention of the ’001 patent “would 

have held a doctorate of veterinary medicine (D.V.M.) or equivalent, or a 

Ph.D. or equivalent in immunology, vaccinology, virology, animal science 

and/or husbandry, or a closely related field” and would have had knowledge 

of immunology, including vaccine induced interference.  Pet. 7.  The skilled 

                                           
6 WO 03/049703 A2, published June 19, 2003 (Ex. 1005).  
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artisan’s knowledge would have come from experience, or from research or 

work collaborations with other individuals having experience in the medical, 

pharmaceutical, or biotechnology industry, for example, as members of a 

research team.  Id. at 7–8 (citing Ex. 1019 ¶ 35).   

At this stage of the proceeding, Patent Owner does not dispute 

Petitioner’s assertion regarding the level of ordinary skill in the art, which 

we adopt for purposes of this decision.  See Prelim. Resp. 8.  Further, based 

on the information presented at this stage of the proceeding, we consider 

Petitioner’s declarant, Dr. Chase, qualified to opine from the perspective of 

an ordinary artisan at the time of the invention.  See Ex. 1019 ¶¶ 5–9 

(Dr. Chase’s background and qualifications); Ex. 1020 (Dr. Chase’s 

curriculum vitae). 

 Claim Construction 

The Board interprets claims in an unexpired patent using the “broadest 

reasonable construction in light of the specification of the patent.”  37 C.F.R. 

§ 42.100(b); Cuozzo Speed Techs., LLC v. Lee, 136 S. Ct. 2131, 2144–46 

(2016).  “Under a broadest reasonable interpretation, words of the claim 

must be given their plain meaning, unless such meaning is inconsistent with 

the specification and prosecution history.”  Trivascular, Inc. v. Samuels, 

812 F.3d 1056, 1062 (Fed. Cir. 2016).   

Petitioner and Patent Owner propose that we construe several claim 

terms and phrases.  Pet. 8–10; Prelim. Resp. 5–7.  We determine, however, 

that no claim term requires express construction for purposes of this 

decision.  See Vivid Techs., Inc. v. Am. Sci. & Eng’g, Inc., 200 F.3d 795, 803 

(Fed. Cir. 1999) (“[O]nly those terms need be construed that are in 

controversy, and only to the extent necessary to resolve the controversy.”).   



IPR2018-00919         

Patent 8,008,001 B2        

 

7 

 

 Asserted References 

Before turning to the parties’ arguments, we provide a brief summary 

of the asserted references.   

 Jestin (Ex. 1003) 

Jestin discloses vaccines for preventing or treating viral infections 

caused by PMWS circovirus.  Ex. 1003, Abstract, 1:17–20.  The vaccines 

comprise a protein (or proteins) encoded by one or more nucleotide 

sequences of the PCV-2 genome (which Jestin refers to as Porcine circovirus 

type B) and vectors for expressing the protein.  Id. at 3:40–55, 16:50–53.  

The nucleotide sequences include SEQ ID No. 25 and SEQ ID No. 26.  Id. at 

3:40–64.  According to Jestin, SEQ ID No. 25 (ORFʹ2) codes for the protein 

of sequence SEQ ID No. 26, “probably corresponding to the capsid protein” 

of PCV-2.  Id. at 38:21–23.   

Jestin’s vaccine can be administered one time or several times, spread 

out over time, “in an amount of about 0.1 to 10 µg per kilogram weight of 

the animal.”  Id. at 27:42–49.   

In one example, which tested vaccine protective efficacy, Jestin 

administered to piglets a vaccine comprising the above-described protein.  

Id. at 37:45–40:51.  Jestin concludes that the vaccine provided “efficacious 

protection of the piglets against infection” with a PMWS circovirus.  Id. at 

40:39–46.  Jestin further concludes that the protein encoded by the ORF-2 of 

the PCV-2 is an “immunogenic protein[] inducing an efficacious protective 

response for the protection of infection by a [PMWS] circovirus.”  Id. at 

40:47–51.     
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 Blanchard (Ex. 1004) 

Blanchard discloses a potential PCV-2 vaccine to protect piglets 

against PMWS comprising a baculovirus-expressed ORF-2 protein.  

Ex. 1004, 4565 (Abstract).  To make the vaccine, the ORF-2 genes encoding 

PCV-2 proteins were cloned into a transfer vector.  Id. at 4566 (2.1 Cloning 

of PCV2 genes).  Next, the recombinant clones were used to infect insect 

cells.  Id.  Finally, the vaccine was prepared by using 500 µl of the crude 

lysate from each recombinant baculovirus.  Id. at 4566 (2.4 Vaccination 

protocol). 

Blanchard evaluates the efficacy against a PCV-2 challenge by 

administering the vaccine to SPF piglets.  Id. at 4567 (2.4.2 Comparison 

between DNA vaccine and subunit vaccine).  Blanchard concludes that the 

ORF-2 vaccine “appear[s] to provide significant protection against [PCV-2] 

infection” and that the study “demonstrate[s] the essential role of the 

recombinant capsid protein produced by the baculovirus system in a vaccine 

concept against [PCV-2] infection.”  Id. at 4574.   

 Meng (Ex. 1005) 

Meng relates to “infectious porcine circovirus type-1 (PCV1) and 

type-2 [PCV-2] DNA clones, chimeric PCV1-2 infectious DNA clones and 

live chimeric viruses derived from the chimeric DNA clones, useful as 

vaccines.”  Ex. 1005, 1:28–30.  In that regard, Meng discloses a “novel 

method of protecting pigs against viral infection or [PMWS] caused by 

[PCV-2] comprising administering to a pig in need of such protection an 

immunologically effective amount of a vaccine.”  Ex. 1005, 11:7–10.  Meng 

discloses several types of vaccines, including subunit vaccines, which can be 

produced through recombinant genetic techniques, such as DNA cloning.  



IPR2018-00919         

Patent 8,008,001 B2        

 

9 

 

Id. at 19:5–31, 20:6–10.  “Preferably, a capsid protein [encoded by the 

infectious DNA clone], such as the protein encoded by the [ORF-2] gene, is 

employed as the antigenic component of the subunit vaccine.”  Id. at 19:29–

31.  

Once prepared, the vaccine is administered to pigs that need 

protection against PMWS in an immunologically effective amount, which, 

according to Meng, “can be easily determined or readily titrated by routine 

testing.”  Id. at 23:7–10.  The vaccine can be administered in a single dose or 

repeated doses.  Id. at 23:15.  Dosages may range from 1 to 1,000 

micrograms of the plasmid DNA (the plasmid DNA contains infectious 

chimeric DNA) and are “dependent upon the concentration of the immuno-

active component of the vaccine.”  Id. at 23:15–18. 

Meng discloses one example in which infectious stock and the vaccine 

were administered to SPF pigs that were not PCV-2 antibody positive.  Id. at 

36:11–13.  The pigs all developed antibodies against PCV-2.  Id. at 36:14–

19.    

 Pinelli-Saavedra (Ex. 1007) 

Pinelli-Saavedra focuses on studies of vitamin E and its potential role 

in immunity in pigs.  Ex. 1007, 397 (Abstract), 400 (4.2 Vitamin E and 

immunity).  Pinelli-Saavedra discloses that vitamin E has been used as an 

adjuvant in vaccine compositions to “boost the immune response to weakly 

immunogenic antigens, as is the case with many protein antigens.”  Id. at 

400.  Further, Pinelli-Saavedra notes it has been reported that including 

vitamin E in a vaccine mixture “results in an increase in the antibody titer 

and increases protection from infection in vitamin E adjuvant-vaccinated 

rams” and chicks.  Id.     
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 Rijke (Ex. 1008) 

Rijke investigates vitamin E as an adjuvant in poultry and pig 

vaccines and concludes that vitamin E “is a very effective adjuvant for both 

live and inactivated vaccines without inducing local tissue reactions in pigs 

and chickens.”  Ex. 1008, 224 (Summary), 227 (Conclusions).   

 Petitioner’s Challenges to the ’001 Patent 

Petitioner contends that claims 1–6 of the ’001 patent are unpatentable 

as obvious over Jestin alone, Blanchard alone, Meng alone, or Jestin, 

Blanchard, and Meng combined.  See Pet. 11–18, 20–25, 27–35, 36–46.  

Petitioner further contends that claims 7 and 8 of the ’001 patent are 

unpatentable as obvious over each of Jestin, Blanchard, and Meng alone or 

combined, or over each of Jestin, Blanchard, and Meng in view of Pinelli-

Saavedra (claim 7) or Pinelli-Saavedra or Rijke (claim 8).  Id. at 18–20,  

25–27, 35–36, 46–48.   

Briefly, and as is relevant to our decision, Petitioner argues that each 

of Jestin, Blanchard, and Meng expressly discloses a method for protecting 

piglets against PCV-2 infection comprising administering a vaccine 

comprising ORF-2 protein of PCV-2.  See id. at 11, 13 (Jestin), 20, 22 

(Blanchard), 27, 29–30 (Meng).  Regarding the limitation requiring piglets 

that are “[PCV-2] maternally derived antibody (MDA) positive against 

PCV-2 infection,” Petitioner argues that each of Jestin and Blanchard 

inherently discloses MDA piglets or that it would have been obvious that 

their disclosed vaccinations were used on MDA piglets.  See id. at 12–13 

(asserting that a person of ordinary skill in the art “would have understood 

that the piglets used in Example 5 of Jestin would have had maternally 

derived anti-PCV-2 antibodies”), 20–22 (providing same argument as to 
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Blanchard), 37–39.  Petitioner further asserts that Meng expressly teaches 

that certain SPF piglets, which received its disclosed vaccines, had 

detectable maternally derived PCV-2 antibodies.  Id. at 28.  As to the 

limitation requiring “20 micrograms/dose of ORF-2 protein of PCV-2,” 

Petitioner contends an ordinarily skilled artisan would have understood the 

vaccines disclosed in each of Jestin and Blanchard to have at least 

20 micrograms of antigen, id. at 14, 22, and that the vaccine disclosed in 

Meng “may result” in a dose of ORF-2 protein that falls within the claimed 

range,” id. at 30.   

Petitioner relies on Pinelli-Saavedra and Rijke as disclosing the 

adjuvant recited in claims 7 and/or 8.  Id. at 18–20 (Jestin grounds), 25–26 

(Blanchard grounds), 35–36 (Meng grounds), 46–48 (grounds based on 

Jestin, Blanchard, and Meng alone or in combination).   

Patent Owner contends that Petitioner does not establish a reasonable 

likelihood of succeeding on any unpatentability assertion.  Prelim. Resp.  

21–36.  First, however, Patent Owner contends that we should exercise our 

discretion under 35 U.S.C. § 325(d) to deny institution because Petitioner 

fails to raise “a single argument that [was not] considered and overcome 

during prosecution.”  Id. at 1.  For the reasons explained below, we agree 

with Patent Owner and exercise our discretion under 35 U.S.C. § 325(d) to 

deny institution. 

 Discretion Under 35 U.S.C. § 325(d) 

Institution of inter partes review is discretionary.  See Harmonic Inc. 

v. Avid Tech., Inc., 815 F.3d 1356, 1367 (Fed. Cir. 2016) (“the PTO is 

permitted, but never compelled, to institute an IPR proceeding”).  Section 

325(d) gives us express discretion to deny a petition when “the same or 
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substantially the same prior art or arguments previously were presented to 

the Office.”  35 U.S.C. § 325(d).  In evaluating whether to exercise our 

discretion under Section 325(d), we weigh the following non-exclusive 

factors:  “(a) the similarities and material differences between the asserted 

art and the prior art involved during examination; (b) the cumulative nature 

of the asserted art and the prior art evaluated during examination; (c) the 

extent to which the asserted art was evaluated during examination, including 

whether the prior art was the basis for rejection; (d) the extent of the overlap 

between the arguments made during examination and the manner in which 

Petitioner relies on the prior art or Patent Owner distinguishes the prior art; 

(e) whether Petitioner has pointed out sufficiently how the Examiner erred in 

its evaluation of the asserted prior art; and (f) the extent to which additional 

evidence and facts presented in the Petition warrant reconsideration of prior 

art or arguments.”  Becton, Dickinson & Co. v. B. Braun Melsungen AG, 

IPR2017-01586, slip op. at 17–18 (Paper 8) (PTAB Dec. 15, 2017) 

(informative).   

We analyze these factors below as they apply to the record in this 

proceeding, and find that, on balance, the factors weigh in favor of 

exercising our discretion under 35 U.S.C. § 325(d).   

(a) The similarities and material differences between the asserted art and 

the prior art involved during examination 

As explained above, Petitioner relies on Jestin, Blanchard, and Meng 

either alone, or in combination, as rendering obvious the subject matter of 

claims 1–6, and further relies on Pinelli-Saavedra and Rijke for the 

additional limitations of claims 7 and 8.  See, e.g., Pet. 3–4.  As Patent 

Owner explains, the Examiner considered Jestin, Blanchard, and Meng 

during prosecution of the ’001 patent and considered Blanchard during 
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prosecution of the parent application to the ’001 patent’s application.7  

Prelim. Resp. 15–17; see also Ex. 1001, [56] (listing Jestin, Blanchard, and 

Meng among the 10 References Cited); Ex. 2001, 2– 3 (rejecting most 

pending claims during the ’001 patent’s prosecution as anticipated by 

Jestin), 6–8 (rejecting all pending claims during the ’001 patent’s 

prosecution over Jestin and Van Woensel8); Ex. 2004, 2–4 (rejecting most 

pending claims in parent application as anticipated by Blanchard and all 

pending claims as obvious over Blanchard and Van Woensel).  Thus, the 

Examiner considered many of the same prior art references that Petitioner 

asserts here. 

(b) The cumulative nature of the asserted art and the prior art evaluated 

during examination  

As explained above, Petitioner relies on some of the same prior art 

that the Examiner considered during prosecution of the ’001 patent and its 

parent application; namely, Jestin and Blanchard.  Although the Examiner 

did not discuss Meng in rejecting any pending claims during the ’001 

patent’s prosecution or the parent application’s prosecution, Meng is listed 

as one of only 10 references on the front cover of the patent.  Ex. 1001, [56].  

Petitioner does not explain how Meng’s disclosure differs from that of Jestin 

or Blanchard.  To the contrary, Petitioner’s grounds rely on substantively 

similar disclosures from Meng, Jestin, and Blanchard for each limitation of 

claims 1–6.  See supra § III.D; see also, e.g., Pet. 38 (“a person of skill in 

the art at the time of the ’001 Patent invention would have understood that 

                                           
7 As Patent Owner notes, the only independent claim of the parent 

application is identical to claim 1 of the ’001 patent.  Prelim. Resp. 17; 

compare Ex. 2009, 3 (claim 9), with Ex. 1001, 11:2–6.   
8 U.S. Patent No. 5,925,359, issued July 20, 1999 (Ex. 3001).     
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the piglets used in Blanchard, Meng, and Jestin would likely have had 

maternally derived anti-PCV-2 antibodies”), 40 (asserting that Blanchard, 

Jestin, and Meng each disclose “a vaccine comprising at least 20 

micrograms/dose of ORF-2 protein of PCV-2”).  Accordingly, we determine 

that Meng is cumulative to the prior art the Examiner previously evaluated 

during prosecution of the ’001 patent and its parent application.   

We also note that the additional reference on which the Examiner 

relied to reject claims that encompassed a vitamin E adjuvant—Van 

Woensel—is cumulative to the references that Petitioner asserts teach 

vitamin E adjuvants—Pinelli-Saavedra and Rijke.  Compare Ex. 2001, 7 

(finding that Van Woensel teaches vitamin E as an adjuvant to improve 

immune efficacy and concluding that an ordinarily skilled artisan would 

have used a vitamin E adjuvant in the vaccine to improve efficacy), with, 

e.g., Pet. 18–19 (relying on Pinelli-Saavedra and/or Rijke as disclosing 

vitamin E as an effective adjuvant that boosts immunity).  Accordingly, to 

the extent that the references Petitioner asserts are not the same as those the 

Examiner considered during prosecution of the ’001 patent or its parent 

application, they are cumulative.        

(c) The extent to which the asserted art was evaluated during 

examination, including whether the prior art was the basis for 

rejection 

As Patent Owner points out, Jestin was the basis of a non-final 

rejection for anticipation and obviousness that the Applicants overcame.  See 

Prelim. Resp. 15; Ex. 2001, 3–4 (initial Office Action).  In those rejections, 

the Examiner relied on Jestin as teaching every element of pending claims 

10–15 and 17 of the ’001 patent’s application, which are the same as claims 

1–7 of the ’001 patent.  Ex. 2001, 3.  As explained above, the Examiner also 
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relied on Van Woensel, of which Pinelli-Saavedra and Rijke are cumulative, 

in rejecting pending claim 16 of the application, which is the same as claim 

8 of the ’001 patent.  Id. at 7.  Specifically, the Examiner found that Jestin 

expressly discloses every limitation of the claims, except the limitation 

requiring maternally derived antibodies against PCV-2.  Id. at 3.  The 

Examiner further found that “[t]he piglets of Jestin . . . are inherently carriers 

of maternally derived antibody (MDA) and Jestin’s method also protects 

piglets that carry MDA.”  Id.  As supporting evidence, the Examiner cited 

two articles describing young piglets as having antibodies (generally) or 

PCV-2 antibodies (specifically) originating from their mothers.  Id. at 3–4.  

The Examiner made the same findings in rejecting all pending claims as 

obvious over Jestin and Van Woensel and relied on Van Woensel for its 

teaching of a vitamin E adjuvant.  Id. at 7. 

In response to the Examiner’s findings regarding Jestin, the 

Applicants argued, inter alia, that the prior art contained “no suggestion that 

a vaccine comprising a protein antigen would be effective at any dose in the 

presence of maternally derived antibodies.”  Ex. 2002, 7.  Subsequently, the 

Examiner issued a Notice of Allowance.  Ex. 2003.  The Examiner explained 

that the invention was allowable because Jestin “never contemplated the 

current claimed invention.”  Id. at 2.  The Examiner elaborated:  Jestin’s 

studies “utilized specific pathogen-free (SPF) pigs.  These SPF pigs at least 

based on substantial evidence had no known maternally derived antibodies 

against PCV-2 infection.”  Id.  The Examiner contrasted Jestin with the 

Applicants’ claims explaining that the claims “are directed to treating pigs 

that have MDA against PCV2 infection” and that unlike Jestin, the 

Applicants studied pigs with varying levels of MDA in their serum.  Id.   
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During prosecution of the ’001 patent’s parent application, the 

Examiner cited Blanchard as the basis of a non-final rejection and a final 

rejection for anticipation and obviousness that the Applicants overcame.  See 

Prelim. Resp. 16–17; Ex. 2004, 2, 3–4 (initial Office Action); Ex. 2005, 2–4.  

The Examiner also relied on Van Woensel for teaching the vitamin E 

adjuvant recited in one of the dependent claims.  Ex. 2004, 4; Ex. 2005, 4.  

Similar to the above-discussed rejections based on Jestin, the Examiner 

found that Blanchard expressly teaches every limitation of the claims, except 

for maternally derived antibodies against PCV-2.  Id. at 2.  The Examiner, 

however, found that Blanchard inherently disclosed the limitation.  Id. at 2–

3.  The Examiner made the same findings in rejecting all pending claims as 

obvious over Jestin and Van Woensel and relied on Van Woensel for its 

teaching of a vitamin E adjuvant.  Id. at 4.   

In response, the Applicants argued that Blanchard did not suggest that 

a piglet having maternally derived antibodies could be successfully 

immunized with a vaccine as set forth in the claims.  Ex. 2009, 4.  The 

Examiner maintained the rejections in a Final Office Action, again finding 

that Blanchard inherently disclosed maternally derived antibodies against 

PCV-2.  Ex. 2005, 2–4.  In a response to the Final Office Action, the 

Applicants argued that Blanchard’s experiments evaluated SPF piglets, free 

of any antibodies.  Ex. 2006, 4; Ex. 2007, 1.  The Examiner subsequently 

allowed the claims, but the Applicants abandoned the parent application.  

Prelim. Resp. 12; Ex. 1001, 1:3–4 (explaining that the application that 

matured into the ’001 patent “is a Divisional” of the parent application).          

Accordingly, we find that the Examiner evaluated Jestin, Blanchard, 

and the cumulative reference Van Woensel during examination of the ’001 
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patent and its parent application and substantively applied their teachings to 

reject the claims.       

(d) The extent of the overlap between the arguments made during 

examination and the manner in which Petitioner relies on the prior 

art or Patent Owner distinguishes the prior art 

Petitioner contends that Jestin, Blanchard, or Meng (alone or 

combined) disclose all the limitations of claims 1–6, except for the limitation 

requiring maternally derived antibodies positive against PCV-2.  See supra 

§ III.D.  For that limitation, Petitioner either contends that it is inherent in 

the disclosures of Jestin, Blanchard, or Meng—specifically, studies of SPF 

pigs disclosed in those references—or that using the disclosed vaccination 

methods on MDA piglets would have been obvious in view of the 

knowledge in the art.  Pet. 11–13.   

Patent Owner argues persuasively that the Petition does not present 

new arguments.  Prelim. Resp. 8, 15–18.  As detailed above, in rejecting the 

claims during the ’001 patent’s prosecution and during the parent 

application’s prosecution, the Examiner repeatedly found that: (1) the pigs 

utilized in Jestin’s and Blanchard’s studies inherently carried maternally 

derived antibodies against PCV-2; and (2) Jestin’s and Blanchard’s disclosed 

methods, therefore, also protect piglets that carry MDA.  We see no 

substantive difference between the Examiner’s findings during prosecution 

and Petitioner’s arguments here.   

Nor do we detect a substantive difference between the Examiner’s 

findings during prosecution regarding Van Woensel and Petitioner’s 

arguments in this proceeding as to Pinelli-Saavedra or Rijke.  Thus, 

Petitioner’s analysis here is substantially the same as the Examiner’s during 

prosecution of both the ’001 patent and its parent application.   
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(e) Whether Petitioner has pointed out sufficiently how the Examiner 

erred in its evaluation of the asserted prior art 

As Patent Owner points out, Petitioner does not discuss section 

325(d).  See generally Pet.  And because Petitioner also does not discuss the 

’001 patent’s (or its parent application’s) prosecution history, Petitioner fails 

to point out whether or how the Examiner erred in evaluating the asserted 

prior art—prior art that is the same art (Jestin and Blanchard) or 

substantially the same art (Meng, Pinelli-Saavedra, and Rijke) that the 

Examiner considered during prosecution.    

(f) The extent to which additional evidence and facts presented in the 

Petition warrant reconsideration of prior art or arguments 

For the reasons discussed above, we find that Petitioner’s asserted 

prior art and arguments substantially overlap the Examiner’s cited prior art 

and findings during examination.  Although Petitioner offers the testimony 

of Dr. Chase, which the Examiner did not consider during prosecution, 

Petitioner has not explained, and we do not find, that Dr. Chase’s testimony 

is a sufficient reason for us to reconsider the same or substantially the same 

prior art that the Examiner considered during prosecution.            

 Weighing the § 325(d) Factors 

Taking into account the above factors, we find that the factors weigh 

in favor of exercising our discretion and denying institution under § 325(d).  

The asserted art is either the same as, or cumulative to, the prior art that the 

Examiner applied in rejecting the claims during prosecution of the ’001 

patent and its parent application.  Further, the arguments Petitioner advances 

in its Petition are substantially similar to the findings the Examiner made to 

reject the claims, and that Patent Owner overcame.  And, importantly, 
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Petitioner does not explain whether or how the Examiner erred in evaluating 

the prior art.  Thus, we deny institution under § 325(d).         

IV. CONCLUSION 

Taking account of the information presented in the Petition and the 

Preliminary Response, and the evidence of record, we exercise our 

discretion under § 325(d) and deny institution.   

V. ORDER 

In consideration of the foregoing, it is hereby: 

ORDERED that the Petition is denied, and no trial is instituted.  
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