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Novelty and Statutory Bars

§ 2:1 Amgen Inc. v. Sanofi, Aventisub LLC

Federal Circuit concludes that district court’s application 
of Dynamic Drinkware to “published patent applications” 
under section 102(e)(1) was proper.

In Amgen Inc. v. Sanofi, Aventisub LLC,1 Amgen’s two patents-in-
suit generally related to antibodies that help reduce low-density lipo-
protein cholesterol (LDL-C), or “bad cholesterol.” Both patents had a 
priority date of January 9, 2008. The relevant claims covered the entire 
genus of antibodies that bind to specific amino acid residues on 
PCSK9, a naturally occurring protein that binds to and causes destruc-
tion of liver cell receptors (LDL-Rs), and block PCSK9 from binding 
to LDL-Rs.

A trial-and-error process was used to generate and screen antibodies 
that bind to PCSK9 and block PCSK9 from binding to LDL-Rs.

In September 2007, Sanofi et al. began exploring antibodies that 
targeted PCSK9, which resulted in Praluent® alirocumab (Praluent). 
The active ingredient in Praluent was a monoclonal antibody that 
targeted PCSK9 to prevent it from binding to and destroying LDL-R 
proteins, resulting in lowering LDL-C levels. In November 2011, 
Sanofi received a patent that claimed Praluent by its amino acid 
sequence. In July 2015, Sanofi received FDA approval.

In 2014, Amgen sued Sanofi asserting that Praluent infringed the 
patents-in-suit. Sanofi stipulated to infringement, but challenged 
validity based on lack of written description support, lack of enable-
ment, and obviousness.
1. Amgen Inc. v. Sanofi, Aventisub LLC, 872 F.3d 1367 (Fed. Cir. 2017) (opinion by 
Chief Judge Prost, joined by Circuit Judges Taranto and Hughes).
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§ 2:1 2018 FEDERAL CIRCUIT YEARBOOK
Sanofi sought to invalidate the asserted patents based two published 
PCT applications. Neither publication predated the January 9, 2008, 
priority date of the asserted patents. However, both applications 
claimed priority to provisional applications that predated the asserted 
patents’ prior date.

Sanofi attempted to rely on those PCT applications as pre-AIA 
section 102(e)(1) pr ior art, namely “an application for patent, 
published under section 122(b), by another filed in the United States 
before the invention by the applicant for patent.”

Amgen urged that those PCT published applications were not 
proper prior art under Dynamic Drinkware because Sanofi had not 
shown that the provisional applications provided written description 
support for the claims of the PCT applications.

The district court agreed, excluded the two references, and granted 
JMOL of non-obviousness. The Federal Circuit affirmed.

Sanofi argued that Dynamic Drinkware only related to whether a 
“patent” asserted as prior art under section 102(e)(2) was prior art as of 
the filing date of the parent application and did not address whether 
“published patent applications asserted as prior art under § 102(e)(1)” 
were prior art as of the filing date of their provisional applications. The 
Federal Circuit disagreed.

The Federal Circuit, inter alia, held that the Federal Circuit’s 2015 
decision in Dynamic Drinkware, LLC v. National Graphics, Inc.,2

concluding that for a non-provisional application resulting in a patent 
to claim priority to a provisional application for prior art purposes, 
“the specification of the provisional [application] must contain a written 
description of the invention * * * in such full, clear, concise, and exact 
terms, to enable an ordinarily skilled artisan to practice the invention 
claimed in the non-provisional application,” was also applicable to 
“published patent applications asserted as prior art under § 102(e)(1).”

The Federal Circuit noted that Sanofi did not proffer any evidence 
showing that the provisional applications contained representative 
species or common structural elements sufficient to satisfy the written 
description requirement for the monoclonal antibodies claimed in the 
2. Dynamic Drinkware, LLC v. Nat’l Graphics, Inc., 800 F.3d 1375 (Fed. Cir. 2015).
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Novelty and Statutory Bars § 2:2
PCT applications and provided no evidence that the claims of the PCT 
applications were enabled by the provisional application.

The Federal Circuit concluded that because the district court prop-
erly excluded the PCT publications under Dynamic Drinkware, the 
court’s grant of JMOL of non-obviousness was proper.

§ 2:2 In re Chudik

Prior art that must be modified is not anticipatory. 
“Arranged to engage” in an apparatus claim does not 
necessarily require actual engagement but requires 
“capable of” engaging.

In In re Chudik,3 Chudik’s application-at-issue, entitled “Glenoid 
Implant for Minimally Invasive Shoulder Replacement Surgery,” was 
drawn to “rotator cuff sparing procedures and associated devices for 
shoulder replacement surgery.”

The surgery had two main steps. In the first step, a surgeon 
removed “a minimal amount of bone from the peripheral surface of the 
glenoid”—a process known as reaming. In the second step, a surgeon 
placed an implant in the reamed cavity. As shown below:
3. In re Chudik, 851 F.3d 1365 (Fed. Cir. 2017) (opinion by Circuit Judge Reyna, 
joined by Circuit Judges Dyk and Stoll).
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§ 2:2 2018 FEDERAL CIRCUIT YEARBOOK
Fig. 7a illustrated a glenoid cavity 22 facing outward on the scapula, 
the shoulder bone connecting the humerus or upper arm bone to the 
clavicle or collar bone. Fig. 21 illustrated a side view of a reamer. 
Fig. 22 illustrated the reaming surface 114 facing the glenoid cavity.

After the glenoid cavity had been reamed, the implant’s protruding 
surface 119 “sits within the concavity of the reamed glenoid surface.” 
Figs. 23a and 27a illustrated the protruding surface 119, which 
“protrudes into the glenoid 22 to a specified depth.”
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A prior art reference (Rambert) disclosed a glenoid implant with a 
shell element:

Rambert illustrated element 27b in contact with anchoring element 
27a, which contacted the glenoid cavity.
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A second prior art reference (Bouttens) disclosed a shoulder pros-
thesis for implantation into the glenoid:

Bouttens illustrated a protruding surface 11 facing away from the 
glenoid cavity and toward the humerus, as well as screws on the oppo-
site side of the protruding surface attaching the implant to the glenoid 
region.

The examiner, inter alia, rejected certain claims as anticipated by 
Rambert, and rejected another claim as anticipated by Bouttens. The 
PTAB affirmed the anticipation rejections.

With respect to the anticipation rejection based on Rambert, the 
PTAB concluded that claim 1, using the phrase “arranged to engage,” 
was an apparatus claim and therefore did not require that the recited 
surfaces to “engage” the specified glenoid regions, but rather only 
required that the recited surfaces be “arranged” for such engagement. 
The PTAB concluded that “the fact that Rambert’s protruding and flat 
surfaces are not described or depicted as actually engaging the specified 
glenoid regions is not dispositive, as they can still be arranged to do so.” 
The Federal Circuit reversed.

The Federal Circuit agreed that Rambert Fig. 2 illustrated element 
27b engaging element 27a, which in turn engaged the glenoid cavity:
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According to the Federal Circuit, the examiner recognized that 
element 27b, not element 27a, contained the “protruding surface on a 
first side” that claim 1 required in the limitation “shell having a 
protruding surface on a first side arranged to engage the surface of a 
cavity formed in a glenoid extending between peripheral glenoid 
surfaces.”
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The PTAB concluded that although the “protruding surface[s]” in 
Rambert were not described as directly contacting bone regions of 
scapula 5, the PTAB reasoned that because claim 1 was an apparatus 
claim, the claim did not require the recited surfaced to “engage” the 
specified glenoid regions. The Federal Circuit disagreed.

The Federal Circuit agreed that the claims did not require actual 
“engagement,” but concluded that the claims required “at least capable 
of doing so.” In particular, the Federal Circuit construed “arranged to” 
as analogous to “adapted to.”

The Federal Circuit noted that in Rambert, element 27b’s 
protruding surface could not be “arranged to engage” the glenoid 
cavity surface without removing element 27a. The Federal Circuit reit-
erated that “[p]rior art that ‘must be distorted from its obvious design’ 
does not anticipate a new invention.”4

Accordingly, the Federal Circuit found that there was no substantial 
evidence supporting the PTAB’s finding of anticipation based on 
Rambert.

With respect to the rejection of another claim as anticipated by 
Bouttens, the PTAB reasoned that Chudik had not adequately 
addressed why Boutten’s surface 11 was structurally incapable of 
engaging a glenoid cavity that matched its protruding profile. The 
PTAB noted that the claim calling for “a protruding surface on a first 
side arranged to engage the surface of a cavity formed in a glenoid” did 
not specify shape characteristics of the cavity, and that the specification 
conveyed that the cavity could have any shape that matched that of the 
protruding surface.

In the course of reversing, the Federal Circuit noted that Chudik’s 
br ief asked “two relevant questions: ‘If the Bouttens implant’s 
“protruding surface” is faced about, turned 180 degrees, where does 
the Examiner or the Board propose to fasten it in a person’s shoulder? 
What is going to happen to the humerus?’” The Federal Circuit noted 
that the Board had not addressed either question. The Federal Circuit 
concluded that the Board’s reasoning only made sense if the user 
rotated Bouttens 180 degrees, thereby rendering the protruding surface 
11 capable of engaging the glenoid cavity instead of the humerus.
4. Chudik, 851 F.3d 1372 (Fed. Cir. 2017).
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In Fig. 1 of Bouttens:

the Federal Circuit noted that rotating Bouttens such that the protrud-
ing surface faced the glenoid cavity would require relocating the 
screws in order for Bouttens to remain operative.

The Federal Circuit explained that the Board’s determination of 
anticipation was thus erroneous because the Board failed to describe 
how a user could rotate Bouttens without modification while 
continuing to accomplish the function performed by Chudik’s applica-
tion.
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§ 2:3 Eli Lilly and Co. v. Los Angeles Biomedical 
Research Institute at Harbor-UCLA Medical 
Center

Federal Circuit concludes that reference did not anticipate 
because it did not, expressly or inherently, disclose dosage 
rate.

In Eli Lilly and Co. v. Los Angeles Biomedical Research Institute at 
Harbor-UCLA Medical Center,5 a case related to Los Angeles Biomedical 
Research Institute at Harbor-UCLA Medical Center v. Eli Lilly and Co.,6

discussed in section 6:4, Lilly contended in an IPR that one of the 
references, International Patent Application No. WO 01/80860 
(published Nov. 1, 2001) (John S. Whitaker et al., applicants) 
(Whitaker), anticipated the challenged claims. The PTAB held that 
Whitaker did not anticipate the challenged claims because the refer-
ence did not disclose a limitation requiring the administration of a 
PDE5 inhibitor “at a dosage up to 1.5 mg/kg/day for not less than 45 
days.” The Federal Circuit affirmed.

Lilly relied on Example 6 in Whitaker that discussed studies on the 
use of PDE5 inhibitors to treat erectile dysfunction. The studies 
included some subjects who took a PDE5 inhibitor “greater than 70% 
of the time” over the course of either eight or twelve weeks. The 
PTAB found that the disclosure that some of the study subjects took 
the PDE5 inhibitor more than 70% of the time did not constitute a 
disclosure of daily dosing.

The PTAB also rejected Lilly’s argument that Whitaker explicitly 
disclosed daily dosing for at least forty-five days based on the title 
“Daily Treatment for Erectile Dysfunction Using a PDE5 Inhibitor.” 
The PTAB also concluded that Whitaker’s definition of “chronic 
administration” did not inherently disclose treatment with a PDE5 
inhibitor for at least forty-five days.
5. Eli Lilly & Co. v. L.A. Biomedical Research Inst. at Harbor-UCLA Med. Ctr., 849 
F.3d 1073 (Fed. Cir. 2017) (opinion by Circuit Judge Bryson, joined by Circuit 
Judges Newman and Moore).

6. L.A. Biomedical Research Inst. at Harbor-UCLA Med. Ctr. v. Eli Lilly & Co., 849 
F.3d 1049 (Fed. Cir. 2017) (opinion by Circuit Judge Bryson, joined by Circuit 
Judge Moore, concurring-in-part, dissenting-in-part opinion by Circuit Judge 
Newman).
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The Federal Circuit agreed with the PTAB, reasoning that Lilly’s 
argument boiled down to saying that Whitaker’s definition of “chronic 
administration” anticipated daily administration for forty-five days or 
more because a person of skill would understand that erectile dysfunc-
tion (in the absence of therapy) can last longer than forty-five days. 
That, however, was an obviousness argument.

The Federal Circuit concluded that a fair reading of Whitaker’s 
definition of “chronic administration” was that it referred to daily 
administration for at least three days, and more if the erectile dysfunc-
tion persisted. That did not disclose the treatment of penile fibrosis for 
at least forty-five days, particularly in light of the fact that the only 
daily dosing done in Whitaker lasted for at most three weeks.

§ 2:4 EmeraChem Holdings, LLC v. Volkswagen 
Group of America, Inc.

Federal Circuit concludes that inventor declaration 
without corroborating evidence alone is not always 
sufficient to overcome section 102(e) prior art. “A naked 
assertion by an inventor that he and a co-inventor are the 
true inventors of the passages cited” held not sufficient 
under facts of the case. Despite prior case law (particularly 
CCPA), Federal Circuit seems to move law under section 
102(e), directed to showing prior disclosure subject matter 
was not “by another,” closer to case law under section 
102(g), directed to showing prior inventorship.

In EmeraChem Holdings, LLC v. Volkswagen Group of America, Inc.,7

EmeraChem’s patent-at-issue was drawn to generally to catalytic 
converters, and more specifically to methods for regenerating a devital-
ized catalyst/absorber that has absorbed and oxidized nitrates and 
nitrites after extended exposure to pollutants in the combustion gases 
of engines. The catalyst/absorber was revitalized for reuse by passing a 
7. EmeraChem Holdings, LLC v. Volkswagen Grp. of Am., Inc., 859 F.3d 1341 (Fed. 
Cir. 2017) (opinion by Circuit Judge Moore, joined by Circuit Judges Clevenger 
and Chen).
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regeneration gas over it. The regeneration gas consisted of a reactant 
gas that reduced and removed oxidized pollutants from the catalyst/
absorber and an inert carrier gas. The regeneration could be carried 
out in situ without the need for removing and replacing the catalyst.

The patent-at-issue issued on February 4, 1997, from an application 
filed on December 23, 1994. The named inventors were Eugene Guth 
and Larry Campbell.

The patent-at-issue incorporated a Campbell ’558 patent that issued 
on September 19, 1995, from an application filed on February 4, 1994, 
naming Campbell, Robert Danziger, Guth, and Sally Padron as co-
inventors. Guth was since deceased. The Campbell ’558 patent 
disclosed a catalyst/absorber used to absorb and oxidize pollutants from 
exhaust gas, but did not allow for in situ regeneration of the catalyst/
absorber. Rather, the Campbell ’558 patent required removal of the 
catalyst/absorber from the exhaust system when it ceased to be effec-
tive.

VW petitioned for IPR of various claims on four grounds, one of 
which was that certain claims would have been obvious over a combi-
nation of the Campbell ’558 patent in light of other prior art.

The PTAB in its final written decision, inter alia, determined that 
the Campbell ’558 patent constituted prior art under section 102(e), 
rejecting Campbell’s inventor declaration that he and Guth solely 
invented the subject matter of the Campbell ’558 patent that VW was 
relying on. EmeraChem did not call Danziger or Padron as witnesses 
and did not offer any contemporaneous documentary evidence in 
addition to the inventor declaration.

The PTAB held that EmeraChem had failed to explain the inven-
torship assertions in the Campbell Declaration which the PTAB char-
acterized as an uncorroborated declaration by an interested witness 
about events occurring prior to 1995, i.e., a period of more than 
twenty years. The PTAB determined that the challenged claims would 
have been obvious.

EmeraChem urged on appeal, inter alia, that the Campbell ’558 
patent did not constitute prior art under section 102(e). The Federal 
Circuit disagreed.

The Federal Circuit reiterated that “[t]he statute’s reference 
[§ 102(e)] to ‘by another’ means that an application issued to the same 
inventive entity cannot qualify as § 102(e) prior art.” The Federal 
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Circuit noted that here the patent-at-issue and the Campbell ’558 
patent were issued to different groups of listed inventors, and therefore 
met that requirement of being “by another.”

However, the Federal Circuit noted that the relevant question was 
“whether the portions of the reference relied on as prior art, and the 
subject matter of the claims in question, represent the work of a 
common inventive entity.”8

The Federal Circuit rejected EmeraChem’s assertion that the 
Campbell declaration alone was sufficient to remove the Campbell 
’558 disclosure as prior art under section 102(e). The Federal Circuit 
remarked that a declaration “amounts to a naked assertion by an 
inventor that he and a co-inventor are the true inventors of the passages 
cited,” and that nothing in the declaration itself, or in addition to the 
declaration, provided any context, explanation, or evidence to lend 
credence to the inventor’s bare assertion.

The Federal Circuit added that “[w]e do not hold that corrobora-
tion of an inventor’s declaration is required in every case, but we recog-
nize that corroborating an inventor’s testimony is a well-established 
principle in our case law.”9

The Federal Circuit reasoned that Campbell had not called 
Danziger or Padron as witnesses or produced any contemporaneous 
documentary evidence in support of the Campbell Declaration. 
According to the Federal Circuit, relying on the declaration alone 
entailed relying on an assertion by an inventor with an interest at stake 
that the portions of a patent issued years earlier, and relied upon now as 
prior art, were not “by another.”

The Federal Circuit distinguished In re DeBaun,10 noting that the 
CCPA had recognized that it was incumbent on appellant to provide 
satisfactory evidence, in light of the total circumstances of the case, that 
the reference reflected his own work. The Federal Circuit noted in 
particular that in DeBaun, DeBaun had produced a drawing.
8. Id. at 1345, quoting Riverwood Int’l Corp. v. R.A. Jones & Co., 324 F.3d 1346, 
1356 (Fed. Cir. 2003).

9. Id. at 1346.
10. In re DeBaun, 687 F.2d 459 (C.C.P.A. 1982).
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The Federal Circuit also distinguished In re Katz11
 saying that the 

CCPA had relied on Katz’s explanation that his co-authors were 
students under his direction and supervision. According to the Federal 
Circuit, both DeBaun and Katz required more than a naked assertion 
by the inventor. DeBaun had included an attached drawing, and Katz 
had provided an additional explanation as to the facts in his case.

The Federal Circuit wrote that “[w]e do not suggest that an 
inventor must produce contemporaneous documentary evidence in 
every case to support his or her declaration. A number of factors may 
guide the corroboration assessment, including the time period between 
the event and trial and the interest of the corroborating witness in the 
subject matter in suit.”12

The Federal Circuit added that “[a]nd it cannot be the case that the 
high degree of corroboration emphasized in Woodland Trust and Sandt 
is required across the board, especially since those cases did not over-
rule Katz.”13

The Federal Circuit concluded that the Campbell Declaration was 
insufficient to demonstrate that the cited portions of Campbell ’558 
were not “by another.”

§ 2:5 Helsinn Healthcare S.A. v. Teva 
Pharmaceuticals USA, Inc.

AIA did not change the statutory meaning of “on sale” 
regarding a contract of sale prior to the critical date. 
Agreement contracting for the sale of the claimed invention 
contingent on regulatory approval remains a commercial 
sale. Although price and certain product specifications in 
contract were not publicized, the contractual “transaction” 
was publicized. Invention may be “ready for patenting” 
prior to FDA approval.
11. In re Katz, 687 F.2d 450 (C.C.P.A. 1982).
12. EmeraChem, 859 F.3d at 1347.
13. Id., citing Woodland Tr. v. Flowertree Nursery, Inc., 148 F.3d 1368 (Fed. Cir. 1998) 

and Sandt Tech., Ltd. v. Resco Metal & Plastics Corp., 264 F.3d 1344, 1350 (Fed. 
Cir. 2001).
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In Helsinn Healthcare S.A. v. Teva Pharmaceuticals USA, Inc.,14 the 
four patents-in-suit were drawn to intravenous formulations of palono-
setron for reducing or reducing the likelihood of chemotherapy-
induced nausea and vomiting (CINV). The use of palonosetron to treat 
CINV per se had been disclosed in an earlier, now expired patent, and 
was part of the prior art. The four patents-in-suit were drawn to 
formulations using unexpectedly low concentrations of palonosetron 
that were not taught by the prior art. Although the asserted claims 
were phrased differently, all, according to the Federal Circuit, were 
drawn to a 0.25 mg dose of palonosetron.

The four patents-in-suit claimed priority to a provisional applica-
tion filed on January 30, 2003. There was no dispute that for the pre-
AIA patents and the one AIA patent the “critical date” was January 30, 
2002.

Helsinn, in 1998, acquired a license under the earlier, now expired, 
patent drawn to palonosetron, and using the same to treat CINV, from 
Roche Palo Alto LLC (Roche), including all intellectual property 
resulting from ongoing palonosetron research. At the time, Roche (and 
its predecessor) had conducted Phase I and Phase II clinical trials, 
which had found that the 0.25 mg dose “was effective in suppressing 
chemotherapy-induced emesis for 24 hours.”

In early 2000, Helsinn submitted safety and efficacy protocols to the 
FDA for Phase III clinical trials proposing to study two dosages—0.25 
mg and 0.75 mg. By 2001, the Phase III clinical trials were ongoing, 
but were not completed.

On April 6, 2001—well before the “critical date” of January 30, 
2002—Helsinn and MGI Pharma, Inc. (MGI), entered into two agree-
ments: (1) a License Agreement; and (2) a Supply and Purchase Agree-
ment.

Those agreements were announced in a joint press release by 
Helsinn and MGI, as well as in one of MGI’s filings with the Securities 
and Exchange Commission (SEC). Under the License Agreement, 
MGI agreed to pay $11 million plus future royalties on distribution of 
“products” in the United States. The parties agreed those “products” 
were 0.25 mg and 0.75 mg doses of palonosetron.
14. Helsinn Healthcare S.A. v. Teva Pharm. USA, Inc., 855 F.3d 1356 (Fed. Cir. 2017) 
(opinion by Circuit Judge Dyk, joined by Circuit Judges Mayer and O’Malley).
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The Supply and Purchase Agreement was a “requirements 
contract”—MGI agreed to purchase exclusively from Helsinn, and 
Helsinn agreed to supply MGI’s requirements of the 0.25 mg and 1.75 
mg palonosetron products, or whichever of the two dosages were 
approved for sale by FDA, at the specified price and delivery terms.

Both the License Agreement and Supply and Purchase Agreement 
were terminable if the results of the Phase III clinical trials were unfa-
vorable, and the FDA did not approve the sale of either dosage.

All of the above information concerning the transaction was 
disclosed except for (1) price, and (2) dosages.

In September 2002, after successful completion of the Phase III 
clinical trials, Helsinn filed a New Drug Application (NDA) with the 
FDA, seeking approval for the 0.25 mg dosage, but not the 0.75 mg 
dosage. The FDA approved that NDA in July 2003.

During 2005–06, Helsinn filed three patent applications which 
matured into the three pre-AIA patents-in-suit. In May 2013, Helsinn 
filed a fourth patent application which matured into the AIA patent-
in-suit. All were drawn to the 0.25 mg dose.

In 2011, Teva filed an ANDA seeking FDA approval to market a 
generic 0.25 mg palonosetron product, with a Paragraph IV certifica-
tion contending that the claims of the patents-in-suit were invalid and/
or not infringed. Helsinn responded with a suit under the Hatch-
Waxman Act, section 271(e)(2)(A), alleging infringement based on the 
filing of the ANDA.

In a bench trial, the district court held that Teva’s 0.25 mg dose 
infringed all of the asserted claims. That was not addressed on appeal.

With respect to the “on sale” issue, the district court applied the 
two-step analysis of Pfaff v. Wells Electronics, Inc.,15

 that is, determine 
whether (1) there was a sale or offer for sale of the claimed invention 
prior to the critical date, and (2) whether the claimed invention was, at 
that time, “ready for patenting.”

Regarding the three pre-AIA patents-in-suit, the district court held 
that the MGI Supply and Purchase Agreement constituted a contract 
for a future sale of a commercial product embodying the 0.25 mg dose 
and therefore constituted a sale under section 102(b) (pre-AIA). 
However, the district court concluded that the claimed invention was 
15. Pfaff v. Wells Elecs., Inc., 525 U.S. 55, 67–68 (1998).
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“not ready for patenting” because it had not been “reduced to prac-
tice.” According to the Federal Circuit, the distr ict court did not 
address whether the invention was ready for patenting on the alterna-
tive theory that Teva had shown that the inventor had created enabling 
descriptions before the critical date.

Regarding the AIA patent-in-suit, the district court held that the 
AIA had changed the meaning of the “on sale” bar, and section 
102(a)(1) (AIA) now “requires a public sale or offer for sale of the 
claimed invention.” The distr ict court also concluded that to be 
“public” under the AIA, a sale must publicly disclose the details of the 
invention. The district court concluded that the MGI Supply and 
Purchase Agreement did not constitute a public sale or commercial 
offer for sale because, although it disclosed the sale agreement and 
substance of the transaction, it failed to publicly disclose the 0.25 mg 
dose. The district court also held that the AIA patent also was not 
ready for patenting before the critical date. Therefore, the district 
court found that the asserted claims of the four patents were not 
invalid.

The Federal Circuit held, in reversing the district court, that the 
asserted claims were subject to an invalidating contract for sale prior to 
the critical date of January 30, 2002, and that the AIA did not change 
the statutory meaning of “on sale” in the circumstances involved here. 
According to the Federal Circuit, the asserted claims were also ready 
for patenting prior to the critical date.

With regard to the “on sale” issue, the Federal Circuit relied heavily 
on its en banc decision in Medicines Co. v. Hospira, Inc.,16

 where the 
Federal Circuit had established a “framework” for determining 
whether there is an offer for sale. The Federal Circuit there explained 
that the question must be analyzed under the law of contracts as gener-
ally understood and must focus on those activities that would be 
understood to be commercial sales and offers for sale in the commercial 
community. The Federal Circuit noted there that as a general proposi-
tion, it would look to the Uniform Commercial Code (U.C.C.) to 
define whether a communication or series of communications rises to 
the level of a commercial offer for sale. The Federal Circuit had 
16. Meds. Co. v. Hospira, Inc., 791 F.3d 1368 (2015).
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explained then that “a sale occurs when there is a ‘contract between 
parties to give and to pass rights of property for consideration which 
the buyer pays or promises to pay the seller for the thing bought or 
sold.’”17

According to the Federal Circuit, Medicines had also pointed to 
“other factors that are important to the analysis, but noted that, like 
the UCC itself, none is determinative individually,” such as the 
“absence of the passage of title, the confidential nature of a transaction, 
and the absence of commercial marketing of the invention,”18 which 
all counsel against applying the on-sale bar.

The Federal Circuit noted that here there was no suggestion that 
the Supply and Purchase Agreement did not involve a transfer of title, 
and that while certain details were redacted from the publicly disclosed 
copy of the Supply and Purchase Agreement, Helsinn did not argue 
that the transaction itself between Helsinn and MGI remained confiden-
tial.

The Federal Circuit rejected Helsinn’s argument that the agreement 
was contingent on FDA approval, commenting that “[t]here can be no 
real dispute that an agreement contracting for the sale of the claimed 
invention contingent on regulatory approval is still a commercial sale as 
the commercial community would understand that term.” The Federal 
Circuit reasoned that the U.C.C. expressly provided that a “purported 
present sale of future goods * * * operates as a contract to sell.” U.C.C. 
§ 2–105(2) (defining “future goods” as “[g]oods which are not both 
existing and identified”). The Federal Circuit concluded that “[t]his is 
true irrespective of whether those future goods have yet to receive 
necessary regulatory approval. A contract for sale that includes a condi-
tion precedent is a valid and enforceable contract.”19

Regarding whether “on-sale” activity must be “public” under the 
AIA, the Federal Circuit first noted that under the rationale of Medi-
cines the fact that a transaction is confidential is a factor to be consid-
ered but is not determinative.

Teva and some amici urged that Congress had not disturbed existing 
law vis-à-vis the “on-sale” bar. Helsinn, the government, and other 
17. Helsinn Healthcare, 855 F.3d at 1364.
18. Id.
19. Id. at 1365.
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amici urged that the AIA had changed the law by adding “otherwise 
available to the public.” They urged that the on-sale bar now does not 
encompass secret sales and requires that a sale make the invention avail-
able to the public in order to trigger application of the on-sale bar.

The Federal Circuit noted that the argument that there was a 
change in the law relied primarily on floor statements by individual 
members of Congress. Those floor cases, however, involved a public 
use where the invention was not, as a result of the use, disclosed to the 
public. The public use issue was not at issue here. The Federal Circuit 
noted that the floor statements did not identify any sale cases that 
would be overturned by the amendments. Furthermore, the Federal 
Circuit reasoned, the existence of a sale or offer was public. Here, the 
existence of the sale—i.e., the Supply and Purchase Agreement 
between Helsinn and MGI—was publicly announced in MGI’s 8-K 
filing with the SEC. The 8-K filing also included a copy of the 
contract for sale as an attachment, albeit partially redacted.

Regarding the argument that the AIA requires that the details of a 
claimed invention be publicly disclosed before the on-sale bar is trig-
gered, the Federal Circuit reasoned that “[r]equiring such disclosure as 
a condition of the on-sale bar would work a foundational change in 
the theory of the statutory on-sale bar.”20

The Federal Circuit noted that prior cases had applied the on-sale 
bar even when there was no delivery, when delivery was set after the 
critical date, or, even when, upon delivery, members of the public 
could not ascertain the claimed invention. There was no indication in 
the floor statements here of intent to overrule these cases.

The Federal Circuit concluded that “after the AIA, if the existence 
of the sale is public, the details of the invention need not be publicly 
disclosed in the terms of sale.”21

 The Federal Circuit concluded that 
the Supply and Purchase Agreement between Helsinn and MGI 
constituted a sale of the claimed invention—the 0.25 mg dose—before 
the critical date, and therefore both the pre-AIA and AIA on-sale bars 
applied. The Federal Circuit cautioned, though, that distr ibution 
agreements would not always be invalidating under section 102(b), 
rather, this particular Supply and Purchase Agreement was.
20. Id. at 1369.
21. Id. at 1371.
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Regarding “ready for patenting,” the Federal Circuit concluded that 
the invention had been reduced to practice at the time of the “sale.” 
Here, the Federal Circuit noted that it was uncontested that the 
formulation had been made and was stable prior to the critical date. 
The only issue was whether Helsinn had determined that the invention 
would work for its intended purpose.

The Federal Circuit distinguished between “reduced to practice” 
for purposes of patent law, and approval of a new drug by the FDA. 
The Federal Circuit concluded that “[t]he completion of Phase III 
studies and final FDA approval are not pre-requisites for the invention 
here to be ready for patenting. The evidence is overwhelming that 
before the critical date of January 30, 2002, it was established that the 
patented invention would work for its intended purpose of reducing 
the likelihood of emesis.”22

§ 2:6 Nidec Motor Corp. v. Zhongshan Broad Ocean 
Motor Co. Ltd

Rule from Kennametal that prior art disclosing genus may 
anticipate claimed species if species is “at once envisaged” 
by a POSITA does not apply when claim limitation is 
missing in prior art.

In Nidec Motor Corp. v. Zhongshan Broad Ocean Motor Co. Ltd.,23

Nidec’s patent-at-issue was drawn to a system for controlling the 
torque of an electromagnetic motor. Broad Ocean petitioned for IPR 
of one claim asserting that claim was anticipated by a Kusaka patent. 
The PTAB concluded that Kusaka anticipated that challenged claim. 
The Federal Circuit reversed.

Nidec had argued that Kusaka did not disclose a claim limitation 
calling for “produc[ing] an IQdr demand.” It appears that there was no 
22. Id. at 1373.
23. Nidec Motor Corp. v. Zhongshan Broad Ocean Motor Co., 851 F.3d 1270 (Fed. 

Cir. 2017) (opinion by Circuit Judge Moore, joined by Circuit Judges Lourie and 
Taranto).
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dispute vis-à-vis the meaning of that limitation. Broad Ocean 
conceded that Kusaka did not expressly disclose that limitation.

The PTAB, citing Kennametal, held that anticipation could be found 
even though a prior art reference failed to disclose a claim element as 
long as a POSITA reading the reference would “at once envisage” the 
claimed arrangement. The Federal Circuit held that was a misapplica-
tion of Kennametal.

In Kennametal, Inc. v. Ingersoll Cutting Tool Co.,24 the claim-at-issue 
required a ruthenium binding agent and a PVD coating. The prior art 
reference disclosed five binding agents (one of which was ruthenium) 
and three coating techniques (one of which was PVD). Thus, the prior 
art disclosed a genus that included the claimed species. The Federal 
Circuit held that pr ior art genus anticipated the claimed species 
because one of ordinary skill in the art would “at once envisage” the 
claimed species.

The Federal Circuit concluded that “Kennametal does not stand for 
the proposition that a reference missing a limitation can anticipate a 
claim if a skilled artisan viewing the reference would ‘at once envisage’ 
the missing limitation. * * * Kennametal does not permit the Board to 
fill in missing limitations simply because a skilled artisan would imme-
diately envision them.”25

§ 2:7 Southwire Co. v. Cerro Wire LLC

Federal Circuit concludes that PTAB erred by relying on 
inherency, but nevertheless affirms finding of 
unpatentability. Federal Circuit reiterates CCPA 1977 
holding in In re Best that “where ‘all process limitations 
. . . are expressly disclosed by [the prior art reference], 
except for the functionally expressed [limitation at issue],’ 
the PTO can require an applicant ‘to prove that the subject 
matter shown to be in the prior art does not possess the 
characteristic relied on.’”
24. Kennametal, Inc. v. Ingersoll Cutting Tool Co., 780 F.3d 1376 (Fed. Cir. 2015).
25. Nidec, 851 F.3d at 1274–75.
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In Southwire Co. v. Cerro Wire LLC,26
 Southwire’s patent-in-suit was 

drawn to a method of manufacturing an electric cable, wherein a 
lubricant was incorporated into the outer sheath such that the lubri-
cant migrated to the surface of the sheath and resulted in a reduction in 
pulling force required to install the cable.

Cerro filed a request for an inter partes reexamination. The patent-
at-issue had undergone two prior ex parte reexaminations.

The examiner concluded that the claims would have been obvious 
over various prior art, but the only combination on appeal was a U.S. 
patent to Summers, in view of a Dow reference, and an Underwriters 
Laboratories standard; however, Southwire only disputed the PTAB’s 
interpretation of Summers.

Summers disclosed a “fiber optic cable that is suitable for installa-
tion in a cable passageway” and taught that “to reduce resistance to a 
cable pulling force,” the plastic material used to form the cable “can 
include a friction reducing additive” that “migrat[es] to the surface of 
the cable jacket,” such as, for example, fatty acids and silicone oils.

Summers did not expressly teach that the friction-reducing additive 
could reduce the pulling force by “at least about * * * 30%,” as 
required by claim 1. The examiner adopted Cerro’s argument that the 
finished cable of Summers, in view of the other references, “has the 
characteristic that an amount of force required to install said cable 
* * * is at least a 30% reduction” because that characteristic “is an 
inherent result of the cable being made in accordance with the method 
steps.”

The Federal Circuit first agreed with Southwire that the PTAB had 
erred in relying on inherency explaining: “We have held that ‘the use 
of inherency in the context of obviousness must be carefully circum-
scribed because “[t]hat which may be inherent is not necessar ily 
known” and that which is unknown cannot be obvious.’ * * * While 
‘[w]e have recognized that inherency may supply a missing claim 
limitation in an obviousness analysis,’ * * * we have emphasized that 
‘the limitation at issue necessarily must be present’ in order to be inher-
ently disclosed by the reference,* * *. The Board cited no evidence 
26. Southwire Co. v. Cerro Wire LLC, 870 F.3d 1306 (Fed. Cir. 2017) (opinion by Cir-
cuit Judge Lourie, joined by Circuit Judges Moore and Hughes).
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that a reduction of 30% in the pulling force would necessarily result 
from the claimed process, which contains no steps that ensure such 
reduction.”27

However, the Federal Circuit concluded that the PTAB’s error was 
“harmless” because it had made the necessary underlying factual find-
ings to support a finding of obviousness.

The Federal Circuit pointed to the PTAB’s finding that Summers 
disclosed an “identical or substantially identical” process to that 
claimed. The Federal Circuit concluded that finding was supported by 
substantial evidence.

The Federal Circuit further found that none of the patented steps 
differed in any material way from the process disclosed in Summers (in 
view of Dow). And, the Federal Circuit noted, there was no evidence 
that the claimed 30% reduction in pulling force would have been 
unexpected or unattainable from the process disclosed in Summers.

The Federal Circuit turned to the holding in the 1977 CCPA deci-
sion in In re Best28 that where “all process limitations . . . are expressly 
disclosed by [the prior art reference], except for the functionally expressed 
[limitation at issue],” the PTO can require an applicant “to prove that 
the subject matter shown to be in the prior art does not possess the 
characteristic relied on.”29

The Federal Circuit reasoned that simply because Summers never 
quantified the reduction in pulling force achieved by its disclosed 
embodiments did not preclude the possibility, or even likelihood, that 
its process achieved at least a 30% reduction, especially since its stated 
purpose was the same as that of the patent at issue—to reduce the 
pulling force on the cable for ease of installation. In the absence of any 
evidence that the claimed 30% reduction would have been unexpected 
in light of the Summers disclosure, the Federal Circuit concluded that 
there was no indication that the limitation was anything other than 
mere quantification of the results of a known process.

The Federal Circuit also added that the 30% reduction limitation 
had been added to the claim by amendment in a previous reexamina-
27. Id. at 1311.
28. In re Best, 562 F.2d 1252, 1254–55 (CCPA 1977).
29. Southwire, 870 F.3d at 1311 (emphasis by the court).
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tion in order to overcome the prior art, but, according to the Federal 
Circuit, “with seemingly no focus on that limitation in the original 
written description.”30

 The Federal Circuit did not find anything in 
the specification indicating that the “at least about a 30% reduction” 
limitation was something other than an observed result of an old 
process, written into the claim in an attempt to avoid the prior art 
process.

§ 2:7.1 The Claims at Issue in This Case

Claim 1 was deemed representative:

1. In a method of manufacturing a finished electrical cable having 
a conductor core and a jacket formed primarily of a first material, 
the jacket surrounding at least said conductor core and defining 
the outermost exterior surface of the finished cable, the improve-
ment comprising

combining a preselected lubricant with said first material prior to 
the formation of said jacket in order to provide a reduced coeffi-
cient of friction of said cable outermost exterior surface and also 
reduce the amount of force required to pull the cable, during its 
installation through building passageways,

in which said lubricant is of the type which migrates through said 
jacket to be available at said outermost exterior surface of said fin-
ished cable during the cable’s installation through building pas-
sageways,

the finished electr ical cable having the character istic that an 
amount of force required to install said cable through corresponding 
holes in an arrangement of four 2" x 4" wood blocks having holes 
drilled at 15° through the broad face and the centerlines of the 
holes are offset 10" and pulled through at 45° to the horizontal 
from the last block is at least about a 30% reduction in comparison 
to an amount of force required to install a non-lubricated cable of 
the same cable type and size through corresponding holes in said 
arrangement.
30. Id. at 1312.
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§ 2:8 Wasica Finance GmbH v. Continental 
Automotive Systems, Inc.

“Anticipation requires that a single reference ‘describe the 
claimed invention with sufficient precision and detail to 
establish that the subject matter existed in the prior art.’ 
* * * For this reason, it has long been understood that 
ambiguous references do not, as a matter of law, anticipate 
a claim.”

In Wasica Finance GmbH v. Continental Automotive Systems, Inc.,31

Wasica’s patent-in-suit was drawn to systems for monitoring tire pres-
sure in vehicles. Prior art systems were said to be faulty in that they 
failed to relay accurate pressure data due to interference from other 
sources.

In the system of the patent-in-suit:
31. Wasica Fin. GmbH v. Cont’l Auto. Sys., Inc., 853 F.3d 1272 (Fed. Cir. 2017) (opin-
ion by Circuit Judge Schall, joined by Chief Judge Prost and Circuit Judge Chen).
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Each tire (R1-R4) included a pressure measuring device and a trans-
mitter (S1-S4). The transmitters sent pressure data to corresponding 
receivers (E1-E4). Transmissions to each received included an “identi-
fication signal” specifying the originating transmitter thus overcoming 
the problems of the prior art. Tire pressure data were then displayed to 
the vehicle driver. Continental filed a petition for IPR in which the 
PTAB concluded that certain claims were unpatentable as anticipated 
or obvious, and that claims 6–9 and 20 were patentable. Schrader-
Bridgeport International, Inc., Sensata Technologies Holdings NV, 
and SI International (TOPCO), Inc. (collectively, Schrader) filed a 
second petition for IPR in which the PTAB concluded that certain 
claims were unpatentable as anticipated or obvious, and that claims 6 
and 9 were patentable.

Wasica appealed the findings that certain claims were unpatentable. 
Continental and Schrader cross-appealed the findings that claims 6–9 
and 20 were patentable.

With respect to claim 6, which the PTAB held was patentable, the 
claim required “[a] monitoring device according to claim 2 wherein 
transmission of the signals from the transmitter to the receiver is 
carried out with electromagnetic waves of constant frequency acting as 
carrier waves.”

The principal reference was Oselin, which disclosed that its “trans-
missions from the sensors 10 use structurally analogous signals, on a 
frequency that is the working frequency common to the oscillators 11 
of all transmitters 10 of the group of the receiver 20.”

Continental and Schrader urged that disclosure met the constant 
frequency limitation of claim 6. The PTAB disagreed concluding that 
one of ordinary skill in the art would have understood Oselin’s 
“common” working frequency to allow for carrier waves of changing 
frequencies. The Federal Circuit agreed with the PTAB.

The Federal Circuit explained that “[a]nticipation requires that a 
single reference ‘describe the claimed invention with sufficient precision 
and detail to establish that the subject matter existed in the prior art.’ 
* * * For this reason, it has long been understood that ambiguous 
references do not, as a matter of law, anticipate a claim.”32
32. Id. at 1284.
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The Federal Circuit noted that evidence of record suggested that 
Oselin could use signals of either constant or nonconstant frequency 
and was thus ambiguous whether it anticipated claim 6.

Continental’s cross-appeal raised a different argument. Continental 
urged that Oselin could employ “any modulation scheme” which 
could include constant-frequency signals. Thus, that argument raised 
the issue of anticipation of a species by disclosure of a genus.

The PTAB concluded that Oselin’s broad disclosure of “any modu-
lation scheme” (a genus) did not disclose with sufficient particularity 
the constant-frequency modulation scheme of claim 6 (a species). The 
Federal Circuit agreed. The Federal Circuit noted that Continental’s 
petition had not established the size of the genus and had not named 
any modulation species.

The Federal Circuit did, however, conclude that the PTAB erred in 
finding that claim 9 was patentable because of a claim construction 
error.
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