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I. INTRODUCTION 

Becton, Dickinson and Co. (“Petitioner”) filed a Petition for an inter 

partes review of claims 15 and 29–31 of U.S. Patent No. 8,367,337 B2 

(“the ’337 patent,” Ex. 1001).  Paper 1 (“Pet.”).  bioMérieux S.A. (“Patent 

Owner”) did not file a Preliminary Response. 

We have authority to determine whether to institute an inter partes 

review.  35 U.S.C. § 314(b); 37 C.F.R. § 42.4(a).  We may not institute an 

inter partes review “unless . . . there is a reasonable likelihood that the 

petitioner would prevail with respect to at least 1 of the claims challenged 

in the petition.”  35 U.S.C. § 314(a).  On April 24, 2018, the Supreme Court 

held that a decision to institute under 35 U.S.C. § 314(b) may not institute 

review on fewer than all claims challenged in the petition.  SAS Inst., Inc. v. 

Iancu, 138 S. Ct. 1348, 1355–56 (2018).  Also, in accordance with USPTO 

Guidance, “if the PTAB institutes a trial, the PTAB will institute on all 

challenges raised in the petition.”  See Guidance on the Impact of SAS on 

AIA Trial Proceedings (April 26, 2018) (available at 

https://www.uspto.gov/patents-application-process/patent-trial-and-

appealboard/trials/guidance-impact-sas-aia-trial). 

Applying that standard, and upon consideration of the information 

presented in the Petition, we grant the Petition and institute an inter partes 

review.   

A. Related Proceedings 

Petitioner states that it is unaware of any related matters.  Pet. 75.  

Patent Owner also states that it is unaware of any related judicial or 

administrative matters.  Paper 4, 2.   
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B. The ’337 patent 

The ’337 patent relates to a method for detecting methicillin-resistant 

Staphylococcus aureus (MRSA) having an insertion of a SCCmec cassette 

within the S. aureus chromosomal DNA.  Ex. 1001, 34:13–24.  According 

to the ’337 patent, the disclosed method improves over the prior art by 

reducing the number of false-positive results.  Id. at 1:13–16. 

MRSA is an infectious pathogen that “can cause serious infections 

such as surgical wound infections, pneumonia, endocarditis and 

septicemia.”  Id. at 1:20–23.  Resistance to methicillin is conferred by the 

mecA gene, which is carried in the SCCmec cassette.  Id. at 1:26–27.  The 

SCCmec cassette is a mobile element that can incorporate into the 

chromosomal DNA of Staphylococcus aureus, as well as other strains of 

Staphylococci.  Id. at 1:30–33.  As shown in Figure 1 of the ’337 patent, 

below, the insertion of the SCCmec cassette results in a “left extremity 

junction” and a “right extremity junction.”  The SCCmec DNA sequence is 

contiguous with the S. aureus DNA sequence at each of these junctions.  Id. 

at 1:42–45.  At the right extremity junction, the SCCmec DNA sequence 

abuts the S. aureus gene orfX.  Id. at 8:44–45. 

 

 
FIG. 1 shows the region of MRSA chromosome with the inserted 
SSCmec cassette, indicating the left and right extremity 
junctions.  
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 The ’337 patent describes several assays in the prior art used to test 

for MRSA in, for example, hospitalized patients.  Id. at 1:60–2:15.  

According to the ’337 patent, however, these prior-art assays are 

suboptimal because they require extensive time to process, id. at 2:2–15, or 

produce high levels of false-positive results, id. at 2:52–3:66.  As to the 

latter, the ’337 patent states that false positives may result from the 

presence of methicillin-sensitive S. aureus (MSSA) and/or Staphylococcus 

strains other than S. aureus.  Id. at 2:59–4:22.  MSSA strains can result 

from the deletion of mecA DNA from the SCCmec cassette.  Id. at 9:43–45. 

The ’337 patent states that “[t]he present invention addresses primary 

sources of MRSA false positives and thus provides a much-needed, 

improved test to detect MRSA that has not been addressed by currently 

available tests.”  Id. at 4:22–25.  The method comprises performing a 

multiplex amplification reaction that detects the presence of both the 

SCCmec insertion junction and the mecA sequence.  Id. at 9:46–48.  In one 

embodiment, the multiplex amplification reaction utilizes primers that 

specifically hybridize to an extremity junction, and primers that specifically 

hybridize to mecA.  See id. at 10:54–67; 11:32–12:14; 12:33–50.  The ’337 

patent states that MRSA is present when “the presence of both the junction 

and mecA in the sample is detected.”  Id. at 10:66–67.  In another 

embodiment, the multiplex amplification reaction utilizes a probe “capable 

of specifically hybridizing to a region of the SCCmec cassette between the 

region with which the first primer is capable of hybridizing.”  Id. at 4:40–

42. 
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C. Challenged Claims 

Petitioner challenges claims 15 and 29–31 of the ’337 patent.  Pet. 3.  

Claim 15 is independent and illustrative of the claimed subject matter: 

15.  A method of detecting in a sample a methicillin-
resistant Staphylococcus aureus (MRSA) having an insertion of 
an SCCmec cassette within Staphylococcus aureus 
chromosomal DNA, the method comprising 

a. performing on a sample a multiplex amplification reaction 
which can amplify both (1) a junction of an inserted 
SCCmec cassette and Staphylococcus aureus 
chromosomal DNA and (2) a region of mecA, and 

b. detecting, within the products of the amplification, the 
presence or absence of each of the junction and mecA,  

wherein if the sample contains MRSA, the presence of both 
the junction and mecA in the sample is detected.  

Ex. 1001, 34:13–24. 

D. The Prior Art  

Petitioner advances the following references as prior art on which it 

relies for the asserted grounds challenging the claims of the ’337 patent: 

1. K. Oberdorfer et al., Evaluation of a single-locus real-time 
polymerase chain reaction as a screening test for specific 
detection of methicillin-resistant Staphylococcus aureus in ICU 
patients, 25 EUR. J. CLIN. MICROBIOL. INFECT. DISEASE 657–663 
(Sept. 20, 2006) (“Oberdorfer,” Ex. 1005); 
 

2. A. Huletsky et al., New Real-Time PCR Assay for Rapid Detection 
of Methicillin-Resistant Staphylococcus aureus Directly from 
Specimens Containing a Mixture of Staphylococci, 42(5) J. CLIN. 
MICROBIOL. 1875–84 (May 2004) (“Huletsky,” Ex. 1013); 
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3. David K. Warren et al., Detection of Methicillin-Resistant 
Staphylococcus aureus Directly from Nasal Swab Specimens by a 
Real-Time PCR Assay, 42(12) J. CLIN. MICROBIOL. 5578–81 (Dec. 
2004) (“Warren,” Ex. 1016); and 

 
4. Daniel Sinsimer et al., Use of a Multiplex Molecular Beacon 

Platform for Rapid Detection of Methicillin and Vancomycin 
Resistance in Staphylococcus aureus, 43(9) J. CLIN. MICROBIOL. 
4585–91 (Sept. 2005) (“Sinsimer,” Ex. 1014). 

Pet. 25. 
E. Asserted Grounds of Unpatentability 

Petitioner challenges the patentability of claims 15 and 29–31 of the 

’337 patent on the following four grounds: 

Claim(s) Basis References 
15 35 U.S.C. § 102(b) Oberdorfer, as evidenced by 

Huletsky and Warren 
29–31 35 U.S.C. § 103(a) Huletsky, in view of Oberdorfer 

and Sinsimer 

Pet. 26.  Petitioner also relies on the Declaration of Christian Ménard, Ph.D. 

(Ex. 1008).  See, e.g., id. at 3.   

II. ANALYSIS 

We address below whether the Petition meets the threshold showing 

for institution of an inter partes review under 35 U.S.C. § 314(a).  We 

consider each ground of unpatentability in view of the understanding of a 

person of ordinary skill in the art.  For this Decision, we find that the prior 

art itself is sufficient to demonstrate the level of ordinary skill in the art at 

the time of the invention.  See Okajima v. Bourdeau, 261 F.3d 1350, 1355 

(Fed. Cir. 2001) (the prior art, itself, can reflect appropriate level of 

ordinary skill in art).  Further, based on the information presented at this 
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stage of the proceeding, we consider Petitioner’s declarant, Dr. Ménard, 

qualified to opine from the perspective of an ordinary artisan at the time of 

the invention.  See Ex. 1029 (curriculum vitae of Dr. Ménard). 

A. Claim Construction 

For petitions filed before November 13, 2018,1 claim terms are 

interpreted according to their broadest reasonable construction in light of 

the specification of the patent in which they appear.  See 37 C.F.R. 

§ 42.100(b) (2016); Cuozzo Speed Techs., LLC v. Lee, 136 S. Ct. 2131, 

2144–46 (2016) (upholding the use of the broadest reasonable interpretation 

standard).  Under that standard, we presume that a claim term carries its 

“ordinary and customary meaning,” which “is the meaning that the term 

would have to a person of ordinary skill in the art in question” at the time of 

the invention.  In re Translogic Tech., Inc., 504 F.3d 1249, 1257 (Fed. Cir. 

2007); see also TriVascular, Inc. v. Samuels, 812 F.3d 1056, 1062 (Fed. 

Cir. 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.”).   

For this Decision, Petitioner argues that “no claim term requires 

express construction to evaluate patentability.”  Pet. 24.  We agree, and 

determine that no claim term requires express construction to resolve any 

controversy in this proceeding.  See Vivid Techs., Inc. v. Am. Sci. & Eng’g, 

Inc., 200 F.3d 795, 803 (Fed. Cir. 1999) (“[O]nly those terms need be 

                                           
1 See Changes to the Claim Construction Standard for Interpreting 

Claims in Trial Proceedings Before the Patent Trial and Appeal Board, 83 
Fed. Reg. 51,340 (Oct. 11, 2018). 



IPR2018-01566 
Patent 8,367,337 B2 
 
   

8 
 

construed that are in controversy, and only to the extent necessary to 

resolve the controversy.”). 

B. The Prior Art 

Before turning to Petitioner’s asserted grounds of unpatentability, we 

provide a brief summary of the asserted references. 

1. Oberdorfer 

Oberdorfer presents the results of a study designed “to determine the 

diagnostic value of a single-locus real-time polymerase chain reaction 

(PCR) recently proposed for rapid detection of methicillin-resistant 

Staphylococcus aureus (MRSA) from clinical samples.”  Ex. 1005, 

Abstract.  Oberdorfer identifies the recently proposed assay as “IDI-

MRSA,” id., and explains that the assay resulted from “studies of the 

sequence analysis of the mecA gene carried by the genetic element known 

as staphylococcal cassette chromosome mec (SCCmec),” id. at 658.  

Oberdorfer reports that, when compared to conventional assays, “the real-

time PCR test from nasal swabs were as follows:  92.3% sensitivity, 98.6% 

specificity, 75.0% positive predictive value, and 99.6% negative predictive 

value.”  Id., Abstract.   

Oberdorfer teaches that, “[u]nexpectedly, 4 (5.1%) of these samples 

gave false-positive results in the IDI-MRSA,” thus lowering the positive 

predictive value of the assay.  Id.  Oberdorfer teaches that these false 

positives are MSSA.  Id. at 661.  Oberdorfer teaches that this percentage of 

false-positive results is roughly equivalent to that found “[i]n the first 

description of the IDI-MRSA test by Huletsky et al.”  Id. at 661 (citing 
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Ex. 1013).  In that that study, MSSA isolates “amounted to 4.6% (26 of 

569).”  Id.  

Oberdorfer states that “further work is needed . . . to explain why 

false-positive results were obtained with methicillin-susceptible S. aureus.”  

Id.  For example, Oberdorfer teaches that “[i]f the detection of the mecA 

gene were added into the IDI-MRSA test in the form of a multiplex 

approach, one could avoid the false-positive results caused by MSSA.”  Id. 

at 661.  “[B]ut,” Oberdorfer continues, “the false-positive results caused by 

mixtures of staphylococci, such as occurs in the initial stages of MRSA 

detection by PCR, would still be taken into account.”  Id.  

2. Huletsky 

Huletsky describes a real-time PCR assay for the rapid detection of 

MRSA directly from specimens containing a mixture of Staphylococci 

strains.  Ex. 1013, Abstract.  The PCR assay utilizes primers specific to 

different SCCmec right extremity junction sequences, in combination with a 

primer and three molecular beacon probes specific to the orfX gene.  Id.  

Huletsky reports that, of the MRSA isolates tested, 98.7% (1636 of 1657 

total) were detected with the PCR assay, but 4.6% (26 of 569 total) of the 

MSSA isolates were false positive for MRSA.  Id.  Huletsky states that the 

false-positive MSSA isolates “could be explained by the presence of a 

residual SCCmec right extremity fragment following the deletion of a 

chromosomal region containing mecA or the presence of an SCC which 

does not contain mecA.”  Id. at 1882. 

Figure 1 of Huletsky, below, provides a schematic representation of 

the hybridization sites for the forward and reverse primers, as well as the 
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molecular probes.  Id. at 1180.  The vertical arrow marks the SCCmec 

integration site within the orfX gene.  Id.  

 
Figure 1 shows the positions of forward (►) and reverse (◄) 
primers and of internal probes (bars) included in the MRSA 
assay.  

3. Warren 

Warren teaches application of the IDI-MRSA assay.  Ex. 1016, 

Abstract.  Warren describes the assay as “a qualitative in vitro diagnostic 

test for the rapid detection of MRSA directly from nasal swab specimens,” 

“based upon a real-time PCR and direct detection of MRSA via amplicon 

hybridization with a fluorogenic target-specific molecular beacon probe.”  

Id.  Warren teaches that the IDI-MRSA assay targets sequences within the 

SCCmec cassette (which harbors the mecA gene) and the orfX gene.  Id. at 

5578.  Warren teaches that the orfX gene is “a highly conserved open 

reading frame in S. aureus which is the site of SCCmec integration into the 

genome.”  Id.   

Warren further teaches that “the exact target sequences have been 

described previously, id. (citing Ex. 1013), and that “[i]n the presence of 

these sequences, target-specific primers within the assay will bind and 

generate an MRSA-specific amplicon during the PCR, which is then 
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detected by a complementary molecular beacon probe.”  Id. at 5578–79.  

Warren reports that “[t]he diagnostic values for this MRSA screening 

method were 91.7% sensitivity, 93.5% specificity, 82.5% positive 

predictive value, and 97.1% negative predictive value when compared to 

culture-based methods.”  Id. at Abstract.   

4. Sinsimer  

Sinsimer discloses an assay for “the rapid detection of drug 

resistance-determining genes and virulence factors in S. aureus.”  Ex. 1014, 

Abstract.  The assay utilizes multiplex molecular beacon probes with real-

time PCR for “detection of the genes conferring methicillin (mecA) and 

vancomycin (vanA) resistance as well as a gene encoding the virulence 

factor Panton-Valentine leucocidin (lukF) in S. aureus isolates.”  Id.  In 

Table 1, Sinsimer discloses the molecular beacon and primer sequences.  Id. 

at 4586.   

Sinsimer teaches that a “three-color multiplex assay was tested to 

identify MRSA in isolates and distinguish them from MSSA, methicillin-

susceptible coagulase-negative Staphylococcus (MS-CNS), [methicillin-

resistant coagulase-negative Staphylococcus] MR-CNS, and non-

Staphylococcus spp. bacteria.”  Id. at 4586–87.  The isolates were “tested in 

a single-tube multiplex RT-PCR assay that contained three pairs of 

oligonucleotide primers and three unique molecular beacons to the SG16S 

rRNA, spa, and mecA genes, which were, respectively, labeled with 

hexachlorofluorescein (detected at 556-nm wavelength), Cy5 (detected at 

670 nm), and fluorescein (detected at 515 nm) fluorophores.”  Id. at 4587.  
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Sinsimer reports that the multiplex assay “correctly identified each 

unknown DNA sample 100% in each test.”  Id.   

Sinsimer states that the disclosed diagnostic platform was designed 

“to be expandable so as to provide the flexibility to address ‘emerging’ 

biological questions.”  Id.  Thus, Sinsimer discloses a “[f]our-color 

multiplex assay,” in which Sinsimer added “three additional molecular 

beacons to extend the ‘core’ platform of SG16S, spa, and mecA gene 

targets.”  Id.  Sinsimer reports that the assay “correctly identified each test 

DNA sample.”  Id.  

C. Alleged Anticipation by Oberdorfer 

Petitioner contends that Oberdorfer, as evidenced by Huletsky and 

Warren, anticipates claim 15 of the ’337 patent.  Pet. 26–40.  A claim is 

anticipated, and therefore unpatentable under 35 U.S.C. § 102, if all of its 

limitations are disclosed either explicitly or inherently in a single prior art 

reference.  In re Schreiber, 128 F.3d 1473, 1477 (Fed. Cir. 1997).  That 

single prior art reference must disclose all the limitations of the claim 

“arranged or combined in the same way as in the claim.”  Net MoneyIN, 

Inc. v. VeriSign, Inc., 545 F.3d 1359, 1370 (Fed. Cir. 2008). 

Petitioner argues that Oberdorfer “discloses all limitations of 

Claim 15 as arranged in the claim.”  Pet. 31.  Specifically, Petitioner argues:  

“Oberdorfer discloses a method of detecting in a clinical sample a MRSA 

having an SCCmec insert in the S. aureus chromosome.”  Id. at 32.  

Petitioner argues that Oberdorfer discloses the use of the IDI-MRSA assay, 

which—as evidenced by Huletsky—is a multiplex PCR assay, and which—

as evidenced by Warren—amplifies and detects the product of a junction of 
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the SCCmec junction and S. aureus chromosomal DNA.  Id. at 34–35, 37–

38.   

Petitioner also argues that Oberdorfer “discloses amplification and 

detection of the mecA gene as part of the IDI-MRSA multiplex PCR assay” 

by teaching that “[i]f the detection of the mecA gene were added into the 

IDI-MRSA test in the form of a multiplex approach, one could avoid the 

false-positive results caused by MSSA.”  Id. at 36 (quoting Ex. 1005, 661).  

Petitioner argues that “[t]he fact that Oberdorfer phrases the disclosure of 

adding detection of the mecA gene as [a] suggestion for improvement of the 

IDI-MRSA assay” does not “negate the anticipatory nature of this 

disclosure, as it is an enabling disclosure.”  Id. at 40.  In this regard, 

Petitioner argues that the design of probes and primers was well known in 

the art.  Id. (citing Ex. 1008 ¶¶ 24–38, 50–52, 69–76, 113).  Petitioner also 

argues that § 102 does not require Oberdorfer’s suggestion to have been 

performed to be anticipatory.  Id. (citing In re Donohue, 766 F.2d 531, 533 

(Fed. Cir. 1985); Bristol-Myers Squibb Co. v. Ben Venue Labs., Inc., 246 

F.3d 1368, 1379 (Fed. Cir. 2001)).   

1. The Claimed Limitations 

Having considered the arguments and evidence before us, we find 

that the record establishes a reasonable likelihood that Petitioner would 

prevail on its asserted ground of anticipation by Oberdorfer, as evidenced 

by Huletsky and Warren.  For institution, therefore, we agree with and 

adopt Petitioner’s arguments and supporting evidence showing that 

Oberdorfer teaches each and every limitation of claim 15.  See Pet. 26–40.   
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As to the preamble (i.e., “method of detecting in a sample a 

methicillin-resistant Staphylococcus aureus (MRSA) having an insertion of 

an SCCmec cassette within Staphylococcus aureus chromosomal DNA”), 

Oberdorfer discloses the results of a study designed “to determine the 

diagnostic value of a single-locus real-time polymerase chain reaction 

(PCR) recently proposed for rapid detection of methicillin-resistant 

Staphylococcus aureus (MRSA) from clinical samples.”  Ex. 1005, 

Abstract.  Oberdorfer also discloses that the assay resulted from “studies of 

the sequence analysis of the mecA gene carried by the genetic element 

known as staphylococcal cassette chromosome mec (SCCmec).”  Id. at 658.   

As to the first method step (i.e., “performing on a sample a multiplex 

amplification reaction which can amplify both (1) a junction of an inserted 

SCCmec cassette and Staphylococcus aureus chromosomal DNA and (2) a 

region of mecA”), Oberdorfer discloses the use of the IDI-MRSA assay for 

detection of MRSA in clinical samples.  Ex. 1005, Abstract.  Although 

Oberdorfer does not disclose the details of the IDI-MRSA assay, Huletsky 

and Warren evidence those details.   

For example, although Oberdorfer teaches that the assay is a real-

time PCR, Oberdorfer does not explicitly teach that the real-time PCR is a 

“multiplex amplification reaction” as claimed.  We agree with Petitioner on 

this record, however, that an ordinarily skilled artisan would understand 

that Oberdorfer’s IDI-MRSA assay is a multiplex amplification reaction as 

evidenced by Huletsky.  Specifically, Oberdorfer states that the IDI-MRSA 

assay was first described in Huletsky.  See id. at 661 (discussing the 

presence of false-positive results found “[i]n the first description of the IDI-
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MRSA test by Huletsky et al.” (citing Ex. 1013)).  And Huletsky discloses 

that the assay is a multiplex PCR assay:  “In this study, we describe a real-

time multiplex PCR assay which allows the detection of MRSA directly 

from clinical specimens containing a mixture of staphylococci in <1 h.”  

Ex. 1013, Abstract (emphasis added).  Thus, taken together, these passages 

evidence that the IDI-MRSA assay described in Oberdorfer is a multiplex 

amplification reaction.   

Similarly, Oberdorfer does not teach expressly that the IDI-MRSA 

assay amplifies and detects, within the products of amplification, “a 

junction of an inserted SCCmec cassette and Staphylococcus aureus 

chromosomal DNA,” as claimed.  But, Warren teaches that the IDI-MRSA 

assay targets sequences within the SCCmec cassette and the orfX gene.  

Ex. 1016, 5578.  Warren further teaches that Huletsky previously described 

these target sequences, id. at 5578, and Huletsky, in turn, discloses target 

sequences and corresponding primers that amplify the junction between the 

SCCmec right extremity and the orfX gene, Ex. 1013 (Fig. 1).   

Finally, both Warren and Huletsky teach that the IDI-MRSA assay 

detects the resulting amplification product using a molecular beacon probe.  

See Ex. 1016, 5578 (stating that “target-specific primers within the assay 

will bind and generate an MRSA-specific amplicon during the PCR, which 

is then detected by a complementary molecular beacon probe”); Ex. 1013, 

1880 (Fig. 1 (stating that “[t]hree MBPs [molecular beacon probes], 

XsauB5, XsauB8, and XsauB9, were used to detect the MRSA-specific 

amplification products”)); see also id. at 1875, 1876.  Thus, Warren and 
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Huletsky evidence that Oberdorfer’s IDI-MRSA assay amplifies and detects 

the claimed junction.   

As to the requirement that the multiplex amplification reaction also 

amplify and detect “a region of mecA,” we are satisfied—on this record and 

for institution—that Oberdorfer teaches the amplification and detection of 

the mecA gene as an addition to the IDI-MRSA assay.  Specifically, 

Oberdorfer states that “[i]f the detection of the mecA gene were added into 

the IDI-MRSA test in the form of a multiplex approach, one could avoid the 

false-positive results caused by MSSA.”  Ex. 1005, 661.  And, on the 

present record, we credit and rely on Dr. Ménard’s testimony that, if an 

ordinarily skilled artisan followed Oberdorfer’s suggestion, the resulting 

multiplex PRC reaction would amplify and detect “both (1) a junction of an 

inserted SCCmec cassette and Staphylococcus aureus chromosomal DNA 

and (2) a region of mecA,” as recited in Claim 15.  Ex. 1008 ¶¶ 102–110. 

Finally, as to the remaining limitation (i.e., “wherein if the sample 

contains MRSA, the presence of both the junction and mecA in the sample 

is detected”), we are satisfied—on this record and for institution—that 

Oberdorfer teaches that MRSA contains both the SCCmec junction and the 

mecA gene.  As Dr. Ménard explains, Oberdorfer teaches that isolates that 

lack the mecA gene, but nevertheless give positive results with the IDI-

MRSA assay, are properly “classified as false-positive results.”  Ex. 1008 

¶ 112 (citing Ex. 1005, 659–61).  For institution, we credit and rely on 

Dr. Ménard’s testimony that “[t]his indicates that the presence of the 

SCCmec junction in the absence of the mecA gene is not MRSA, and 

therefore constitutes a false-positive,” and that “[i]t follows then that the 
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presence of both the SCCmec junction and the mecA gene constitutes a true-

positive MRSA result.”  Id. (emphasis in original).  

In coming to our institution decision, we are aware that Oberdorfer 

only suggests adding amplification and detection of the mecA gene into the 

IDI-MRSA test.  But our reviewing court has explained that “anticipation 

does not require actual performance of suggestions in a disclosure.”  

Bristol-Myers Squibb, 246 F.3d at 1379.  In Bristol-Myers Squibb, the Court 

of Appeals for the Federal Circuit upheld a district court’s finding of 

anticipation where the prior art suggested, but did not actually employ, a 

pretreatment regimen for patients experiencing hypersensitivity reactions to 

a particular compound.  Id. at 1378–79.   

In particular, the court found that the prior art’s teaching that 

“[f]urther studies are needed to see if pretreatment regimens . . . will permit 

the safe administration of this compound” sufficient to anticipate the 

claimed pretreatment step.  Id. at 1379.  The court further explained, 

however, that “anticipation . . . requires that those suggestions be enabling 

to one of skill in the art.”  Id.  Here, we credit and rely on Dr. Ménard’s 

testimony that the design of probes and primers for multiplex reactions—

including those targeting the SCCmec junction and the mecA gene in 

MRSA—was well-known in the art.  Ex. 1008 ¶¶ 24–38, 50–52, 69–76, 

113. 

2. Summary 

In summary, based on the record presently before us (not including a 

Patent Owner Preliminary Response) and the application of the reasonable 

likelihood standard, we are satisfied that Petitioner has shown sufficiently 
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for instituting trial that it would prevail in showing claim 15 unpatentable 

for anticipation by Oberdorfer, as evidenced by Huletsky and Warren.   

D. Alleged Obviousness over Huletsky in view of Oberdorfer and 
Sinsimer  

Petitioner contends that claims 15 and 29–31 of the ’337 patent are 

unpatentable as obvious over Huletsky in view of Oberdorfer and Sinsimer.  

See Pet. 41–75.  Specifically, Petitioner argues that the combination of 

Huletsky with Oberdorfer and Sinsimer teaches or suggests each limitation 

of those claims.  Id.  Relying on the Declaration of Dr. Ménard, Petitioner 

also argues that a person of ordinary skill in the art would have been 

motivated to combine the references, and would have had a reasonable 

expectation of success.  Id. at 54–57 (citing Ex. 1008 ¶¶ 155–65).   

A claim is unpatentable under 35 U.S.C. § 103(a) if the differences 

between the claimed subject matter and the prior art are such that the 

subject matter, as a whole, would have been obvious at the time of the 

invention to a person having ordinary skill in the art.  KSR Int’l Co. v. 

Teleflex, Inc., 550 U.S. 398, 406 (2007).  The question of obviousness is 

resolved on the basis of underlying factual determinations including:  (1) 

the scope and content of the prior art; (2) any differences between the 

claimed subject matter and the prior art; (3) the level of ordinary skill in the 

art; and (4) objective evidence of nonobviousness.  Graham v. John Deere 

Co., 383 U.S. 1, 17–18 (1966).   

Having considered the arguments and evidence before us, we find 

that the record establishes a reasonable likelihood that Petitioner would 

prevail on at least one claim on its asserted ground of obviousness as to 

Huletsky in view of Oberdorfer and Sinsimer.    
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1. The Claimed Limitations 

Taking claim 15 as illustrative, we find that the record establishes a 

reasonable likelihood that Petitioner would prevail on its asserted ground of 

obviousness over Huletsky in view of Oberdorfer and Sinsimer.  For 

institution, therefore, we agree with and adopt Petitioner’s arguments and 

supporting evidence showing that the combination of Huletsky, Oberdorfer, 

and Sinsimer teaches each and every limitation of the claim.  See Pet. 46–

54.   

Specifically, Huletsky discloses the IDI-MRSA assay, which is a 

multiplex PCR assay that amplifies and detects the junction between the 

SCCmec right extremity and the orfX gene for the detection of MRSA in a 

clinical sample.  Ex. 1013, Abstract, 1875, 1880 (Fig. 1).  Huletsky teaches 

that molecular beacon probes are used to detect the MRSA-specific 

amplification products.  Ex. 1013, 1875–76, 1880 (Fig. 1).  The IDI-MRSA 

assay disclosed by Huletsky does not include amplification or detection of a 

region of the mecA gene, as claimed.  But, as discussed above, Oberdorfer 

suggests the amplification and detection of the mecA gene as an addition to 

the IDI-MRSA assay.  Ex. 1005, 661; see also supra II.C.1.   

2. Motivation to Combine/Reasonable Expectation of Success 

Even “[i]f all elements of the claims are found in a combination of 

prior art references,” “the factfinder should further consider whether a 

person of ordinary skill in the art would [have been] motivated to combine 

those references, and whether in making that combination, a person of 

ordinary skill would have [had] a reasonable expectation of success.”  

Merck & Cie v. Gnosis S.P.A., 808 F.3d 829, 833 (Fed. Cir. 2015).  The 
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“motivation to combine” and “reasonable expectation of success” factors 

are subsidiary requirements for obviousness subsumed within the Graham 

factors.  Pfizer, Inc. v. Apotex, Inc., 480 F.3d 1348, 1361 (Fed. Cir. 2007).   

Petitioner argues that an ordinarily skilled artisan would have had a 

reason to combine the teachings of Huletsky and Oberdorfer based on 

Oberdorfer’s suggestion to add detection of the mecA gene to Huletsky’s 

IDI-MRSA assay to “avoid the false-positive results caused by MSSA.”  

Pet. 54 (quoting Ex. 1005, 661).  Given Oberdorfer’s express suggestion, 

we are satisfied on this record that Petitioner has shown sufficiently for 

institution that an ordinarily skilled artisan would have had a reason to 

combine the disclosures of Huletsky and Oberdorfer; that is, to eliminate 

the source of false positives resulting from Huletsky’s method.  Ex. 1005, 

661; see also Ex. 1008 ¶ 156. 

Moreover, we agree with Petitioner—on this present record and for 

institution—than an ordinarily skilled artisan looking to carry out 

Oberdorfer’s express suggestion would have reasonably expected success in 

adding amplification and detection of a mecA region to the IDI-MRSA 

assay.  See Pet. 55–57.  In particular, we credit and rely on Dr. Ménard’s 

testimony for the purpose of institution that modifying Huletsky’s IDI-

MRSA assay as Oberdorfer suggests was well within an ordinary artisan’s 

skill set at the time of the invention.  Ex. 1008 ¶¶ 155–165.  Dr. Huletsky’s 

testimony is supported by Sinsimer, which discloses a multiplex real-time 

PCR assay successfully used to identify MRSA isolates using amplification 

primers and a molecular beacon probe for detection of the mecA gene.  

Ex. 1014, Abstract, 4586–87.   
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3. Secondary Considerations 

Secondary considerations may include long-felt but unsolved need, 

failure of others, unexpected results, commercial success, copying, 

licensing, industry praise, and expert skepticism.  Mintz v. Dietz & Watson, 

Inc., 679 F.3d 1372, 1379 (Fed. Cir. 2012).  “[O]bjective indicia may often 

be the most probative and cogent evidence of nonobviousness in the 

record,” and “help turn back the clock and place the claims in the context 

that led to their invention.”  Id. at 1378 (quotation omitted).  Evidence of 

secondary considerations “must always when present be considered en 

route to a determination of obviousness.”  Transocean Offshore Deepwater 

Drilling, Inc. v. Maersk Drilling USA, Inc., 699 F.3d 1340, 1349 (Fed. Cir. 

2012) (quotation omitted); see also Apple Inc. v. Samsung Elecs. Co., 839 

F.3d 1034, 1048 (Fed. Cir. 2016) (en banc) (“A determination of whether a 

patent claim is invalid as obvious under § 103 requires consideration of all 

four Graham factors, and it is error to reach a conclusion of obviousness 

until all those factors are considered.”). 

Petitioner asserts that “[t]here is no evidence of secondary 

considerations of nonobviousness” in this case.  Pet. 70.  Petitioner 

acknowledges that, during prosecution of the application leading to the ’337 

patent, applicants argued that the claimed invention produced unexpected 

results.  Id. at 70–71.  Petitioner argues that these results are either not 

unexpected, or not commensurate in scope with the claims.  Id. at 71–74.   

Our Trial Practice Guide explains that “[t]he Board expects that most 

petitions will raise issues of obviousness.  In determining whether the 

subject matter of a claim would have been obvious over the prior art, the 
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Board will review any objective evidence of nonobviousness proffered by 

the patent owner where appropriate.”  Office Patent Trial Practice Guide, 

77 Fed. Reg. 48,756, 48,763 (Aug. 14, 2012) (“Trial Practice Guide”) 

(emphases added); see also 37 C.F.R. § 42.107(a) (“a preliminary response 

. . . can include supporting evidence”).  Here, as noted above, Patent Owner 

did not file a Preliminary Response and thus has not addressed the 

secondary considerations.   

At this stage, we find ourselves in agreement with Petitioner.  It 

appears, based upon the present record, that Oberdorfer states that the 

combination of mecA detection with the IDI-MRSA test would reduce 

false-positive results due to MSSA.  More specifically, “[i]f the detection of 

the mecA gene were added into the IDI-MRSA test in the form of a 

multiplex approach, one could avoid the false-positive results caused by 

MSSA, but the false-positive results caused by mixtures of staphylococci, 

such as occurs in the initial stages of MRSA detection by PCR, would still 

need to be taken into account.”  Pet. 71 (quoting Ex. 1005, 661 (emphasis 

omitted); citing Ex. 1008 ¶ 206).  Thus, in the absence of other evidence, it 

appears to us on this record that these results can be considered to be 

expected.   

Petitioner also observes that Patent Owner’s assertion during 

prosecution about unexpected increased sensitivity is not commensurate in 

scope with the claims at issue.  Pet. 74.  Given the differences between 

claims 15 and 29–31, and the specific examples utilizing different probes, 

we tend to agree with Petitioner at this stage.  Any final decision, however, 

will be based on the full record developed during the trial. 
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4. Summary 

In summary, based on the record before us and the application of the 

reasonable likelihood standard, we are satisfied that Petitioner has shown 

sufficiently for instituting trial that it would prevail in showing claim 15 

unpatentable for obviousness over Huletsky in view of Oberdorfer and 

Sinsimer.  Claims 29–31 depend, either directly or indirectly, on claim 15.  

We have reviewed Petitioner’s arguments and supporting evidence as to 

these claims, and find them sufficient for institution based on the current 

record.  See Pet. 57–70 (citing Ex. 1004, 2125; Ex. 1002 ¶¶ 83–90).  Thus, 

in light of SAS and USPTO Guidance, we also institute an inter partes 

review of dependent claims 29–31 on the same ground.   

III. CONCLUSION  

After considering the evidence and arguments presented in the 

Petition and Preliminary Response, we determine that Petitioner has 

demonstrated a reasonable likelihood of success in proving that at least one 

claim of the ’337 patent is unpatentable.  Thus, in accordance with USPTO 

Guidance and SAS, we institute an inter partes review of all of the 

challenged claims on all grounds set forth in the Petition.  Our 

determinations at this stage of the proceeding are based on the evidentiary 

record currently before us.  This decision to institute trial is not a final 

decision as to patentability of any claim for which inter partes review has 

been instituted.  Any final decision will be based on the full record 

developed during trial.  
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IV. ORDER 

In consideration of the foregoing, it is hereby:  

ORDERED that pursuant to 35 U.S.C. § 314(a), an inter partes 

review of claims 15 and 29–31 of U.S. Patent No. 8,367,337 B2 is instituted 

with respect to all grounds set forth in the Petition; and  

FURTHER ORDERED that pursuant to 35 U.S.C. § 314(c) and 37 

C.F.R. § 42.4, notice is hereby given of the institution of a trial 

commencing on the entry date of this Decision. 
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Michael R. Weiner 
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