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When A 3rd-Party Use Is A 'Public' Use 

Law360, New York (June 11, 2013, 12:41 PM ET) -- The Federal Circuit’s May 20 decision in Dey LP 
v. Sunovion Pharmaceuticals Inc., Case No. 2012-1428, provides a welcome clarification of the court’s 
“public use” law. The court explained that an alleged “public use” is invalidating only if it is sufficiently 
“accessible to the public” so that the public could reasonably believe that the invention is freely 
available. The court also addressed head on the important question of whether the same standards 
should apply to third-party public uses as to uses by the patent owner, and confirmed that the same 
standards should apply. After explicating the proper legal standards, the court held that the lower court 
misapplied the law in several important respects. 
 
In an interesting twist, however, the majority panel declined to grant summary judgment to the patent 
holder, however, preferring to leave that decision to the lower court. This disagreement on the proper 
disposition of the appeal drew a dissent from the third member of the panel, who did not otherwise 
object to any aspect of the majority’s discussion of the law. 
 
The Dey decision provides valuable guidance not just on the proper standard for public use invalidity 
under 35 U.S.C. § 102(b), but also in interpreting the new statutory language “available to the public” in 
Section 102(a)(1) of the Leahy-Smith America Invents Act. 
 
The Majority Opinion 
 
Dey, a subsidiary of Mylan Inc., sued Sepracor Inc. (later renamed Sunovion Pharmaceuticals Inc.) in 
2007 for infringement of several patents directed to stable, storable formulations of formoterol, an 
unpatented drug previously known to be a treatment for chronic obstructive pulmonary disease. 
Sunovion, in the course of developing its own formulation of formoterol, had conducted several Phase III 
clinical trials that were ongoing over one year before the filing date of the earliest application leading to 
the Dey patents. 
 
The lower court granted summary judgment of invalidity to Sunovion after finding that one of these 
trials, Study 50 of Batch 3501A, was an invalidating public use under (pre-AIA) 35 U.S.C. § 102(b). Dey 
Inc. v. Sepracor Inc., 847 F. Supp. 2d 541 (S.D.N.Y. 2012). The district court focused on the fact that the 
trial was conducting using patients who received and self-administered the study medication at home. 
While the patients were instructed to use the study medication they were given as directed and were 
selected in part for their ability to keep records of their use of the medication, a few patients lost doses 
or failed to return all of their unused doses. The district court also found the trial public because the 
patients were not bound by written confidentiality agreements and were told they may wish to discuss 
participation in study with their doctors, even though they were not told all of the aspects of the 
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formulation required by the claims. 
 
On appeal, the Federal Circuit reversed, in a majority opinion written by Judge William Bryson and 
joined by Judge Kathleen O’Malley. The majority opinion started from first principles in explaining the 
law. It started with § 102(b), which states that an applicant may not receive a patent for an invention 
that was “in public use ... in this country, more than one year prior to the date of the application for 
patent in the United States.” The court then cited Invitrogen Corp. v. Biocrest Mfg. LP, 424 F.3d 1374, 
1380 (Fed. Cir. 2005) for the controlling standard: “whether the purported public use (1) was accessible 
to the public; or (2) was commercially exploited.” 
 
The majority opinion explained that the Federal Circuit has provided considerable guidance on the 
meaning of “accessible to the public” which focuses on whether the public might reasonably believe 
that the invention is freely available. Previous Federal Circuit decisions capture the commonsense 
notion that whether an invention is “accessible to the public” depends in significant part on the degree 
of confidentiality surrounding the invention’s use, whether or not the use is by the inventor or a third 
party. 
 
If there is no confidentiality agreement in place (as was the case here with the respect to the patients in 
the study), the majority opinion explained that the degree of confidentiality necessary to avoid a finding 
of public use depends on the “skill and knowledge” of those observing an invention. A limited disclosure 
to skilled observers might be enough to accomplish an invalidating public use, while a disclosure to a 
limited number of uniformed observers would not.[1] 
Applying these principles to the facts at hand, the majority opinion then concluded that the district 
court had misconstrued the facts in two important respects and should not have granted summary 
judgment. 
 
First, the district court had found that the use of Batch 3501A was “undisputedly open and free” 
because the trial medicine was taken at home and some of the participants had lost some doses. The 
majority opinion disagreed with this conclusion, holding that the trial’s restrictions, instructions and 
records requirements would support a reasonable jury’s conclusion that the trial was sufficient 
controlled and restricted and therefore not an invalidating public use of the study medication. 
 
Second, the majority opinion rejected the district court’s conclusion that the trial’s confidentiality 
restrictions were so loose that the only conclusion a jury could reach would be an invalidating public 
use. The majority opinion expressly rejected the trial court’s focus on the fact that the trial participants 
were not under a confidentiality restriction to Dey, the patent holder, even though the trial was 
conducted by Sunovion. The majority explained that the adequacy of the confidentiality guarantees 
should be measured with respect to the party in control of the allegedly invalidating use, not the patent 
owner. The majority agreed with Dey’s view of the record, noting that the investigators, the most 
knowledgeable people involved in the study, were under express confidentiality restrictions, and neither 
the patients nor the doctors were aware of the claimed particulars of Sunovion’s formulation. 
 
The majority opinion also relied on the Federal Circuit’s prior decisions addressing clinical trials and 
finding no public use, and noted that the controls for Study 50 were like the controls in many clinical 
trials where patients do not sign confidentiality agreements. The appeals court also noted that in at least 
one of its prior decisions finding that a clinical trial was not an invalidating public use, some of the tested 
drug had been lost and not returned after a home-based trial, and that losing a small amount of test 
medication is a common occurrence. 
 



 

 

The majority opinion also clarified commonly cited language in one of its prior cases that was relied on 
by the district court and Sunovion as supporting invalidity. The lower court cited New Railhead Mfg. LLC 
v. Vermeer Mfg. Co., 298 F.3d 1290, 1299 (Fed. Cir. 2002), for the proposition that “the core issue is not 
public knowledge of the invention, but the public use of it.” The majority opinion also distinguished 
the U.S. Supreme Court’s decision in Egbert v. Lippmann, 104 U.S. 333 (1881), in which the use of a 
corset under clothes for several years by a friend of the inventor was held to be an invalidating public 
use. Egbert was relied on by Sunovion to contend that a public use need not be enabling or disclose 
every claimed feature to the interested public to be invalidating. 
 
The majority explained that the language in New Railhead is directed to the issue of experimental use, 
which was important in that case but was not relied on by Dey to argue that the clinical trials were not 
invalidating even if they were considered a public use. In New Railhead, the court concluded that the 
“use” was a public commercial exploitation of the invention, which is invalidating regardless of public 
knowledge or disclosure of the invention. And in Egbert v. Lippmann, the majority explained that the 
deciding issue was the inventor’s total loss of control over the invention, not whether it was visible to 
the general public. While § 102(b) does not require an “enablement-type” inquiry, “a court still must 
decide whether the ‘claimed features of the patents [were placed] in the public’s possession.”[2] 
 
The majority orders that the case be reversed and remanded, concluding that prudence favors allowing 
the district court to consider whether further proceedings are necessary. The majority also suggests that 
it cannot order that summary judgment be entered for Dey because Dey did not expressly request that 
relief on appeal. 
 
Judge Newman’s Dissent 
 
In dissent, Judge Pauline Newman explains that she believes that no jury could find a public use on the 
undisputed facts, and so summary judgment in favor of Dey should be ordered by the panel on appeal. 
She notes that the majority opinion agrees that the Federal Circuit and lower courts have routinely 
rejected the argument that in the context of clinical trials, a lack of express patient confidentiality 
agreements and a few lost doses “necessarily strips the trial of confidentiality protection or renders it 
accessible to the public.”[3] 
 
Judge Newman concludes that this mass of authority is consistent with the policy underlying the public 
use bar, because the public cannot justifiably believe that inventions tested in confidential clinical trials, 
subject to the restrictions of the protocol at issue here, are freely available. 
 
Regarding her disagreement with the majority’s disposition of the appeal, Judge Newman points out 
that whether a public use has occurred is a question of law. Because she sees no pertinent fact in 
dispute, she sees no point in remanding the action for further proceedings, and so would enter 
judgment of no public use invalidity in favor of Dey. 
 
Application to AIA § 102(a)(1) 
 
While the Dey decision was decided under pre-AIA § 102(b), it addresses a key issue under new § 
102(a)(1) of the AIA — when is a public use “available to the public,” as required by the new language of 
that section? Section 102(a)(1) provides that "A person shall be entitled to a patent unless ... the claimed 
invention was patented, described in a printed publication, or in public use, on sale, or otherwise 
available to the public, or otherwise available to the public before the effective filing date of the claimed 
invention." Many practitioners and the U.S. Patent and Trademark Office[4] have construed this phrase 



 

 

as a limiting condition on the prior art categories listed in § 102(a)(1), so that instances of confidential or 
partially confidential public uses and sales that might have been invalidating under pre-AIA § 102(b) are 
no longer to be considered prior art. 
 
The Federal Circuit’s discussion in Dey of what “accessible to the public” means in the context of a third-
party use will likely be relied on by later courts in interpreting the phrase “available to the public” in AIA 
§ 102(a)(1). The majority opinion stressed that “accessible to the public” turns on whether the public 
might reasonably believe that the invention is freely available, echoing the language in AIA § 102(a)(1). 
 
In addition, the majority opinion’s discussion of the level of sophistication of the observers of the use 
will likely be cited in determining whether a potential “public use” should be considered invalidating 
under AIA. The majority opinion’s analysis confirms the meaning explained in the Final Committee 
Report issued June 1, 2011, before the Senate passed the House-approved AIA, which states in several 
places that one intent of the term “otherwise available to the public” is to emphasize the fact that the 
art must be publicly accessible.[5] 
  
--By John M. Griem Jr., Loeb & Loeb LLP 
 
Jack Griem is a partner in Loeb & Loeb's patent litigation department in New York. 
 
The opinions expressed are those of the author and do not necessarily reflect the views of the firm, its 
clients, or Portfolio Media Inc., or any of its or their respective affiliates. This article is for general 
information purposes and is not intended to be and should not be taken as legal advice. 
 
[1] Majority slip opinion at 7-8. 
 
[2] Majority slip opinion at 15, quoting Netscape Commc’ns Corp. v. Konrad¸ 295 F.3d 1315, 1323 (Fed. 
Cir. 2002). 
 
[3] Dissent slip opinion at 4, citing majority slip opinion at 12. 
 
[4] Examination Guidelines for Implementing the first Inventor To File Provisions of the Leahy-Smith 
America Invents Act, 78 FR 11059 (Feb. 14, 2013) at 11062, 11074-075. 
 
[5] H.R. Rep. No. 112-98, at 42-43. 
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