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i

QUESTION PRESENTED

This Court has made clear “in both civil and criminal 

Greenlaw v. United States, 554 U.S. 237, 243 
(2008).

 Exxon 
Shipping Co. v. Baker, 554 U.S. 471, 487 n.6 (2008).

revive an argument the government has 

waived argument in ruling in the government’s 
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PARTIES TO THE PROCEEDINGS BELOW

individual.

Coke Morgan Stewart, Acting Under 

.



iii

RELATED PROCEEDINGS

In re McLeay, No. 2023-2338, 2025 WL 516809 (Fed. Cir. 
Feb. 18, 2025).

Ex Parte Matthew McLeay, No. APPEAL 2023-001665, 
2023 WL 2596784, at *1 (P.T.A.B. Mar. 20, 2023).
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PETITION FOR A WRIT OF CERTIORARI 

OPINIONS BELOW

at In re McLeay, No. 2023-2338, 2025 WL 516809 (Fed. 

Ex Parte Matthew 
McLeay, No. APPEAL 2023-001665, 2023 WL 2596784, at 

JURISDICTION

 This 
§ 1254(1).

STATUTORY PROVISIONS INVOLVED

35 U.S.C. §



2

connected, to make and use the same, and shall 

invention.

STATEMENT

waiver. See Exxon Shipping Co. v. Baker, 554 U.S. 471, 

 (citing 
Singleton v. Wulff, 428 U.S. 106, 120 (1976))).

This unrestricted discretion has resulted in divergent 



3

researcher, and inventor. He answered the call.

McLeay’s invention converts the ribavirin and water into 
an aerosol mist and delivers the drug using a device known 

 delivered to a 

artisan would have known how to deliver aerosolized 



4

litigating them. One such issue involves the government 

streamlined with them removed. Or so McLeay thought.

Without warning or any indication, the Federal Circuit 

lungs with a nebulizer and know also the medical device’s 
limits. The Federal Circuit relied on these waived 

that assures the government a court victory—as was 
done here.



5

STATEMENT OF THE CASE

A. Implied Waiver Jurisprudence

1. No General Principle 

Johnson v. 
Zerbst

New York v. 
Hill

United States v. Olano, 507 U.S. 725, 733 (1993).

rights, acts in a manner inconsistent with their exercise 

Berghuis v. Thompkins, 560 U.S., 
370 (2010). Citing Berghuis

Hemphill v. New York, 595 US 140, 157 (2022) 
(Alito, J., concurring).

This Court has observed “litigation is a winnowing 

Exxon 
Shipping Co. v. Baker, 554 U.S. 471, 487 n.6 (2008) 



6

Id. at 488.

2. Principle of Party Presentation Is Not 
Uniformly Applied

Hamer v. 
Neighborhood Hous. Servs. of Chi., 583 U.S. 17, 20 n.1 

Wood v. Milyard, 566 
U.S. 463, 472-73 (2012).

Compare United States v. Burke, 504 U.S. 229, 246 

with Davis 
v. United States, 512 U.S. 452, 464 (1994) (Scalia, J., 

See 
Greenlaw v. United States  



7

Wood v. Milyard
clear in [Day v. McDonough

, 590 
U.S. 371, 376 (2020) (quoting Day

absent 

This Court’s decision almost a century ago in Hormel 
v. Helvering, 312 U.S. 552 (1941), also continues to cloud 

based on a waived argument. Id. at 55657. Hormel 

Id. at 556-57.

Thomas v. Crosby, 371 F.3d 782, 793 (11th Cir. 2004) 
(“The conditions under which a court may consider a 

sua sponte … have caused a 
Compare United 

States v. Dowdell  
with United States 

v. Campbell, 26 F.4th 860, 872 (11th Cir. 2022) (en banc) 

See Barry A. 
Miller, Sua Sponte Appellate Rulings: When Courts 



8

Deprive Litigants of an Opportunity to Be Heard, 39 San 

en banc 
decision in Campbell

obscures the critical distinction between 

can engage in what commentators have called 

…

sink his case.

United States v. Campbell, 26 F.4th 860, 893, 895 (11th 
Cir. 2022) (en banc) (Newsom and Jordan, JJ., dissenting).



9

B. Background – Patent Enablement 

1. Governing Law

limited Times to Authors and Inventors the exclusive 

U.S. Const. art. I, §

Diamond v. Chakrabarty, 447 U.S. 303, 307 
(1980) (internal citation omitted).

enable 
§ 112(a). 

, 598 U.S. 594, 615-16 (2023) (“There 

Id. at 611. Nor 

See 
also Hildreth v. Mastoras, 257 U.S. 27, 34 (1921) (“The 



10

see also 
Techs., Inc., 74 F.4th 1360, 1369-70 (Fed. Cir. 2023) 

1

In Amgen

entire class

art to make and use the entire class

Id. at 612.

This Court in Amgen
distinctions again and again, reminding lower courts an 

invention even when the inventor may be denied a broader 
genus claim. Id. at 607 (“Morse’s 

(citing O’Reilly v. Morse, 

1. United Therapeutics Corp. to the 

argument, but it was not discussed by the 
 

Pet. at 12.



11

id. 

 in their third claim, [Sawyer 

(citing Consol. Elec. Light Co. v. McKeesport 
Light Co., 159 U.S. 465 (1895)) id. at 610 (“Perkins 

not claim all 

incandescence, Perkins could not claim all starch glues 

(citing Holland Furniture Co. v. Perkins 
Glue Co., 277 U.S. 245 (1928))).

2. “Breadth of the Claim” Arguments

on what have been called the Wands 
in its seminal case, In re Wands, 858 F.2d 731, 737 (Fed. 

In re Wands, 858 
Wands

Id.

3. Written Description in Federal Circuit

consistently held that §

 Ariad Pharms., Inc. 
v. Eli Lilly & Co., 598 F.3d 1336, 1351 (Fed. Cir. 2010) (en 



12

Alcon Research Ltd. v. Barr Lab’ys, Inc., 745 F.3d 

4. Waived and Forfeited Arguments

Astellas Pharma, 
Inc. v. Sandoz Inc., 117 F.4th 1371, 1378 (Fed. Cir. 2024) 
(citation omitted). The Wands 
not mandatory, but the Federal Circuit has indicated it 
does not raise Wands 

In re Starrett, No. 20222209, 2023 WL 3881360, 
at *5 (Fed. Cir. June 8, 2023) (the court limits its review 

Wands

the other Wands

C. Factual Background

1. In General 

and Critical Care Medicine through the American Board 



13

ingredients, ribavirin and water, delivered in aerosolized 

disease (RSV) shows it does not have the same negative 



14

 lung 

to as claim 20).

On July 23, 2021, outside researchers (Messina) 

945, 957, 958, 964, 972, 975 n.18.



15

2. Examiner’s Action and Board Decision

§ 141(a).

On March 22, 2023, the Board entered the Board 
Examiner’s conclusion that 

§

Wands

as authorized by 35 U.S.C. § 134.

D. PTO Concessions on Appeal

1. Breadth of Claim and Description Waived

Wands 



16

n.26.

Wands 

admission on enablement and that “PTO quotes … Wands 

antithetical to the 



17

well-worn Petitioner 
Fed. Cir. 

2. Holland Furniture Precedent

Holland 
Furniture 

Amgen … 
Holland Furniture, which 

,
 

E. Federal Circuit Opinion

ground according to the Federal Circuit is the overreaching 

other Wands 



18

7a. In reaching this conclusion, the Federal Circuit also 

would have known how to deliver aerosolized ribavirin to 

 

Holland Furniture

F. Petition for Rehearing

rehearing. Reh’g Pet. at 1 n.2. McLeay argued PTO’s 



19

Wands 

McLeay asked the Federal Circuit to reconsider 
his argument based on his 

Holland 
Furniture 

Reh’g Pet. at 1-2.

REASONS FOR GRANTING THE WRIT

Singleton v. 
Wulff, 428 U.S. 106, 120 (1976).2 

Court’s decision in Exxon Shipping, do recognize an 

2. United States v. Dowdell, 70 F.4th 134, 142 (3d Cir. 2023) 



20

3

4 

in the negative.

A. There Is a Circuit Split 4-2-1

1. Three Separate Rules 

The First Circuit5 and Ninth Circuit6 describe the test 

3. Muhler Co. v. State Farm Fire & Cas. Co., No. 20-
1800, 2022 WL 327005, at *2 (4th Cir. Feb. 3, 2022) (“litigation is a 

In re Syngenta AG MIR 162 Corn Litig., 111 

4. Sniado v. Bank Austria AG, 378 F.3d 210, 213 (2d Cir. 
Freeman 

v. Pittsburgh Glass Works, LLC, 709 F.3d 240, 249 (3d Cir. 2013) (“it 
 Brown v. 

Nucor Corp.
see also Bechtold v. 

City of Rosemont, 104 F.3d 1062, 1068 (8th Cir. 1997) (“court may 

5. , 878 F.2d 1555, 

 

6. Arizona v. Tohono O’odham Nation, 818 F.3d 549, 559 
(9th Cir. 2016) (“clear, decisive and unequivocal conduct which 
indicates 



21

7 and Third Circuit,8 

waiver, but they articulate the standard using slightly 

“

9 

10 and 
Federal Circuit,11

7. NLRB v. New York Tel. Co., 930 F.2d 1009, 1011 (2d Cir. 

Mooney v. City of New York, 219 F.3d 123, 

8. In re Wedgewood Realty Grp., 878 F.2d 693, 699 (3d Cir. 

Daye v. Pennsylvania, 
 

9. NLRB, 930 F.2d at 1011.

10. In re Wedgewood Realty Grp., 878 F.2d 693, 699 (3d Cir. 

11. Core Wireless Licensing SARL v. Apple Inc., 899 F.3d 

omitted)).



22

“inconsistent with an 
12

Finally, and most closely aligned with this Court’s 
13 

Hemphill

conduct signals an intention to relinquish the right at 

14

 
Eleventh Circuit, beyond Campbell (already discussed), 

15 The Tenth Circuit, with even 
 

16

12. Id.

13. Walker v. United States, 134 F.4th 437 (6th Cir. 2025).

14. Walker, 134 F.4th at 440-41 

15. ., 989 F.3d 
923, 935 (11th Cir. 2021) (‘“the acts, conduct, or circumstances relied 

relinquishment).

16. Vreeland v. Zupan, 906 F.3d 866, 876 (10th Cir. 2018) 



23

2. The Three Rules Reach Three Different 
Results Under the Same Basic Facts

Sixth Circuit decision in Walker

In Walker

Walker’s request should be denied because Walker’s 
Id. at 445. The government 

time. Id.
district court concluded his request was time-barred. 
Id

Id. The Sixth Circuit 

Hemphill, which it also correlated to language in 

show that the government understood the 

that timeliness was at issue in this case, but 

Id. at 446.
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“We can discern strategic reasons why the government 

Id.

This result in Walker

The Third Circuit in Wedgewood
In re Wedgewood Realty Grp., 

Ltd., 878 F.2d 693, 698 (3d Cir. 1989). In Wedgewood

the automatic stay. Id. The Third Circuit agreed with 

unless the creditor takes some action which is inherently 
inconsistent Id. 

WIF’s actions were not inconsistent with … the time 
limitations.  Id. at 699.

than the Sixth Circuit. In Arizona v. Tohono O’odham 
Nation

Id
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Id. 

Id.

distributed. Id.

legal rights involved.…

There is nothing in the record that shows that 

Id. 

is real, and consequential to litigants. The question 
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B. Other Legal Authorities on Waived Rights on 
Appeal 

Legal scholars and commentators have long criticized 

17 18 

given to lower courts in this circumstance, scholars have 

19

20 while others give the methodology 
21

17. John F. Muller, The Law of Issues, 49 Wake Forest 

18. Right for Any Reason, 44 Cardozo 
L. Rev. 1015, 1050 (Feb. 2023).

19. Robert J. Martineau, Considering New Issues on 
Appeal: The General Rule and the Gorilla Rule, 40 Vanderbilt L. 
Rev. 1023 (1987).

20. United States v. Campbell, 26 F.4th 860, 895 (11th Cir. 

21. Barry A. Miller, Sua Sponte Appellate Rulings: When 
Courts Deprive Litigants of an Opportunity to be Heard, 39 San 
Diego L. Rev. 1253, 1259 (2002) (citing authorities).
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ago, the outcome has been by this Court’s design.22 

23

C. The Federal Circuit’s Decision Is Wrong

1. Waived Arguments Should Not Be Revived

Wands

22. Exxon Shipping Co. v. Baker, 554 U.S. 471, 487 (2008) 
Singleton).

23. The signals rule is not intended to address every 

See, e.g., ., 486 U.S. 847, 

Parker v. Connors Steel Co., 

under §
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see, e.g.

Judges on the Federal Circuit have indicated 

and vice versa. See Biogen Int’l GmbH v. Mylan Pharms. 
Inc., 28 F.4th 1194, 1200 (Fed. Cir. 2022) (Lourie, J., 
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Indivior UK Ltd. v. Dr. Reddy’s Lab’ys S.A., 18 F.4th 1323, 

RAI Strategic Holdings, Inc. v. Philip Morris 
Prods. S.A., 92 F.4th 1085, 1088 (Fed. Cir. 2024) (citing 

Gen. Hosp. Corp. v. Sienna 
Biopharms., Inc., 888 F.3d 1368, 1372 (Fed. Cir. 2018) 

PTO’s conduct shows it more than signaled an intent to 

ment 
sub silentio and using it to conclude there is substantial 

 24 

24. McLeay does agree with PTO there is written 
n.6). 

Any

on enablement. Hildreth v. Mastoras United 
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2. Federal Circuit Ignored Binding Precedent in 
Reaching Its Decision

Holland Furniture, which, again, was 
Amgen, a decision alone that can resolve 

this case.25

Holland Furniture.

Holland Furniture 

Holland Furniture is closely 

In Holland Furniture

veneering. 277 U.S. 

Id. at 
256, 254. This Court observed “Perkins’ real invention ... 

 
 

, 74 F.4th 1360, 1369 (Fed. 

25. See 
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Id. at 249, 255. See also 
Reh’g Pet. at 10 & n.6). Holland Furniture 

Holland Furniture Co., 277 U.S. at 255.

this Court in Amgen discussed Holland Furniture, it 
was  

noted Perkins, the inventor in Holland Furniture, was 

Amgen, 598 U.S. at 609-10. 
Reh’g Pet. at 11.

Like the remarks in Holland Furniture about 

given in Holland Furniture 

it directly 
Holland 

Furniture, McLeay’s invention, as acknowledged by the 

973.

invention with Holland Furniture relates to the so-called 
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Holland Furniture 

Holland Furniture 

D. The Question Presented Is Important and the 
Petition Is the Right Vehicle for Deciding It

individual inventor who answered the government’s call 
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Court.

E. The Issue Is Squarely Presented 

This is a clean and manageable case. The truly 

arrive at this Court with a thin record and an easily 
manageable docket.

remand the case to the Federal Circuit with instructions to 
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CONCLUSION
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APPENDIX A — OPINION OF THE UNITED 
STATES COURT OF APPEALS FOR THE 

FEDERAL CIRCUIT, FILED FEBRUARY 18, 2025

UNITED STATES COURT OF APPEALS  
FOR THE FEDERAL CIRCUIT

2023-2338

IN RE: MATTHEW MCLEAY,

Appellant

Appeal from the United States Patent and  
 

Appeal Board in No. 17/231,735 

Before MOORE, Chief Judge, STOLL, Circuit Judge, and 
GILSTRAP, Chief District Judge.1

GILSTRAP, Chief District Judge.

States Patent Trial and Appeal Board (the “Board”). The 

1. 
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BACKGROUND

2

2. 
See
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3

 a post-

3. MegaRibavirin 
, 

Messina et al., Ribavirin Aerosol in the Treatment of 
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i.e.

Wands 

DISCUSSION

Medytox, Inc. v. Galderma S.A.
Alcon Rsch. Ltd. v. Barr 

Lab’ys, Inc.

, 217 F.3d 

In re Jolley, 
308 F.3d 1317, 1320 (Fed. Cir. 2002).
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Baxalta Inc. v. 
Genentech, Inc.

I
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5

II

In re ’318 Pat. 
Infringement Litig.

Process Control Corp. 
v. HydReclaim Corp.

’318 
Pat. Litig.

5. 
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CONCLUSION

AFFIRMED
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APPENDIX B — REQUEST FOR REHEARING 
OF THE UNITED STATES PATENT AND 

TRADEMARK OFFICE, FILED APRIL 15, 2021

UNITED STATES PATENT  
AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL  
AND APPEAL BOARD

Ex parte MATTHEW MCLEAY 

Appeal 2023-001665 
Application 17/231,735 

Technology Center 1600

Before DONALD E. ADAMS, JOHN E. SCHNEIDER, 
and RACHEL H. TOWNSEND, Administrative Patent 
Judges.

ADAMS, Administrative Patent Judge.

DECISION ON REQUEST FOR REHEARING

Appellant1 requests rehearing of our DECISION ON 
rejection 

the  112(a).2

1.  We use the word Appellant to refer to “applicant” 
 

as “Matthew McLeay’’ (Appellant’s July 11, 2022, Appeal Brief 

2.  Ex Parte Matthew McLeay, No. 2023-001665, 2023 WL 
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May 22, 2023, rehearing request (“Req. Reh’g”) is 
DENIED. 3

STATEMENT OF THE CASE

Appellant’s disclosure:

[R]elates and 
sing Verteporfin 

use in 
diseases by routes of 
including inhalation, , topical and/

injection ... [and] 

, 
thereof as an inhaled dry powder 
for COVID-19 and/or other lung infections, 
cancer and other noncancer applications, which 

therapies such as 

therapy.

(Spec. ¶ is reproduced below:

20. A of treating a SARS-CoV-2[ ] 
lung infection in a patient in need thereof 

3.  This DECISION ON REQUEST FOR REHEARING 

(a)(1).

 Appellant explained nCoV 2019 was 
(see Decision at *1 (citing Appeal 

Br. 11)).
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lung of said 
patient by inhalation a liquid 

>50% (w/w) water and <50% 
liquid aerosol is 

to the lung with a nebulizer.

(Appeal Br. .)

rejected under 
pro ision of 35 112(a).

ISSUES

Appellant s the following points to 
ha e been 

“request for rehearing state 
with particularity the points 

s the Board.”).

I. “The 
the Board should 
to the opposite conclusion” than the 
preponderance of on this record 

that 
Appellant’s failed 
an enabling disclosure of the subject 
set forth 

to practice Appellant’s 
cf. Decision 

at *1, *8).
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II. “The Board failed to accept Appellant’s 
in his sworn declaration[5] that 

and protocols used in the study described 
in the Messina[6] reference” and “Appellant 
was not the 
Decision that the ... [Patent and 

and protocols used in the Messina study” 
(Req. Reh’g 2 (citing Gf 
Decision at *6- 7 

8 see generally Decision *1-*8).

III. “The Messina reference identi f ies a 
study supporting Appellant’s 

to Bausch[9] and further 
supports of the 

5.  Declaration of Matthew McLeay, M.D., M.S., signed 
(“McLeay Deel.”).

6.  Messina et al., Ribavirin Aerosol in the Treatment of SARS-
CoV-2: A Case Series, 10 Infect. Dis. Ther. (2021).

7.  Exaininer’s October 21, 2022, Answer.

8.  

9.  “the 
(McLeay Decl. ¶ see also Messina 2802 (Messina discloses 
that “[s and 

Health, Milan, Italy” and that “[f]unding 
for publication fees and technical editorial 

Health, Bridgewater, NJ, USA.”)).
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based on the prior art, and 
of persons 

in the art” (Req. Reh’g c.f Decision at *1-
*8).

ANALYSIS

I

Appellant contends that “[t]he non-confidential 
should led the Board 

to the opposite conclusion” than the preponderance of 
on this record supports conclusion 

enabling 
set forth in Appellant’s 

Appellant’s 
(Req. Reh’ cf. Decision at *1, *8). In 

particular, Appellant contends:

The Gilbert and McLeay reference,[10] [which 
Appellant’s 

the Messina 

and further described and at page 
[2791], 

(Req. Reh’g 2 (citing McLeay Deel. ¶¶ cf. Decision 
at *2-*3.) We are not persuaded.

10.  Brian E. Gilbert and Matthew T. McLeay, MegaRibavirin 
Aerosol for the Treatment 

-29 (2008).
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The totality of the on this record was carefully 
considered with 

Appellant. See In re Oetiker, 
Cir. 1992) (“ totality 
of the record, by a preponderance of 

of As we 
discuss in further detail below, the preponderance of 

on this record was found to 
conclusion that Appellant’s Specification failed to 

of the 
forth in Appellant’s and that undue 

to practice 
Appellant’s (see Decision at *1-8).

With respect to Appellant’s citation to paragraphs 16-
17 of the McLeay Declaration, we note that the Decision 
did not this both 
paragraphs (see Decision at *6).

We Appellant’s citation of page 2801, 
of Messina, which cites the Gilbert and McLeay 

reference (Req. Reh’g 2). For clarity, we reproduce the 
Messina in full below:

An experimental 
ribavirin was developed for the treatment 
of SARS-CoV-2 infection in order to deliver 
medication in a shorter treatment period. The 
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FDA- dosing for patients with 
respiratory syncytial is 

aerosol 
12-18 h per day for 3-7 days [11]. Research using 

that the use of a 
higher 

[16, 17]. Ribavirin 100 mg/mL administered 
effective 

A virus mouse model [18]. 
100 
1760 

lining is 
(EC50) of 26.7 

clinical isolate of SARS-
CoV-2 in 

aerosol in the 
syncytial /

12 h) [11] results in dose 
of 10.9 

use study aerosol 100 
dose 

of 5.1 

see also id. at 2803-
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as Virazole,11 16 as Gilbert,12 17 as Wyde,13 and 18 as 
Gilbert and McLeay).) Thus, Messina disclosed that with 

Gilbert and McLeay, 
the 

in a  In 

the only portion of Messina that cites the Gilbert and 
(see also 

that “in section at 
the end of the 
[A]pplicant’s contribution to the study 

was the reference to Gilbert and McLeay [at page 
2801 of Messina].”)).

11.  “Virazole USP [product 
Quebec, Canada: Bausch Health Canada 

2020” (Messina 2803).

12.  Gilbert et al., Further studies with short duration 
ribavirin aerosol for the treatment of virus infection in 
mice and respiratory syncytial virus infection in cotton rats, 17 

Res. 33-

13.  Wyde et al., high dose-short duration ribavirin 
aerosol in the treatment of respiratory syncytial virus infected 
cotton rats infected mice, 
211-20 (1987).

 See In re Hedges, 783 F.2d (Fed. Cir. 1986) 
(Identifying in a reference “of record ... disclosures pertinent to the 

[Appellant] cited the reference[]’’ does 
not constitute a new ground of rejection.).
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Although Appellant directs attention to Messina’s 
Abstract and the ’s page 2802, we 

the Gilbert and McLeay 
at these portions of Messina. For the foregoing 

reasons, as well as those set forth in the Decision, we are 
not persuaded by Appellant’s contention that Messina 
“identifies a study supporting Appellant’s 

to Rausch Health[] and further 
the present based on the 

prior 
of persons in the art[]” (Req. Reh’g 3 (footnotes 

cf. Decision at *6-*7.).

We are not persuaded by Appellant’s contention 
that the Board “surprisingly offered no account of the 
otherwise inexplicable coincidence that dosages of the 

tested in the Messina study were 
the same dosages disclosed in the earlier Gilbert and 
McLeay reference” for 
infection in 
col. cf. Decision at *2 (citing Final 
explained, Gilbert and McLeay discloses the of 

infections using 
A of its 

against SARS-CoV-2 lung infection [and] 
[i]t understanding that and 
COVID-19 are caused by different ”’)). As the 
Decision explained:

The how 
“incorporates as a of law the 

 101 that the disclose 
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as a of fact a practical utility for the 
” 

Corp., F.3d 1318, 1322-23 (quoting In re 
Cortright, 165 F.3d 1353, 1356 (Fed. Cir. 
see also Ans. 11-12. 
required to establish that practical utility is not 

is 
“not sible.” Rasmusson, 1325.

If were the test 
for under section 112, 
applicants could obtain patent rights 
to consisting of little 

than respectable guesses as to 
the their success. When 
one of the guesses true, 
the “in ntor” would be rewarded 
the spoils instead of the party who 

s
That scenario is 

not consistent with the statutory 

Id.

(Decision at *3.)15

15.  We note that Appellant’s rehearing request does not 
address the confusion on this record 
its prophetic” (Decision *6). Appellant’s rehearing 
request also does not address, inter alia, the additional 
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Further, “[w]hen rejecting under the 
section 112, the PTO bears 

an initial burden of setting forth a reasonable explanation 
as to why that the scope of protection pro ided 
by that y enabled by the description 

in the specification of the 
application.” In re Wright, 999 F.2d 1557, 1561-62 (Fed. 
Cir. 1993). On this record, the PTO (see 
Decision at *1-8). “If the PTO this burden, the 
burden then shifts to the applicant 
proofs is indeed enabling.” 
Wright, 999 F.2d at 1562 added). We, therefore, 

to carry its burden (see Req. 
Reh’g 2 (citing Messina 2801: col. 1) (Appellant contends 
that the Board “surprisingly offered no account of the 
otherwise inexplicable coincidence that dosages of the 

tested in the Messina study were 
the same dosages disclosed in the earlier Gilbert and 
McLeay reference” for the 

For the reasons set forth in the Decision and discussed 
, we are not persuaded by Appellant’s contention 

that “[t]he 
should led the Board to the opposite conclusion” than 

supports 
conclusion that Appellant’s failed 

relating its to 
support the its (see id. 
Cf.  .52 (A “request for rehearing state with 
particularity the points been or 

by the Board.”).
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enabling 
set forth 

to practice 
cf. Decision 

the of 
a Board decision is entitled to appeal the decision, see 35 

entitled to 

II

Appellant contends that “[t]he Board failed to accept 
Appellant’s sworn declaration that he 

trial 
used in the study described in the Messina reference” 
and “Appellant was not any infonnation before the 
Decision that the ... [PTO] had any question about his 

used in the Messina study” (Req. Reh’g 2 (citing Messina 
[2801]: col. 1)). In particular, Appellant contends that 

such an assertion 
in the face of Appellant’s declaration” (Req. Reh’g 2). We 
are not persuaded.

The Examiner 
found:

[A]lthough the [McLeay] [D]eclaration stipulates 
(Paragraph 16) that Dr. McLeay disclosed the 

protocols used in 
the Messina 

there was no indication from the 
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[McLeay] [D]eclaration that Dr. McLeay 
himself carried out (or directed) those case 
studies described in Messina (and thus there 
was no data 
of a declaration signed by Dr. McLeay).

(Ans. 16 The record 
further establishes that Examiner found:

McLeay’s Declaration only states that he 
“disclosed” the clinical 
protocols used in the Messina, 2021 study to 
the Bausch Health 

on March 9, 2020 under 
(McLeay’s Declaration does not 

indicate that the studies (or the experiments) 
in the Messina publication were conducted 
or supervised by or under the control of 
applicant). in the extensive 
acknowledgment section at the end of the 
Messina publication, no mention is made of 
[A]pplicant’s contribution to the study (the 
only reference to Gilbert 
and McLeay [at page 2801 of Messina, which 
discussed 
infection in 

we are not 
persuaded by Appellant’s contention that “Appellant was 

the Decision that the . . . 
[PTO] had any question about [McLeay’s] role in 
clinical protocols used in the Messina 
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study” (Req. Reh’g cf. 16). For the 
foregoing reasons, we are not persuaded by Appellant’s 
contention regarding 
facts already present on this record or, 

Appellant with an opportunity to respond to 
Appellant 

address (see Req. Reh’g 2 (Appellant contends that “the 
Board . . . the issue to the 

an Appellant or 
further inquiry about whether there could 

That was not done.”)).16

Further, the weight and credibility accorded each 
of , is an issue 

of fact within the discretion of the Board. Velander v. 
Garner, F.3d 1359, 1371 (Fed. Cir. 2003). On this 
record, McLeay declared: “I disclosed the clinical trial 

, 2021 study 

March 9, ” (Decision 
at *6 (citing McLeay Deel. ¶ 

16.  See, e.g., Hyatt v. Dudas, 551 F.3d 1307, 1313- (Fed. Cir. 
2008) s 

of rejection as see also 37  
(“Except .

will 
be refused consideration by the Board for purposes of the present 

MPEP 
a ground to be clearly 
to the Board the reasons for that belief, including an explanation of 
why the erred as to the ground of rejection.”).
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offered no 
record was, therefore, carefully explored to identify an 

basis to corroborate McLeay’s 
No such (see generally 

, the 

and cites “ Aerosol-
generating procedures and patients with suspected or 

St. 
2020” (Decision at *6 (citing Messina 2802-03: 

see also 
see generally Ans. 16)). Further, as 

with consideration 
guidelines in addition to a 

dosing 

of SARS-CoV-2 infection 
in a 

“[T]he Board is entitled to weigh the declarations and 
warrants 

discounting the opinions expressed in the declarations.” 
In re Am. Acad. of Sci. Tech Ctr., 367 F.3d 1359, 1368 
(Fed. Cir. cf. P Tech, LLC v. Intuitive Surgical, 
Inc., No. 2022-1102, 2022 Cir. 
Dec. 15, 2022) (unpublished) (The “Board did not abuse 
its discretion in affording expert 

of 
that the expert ‘d[id] 
[his] opinion’” (alteration original)).
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For the foregoing reasons, we are not persuaded by 
Appellant’s contention that “[t]he Board[] assert[ed] that 
unsworn ‘ l in Messina’s publication 
should be Appellant’s 
sworn declaration” (Req. Reh’g 2). To the contrary, the 
preponderance this record failed to support 
McLeay’s which “appears for 
Messina’s contribution to the art” (Decision at *6 see also 
Messina 2801 (Messina disclosed that with consideration 
of dosing guidelines in addition to a 

dosing 
for the 

order to 
a shorter 

Act. “McLeay’s Declaration does 
not indicate that the studies 
the Messina publication were conducted or 
by or under the control of applicant” and that “in the 

the end of the 
[A]pplicant’s 

contribution to the Ans. 16 found 
“no indication [McLeay] [D]eclaration that Dr. 

studies 
cf. McLeay Deel. ¶ 16 (McLeay 

declared: “I 
protocols used in the Messina, 2021 study to the [Bausch] 
Health and Chief on March 9, 2020 

Further, as stated “request for rehearing 
state 
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C.F.R. Appellant’s rehearing request does not 
contest 

directs attention to 
section of 

Appellant’s support[ing] a 
that, at the 

those of art would not 
expected 

be in the of 2019-nCoV and, 
the 

2019-nCoV 

(Decision at *3 (citing Ans. Final Act. ¶¶ 6-12).) 
Appellant’s 

discloses that ’s 
“use in treating COVID-19 is not expected by 

specialists to be 
successful in treating COVID-19” (Decision at *3 (citing 
Spec. ¶ 5)). Appellant’s rehearing request does not contest 
that

Appellant failed to establish that its disclosure 
the of 

of the prior art, 
the of 

in ntion, that expressly teach 
has undesirable side effects in patients with 

2019-nCoV (Spec. ¶¶ 6, 11). As 
 . . . 
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[Appellant’s] [S]pecification whether . . . [a] 
>50% 

(w/w) water and <50% (w/
in treating SARS-CoV-2 lung infection 

in a patient” (Ans. 5).

(Decision at *3 (alteration original) (citing Spec. ¶¶ 6, 
Ans. 5).)

Appellant ’s rehear ing request also does not 
“that the ‘additional drugs 

or used in Messina in addition to the 
aerosol [Appellant’s]  
[S]pecification as originally filed’” (Decision at *7 
(alteration original) see also id. (The Board 
agreed “with that 

treating 
a SARS-CoV-2 lung infection in a patient in need thereof 
that is in scope with Appellant’s 

Appellant’s nonenabling disclosure’’) (citing Genentech 
Inc. v. Novo Nordisk AIS, 108 F.3d 1361, 1365 (Fed. Cir. 
1997) (quoting In re Wright, 999 F.2d at 1561) (“To be 
enabling, the 

use the full scope of 
‘ ”’)). 

As the Decision explained:

We recognize Appellant’s 
the foregoing in the enabling 

20 by contending that its 

“ ” 
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and steps set forth in 
Messina’s, , therapeutic protocol 
(Appeal Br. 12[17]). Stated differently, Appellant 
appears to contend that by using the 

usurp the in
of treating 

a SARS-CoV-2 lung infection in a patient using 
that includes 

agents that were not disclosed in Appellant’s 
See In re 

Glass, F.2d 1228, 1232 (CCPA 
is an applicant’s obligation to supply enabling 
disclosure without reliance on what 

application on what 
is supposed he 

yet in a position to Genentech, 108 F.3d at 
[1366] (“Patent protection is granted in return 
for an enabling 
for general 

Tossing out 
of an idea does not constitute enabling 

disclosure.”). 

(Decision *7.)

17.  Appellant contended that “
the SARS-CoV-2 lung 

infection in a patient using 
at least 

Accordingly, the Applicant contends that the Messina reference does 
disclose the in 20” (Appeal Br. 12).
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Notwithstanding Appellant’s contentions to the 
contrary, following the 
this record to 

“personal slight toward Appellant,” that 
“the 

study,” or “engaged in speculation about Appellant’s 
contribution related to the Messina reference” (Req. Reh’g 
2-3). To the contrary, the totality of the on this 
record was carefully considered with due consideration 

See Oetiker, 
(“[P]atentability 

totality of the record, by a preponderance of 

The 

to enabling disclosure 
of the subject set forth in Appellant’s 

(Decision at *1-*8).

In addition, we are not persuaded by Appellant’s 
to paragraph 

16 of the McLeay Declaration as to our holding 
(Req. Reh’g 2). To the contrary, paragraph 16 of the 

totality of the considered on this record. As 
stated weight and credibility accorded each 

including declarations, is an issue of fact 
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within the discretion of the Board. Velander, F.3d at 
see also Am. Acad. of Sci. Tech Ctr., 367 F.3d at 1368 

(“[T]he ‘Board has broad discretion as to the weight to 
to declarations offered in the course of prosecution[, 

and) . . . the Board is entitled to weigh the declarations and 

discounting the opinions expressed in the declarations.’”).

III

Appellant contends that “[t]he Messina reference 
study supporting Appellant’s 

of the 
prior art, and expertise of persons 
in the art” (Req. Reh’g 3). We are not persuaded (see 

see generally id. 
explains: . . . Messina[’s] study does not correlate with the 
scope of (i.e., instant 20 which 
recites a liquid aerosol 

of greater than 50 See In re 
Fisher, 1970) (“The scope of the 

bear a reasonable correlation to the scope 
by the persons of 

in the art.”).

with the 
a Board decision is entitled to appeal the 

decision, see , but is not entitled 
decided 

record.
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CONCLUSION

Appellant’s rehearing request of the rejection of 
under 35 U.S.C. 

 112(a) is DENIED.

APPELLANT’S REQUESTED EDITS

Appellant requests “at the Board should, 
upon rehearing, ... [certain 
portions] before entering any order on Appellant’s request 
for rehearing” cf. id. at 1-2). We decline 
Appellant’s request 
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DECISION SUMMARY

Claim(s) 35  
U.S.C. §

Reference(s)/
Basis

Denied Granted

112 Written 
Description

Claim(s) 
Rejected

35  
U.S.C. §

Reference(s)/
Basis

Reversed

112 Written 
Description

TIME PERIOD FOR RESPONSE

DENIED



Appendix C

32a

APPENDIX C — DECISION ON APPEAL OF THE 
UNITED STATES PATENT AND TRADEMARK 

OFFICE, FILED APRIL 15, 2021

UNITED STATES PATENT  
AND TRADEMARK OFFICE 

BEFORE THE PATENT TRIAL  
AND APPEAL BOARD

Ex party MATTHEW MCLEAY

Appeal 2023-001665  
Application 17/231,735  

Technology Center 1600

Before DONALD E. ADAMS, JOHN E. SCHNEIDER, 
and RACHEL H. TOWNSEND, Administrative Patent 
Judges.

ADAMS, Administrative Patent Judge.

DECISION ON APPEAL

Pursuant to 35 U.S.C. § 134(a), Appellant1 appeals 
from the Examiner’s decision to reject claims 20–24 (See 
Final Act.2 1). We have jurisdiction under 35 U.S.C. § 6(b).

We AFFIRM.

as “Matthew McLeay” (Appellant’s July 11, 2022, Appeal Brief 
(“Appeal Br.”) 4).



Appendix C

33a

STATEMENT OF THE CASE 

Appellant’s disclosure:

[R]elates to pharmaceutical formulations and 
methods using Verteporfin Ribavirin and/
or Gemcitabine for use in the treatment of 
diseases by various routes of administration 
including inhalation, intratumoral, topical and/
or systemic injection administration . . . [and] 
more specifically to the use of Verteporfin, 
Ribavirin, Gemcitabine, and/or combinations 
thereof as an inhaled dry powder treatment 
for COVID-19 and/or other lung infections, 
cancer and other noncancer applications, which 
may be combined with other therapies such as 
photodynamic therapy and/or sonodynamic 
therapy.

(Spec. ¶ 2.) Appellant’s claim 20 is reproduced below:

20. A method of treating a SARS-CoV-2 
lung infection in a patient in need thereof 
comprising administering to a lung of said 
patient by inhalation a liquid aerosol composition 
comprising >50% (w/w) water and <50% 
(w/w) ribavirin, wherein said liquid aerosol is 
delivered to the lung with a nebulizer.

(Appeal Br. 14.)

Claims 20–24 stand rejected under the enablement 
provision of 35 U.S.C. § 112(a).
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ISSUE

Does the evidence of record support Examiner’s 
conclusion that undue experimentation would be required 
to practice the claimed invention?

ANALYSIS

Appellant does not separately argue the claims on 
Appeal. We, therefore, focus our analysis on Appellant’s 
representative claim 20, reproduced above.

Appellant’s claim 20 is directed to a method of treating 
a SARS-CoV-2 lung infection in a patient. As Appellant 
explains, “[t]hose skilled in the art recognize that ‘novel 
Coronavirus nCoV 2019’ was a precurser [sic] name for 
SARS-CoV-2 before it was permanently named” (Appeal 
Br. 11).

After considering the factors set forth in In re Wands, 
858 F.2d 731, 737 (Fed. Cir. 1988), Examiner found that 

disclosure of the subject matter set forth in Appellant’s 
claimed invention (see Final Act. 3–7; Ans.3

that a preponderance of the evidence supports Examiner’s 
analysis of the Wands factors and adopt them as our own.

Appellant contends that “medical physicians with 

and infectious diseases clearly know how to identify a 

3. Examiner’s October 21, 2022, Answer.
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patient having a SARS-CoV-2 lung infection” (Appeal Br. 
9). Appellant further contends that “[m]edical physicians 

pulmonology and infections [sic] diseases would clearly 
recognize that the process of administering a liquid 
aerosol composition to a patient’s lung by inhalation 
is the same no matter what type of lung infection the 
patient has” (id.; see also id. at 8 (Appellant directs 
attention to Gilbert and McLeay4 for a disclosure of 
“aerosol ribavirin dosage, formulation, and administration 
of aerosol ribavirin for pulmonary routes in patients, 
namely for treatment of influenza A and respiratory 
syncytial virus (RSV).”); McLeay Decl.5 ¶ 13 (McLeay 
declares that “[t]he administration of nebulized ribavirin 
to treat viral lung infection is enabled by the disclosure 
of Gilbert and McLeay . . . for 
A virus infection in mice” (emphasis added))). Appellant, 
therefore, contends:

[B]ased on the disclosure within the present 
application coupled with the information known 
in the art at the time of filing (namely, as 
described in Gilbert and McLeay), physicians 
are enabled to treat a SARS-CoV-2 lung 
infection in a patient by administering a liquid 
aerosol composition to the patient’s lungs by 

4. Brian E. Gilbert and Matthew T. McLeay, MegaRibavirin 
, 

78 Antiviral Res. 223–29 (2008).

5. Declaration of Matthew McLeay, M.D., M.S., signed 
December 22, 2021.
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inhalation as claimed in claim 20 without undue 
experimentation. Undue experimentation 
would not be necessary because the process of 
administering a liquid aerosol composition to 
a patient’s lungs by inhalation is the same as is 
known in the art.

(Appeal Br. 9.) We are not persuaded.

As Examiner explained, Gilbert and McLeay 

using MegaRibavirin aerosol, and the treatment of 

SARS-CoV-2 lung infection [and] [i]t is the Examiner’s 

by different viruses” (Final Act. 8). We are not persuaded 

[I]s erroneous because the effectiveness of 
the claimed method is not relevant to the 
enablement requirement under § 112(a). The 
enablement requirement requires that a person 
skilled in the art knows how to carry out the 
method as claimed based on the disclosure of 
the patent application and what is known in 
the art, not the predicted effectiveness of the 
method for its intended purpose.

(Appeal Br. 10.)

“The legal question of enablement involves an 
assessment of whether a patent disclosure would have 
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enabled one of skill in the art at the time the application 

undue experimentation.” Adang v. Fischoff, 286 F.3d 1346, 
1355 (Fed. Cir. 2002) (citing Hybritech Inc. v. Monoclonal 
Antibodies, Inc., 802 F.2d 1367, 1384 (Fed.Cir.1986)); In re 

, 232 F.3d 862, 863 (Fed. Cir. 2000). On this record, 

17, 2021, and two provisional Applications, the earliest of 

The how to use prong of enablement “incorporates as 
a matter of law the requirement of 35 U.S.C. § 101 that the 

for the invention.” Rasmusson v. SmithKline Beecham 
Corp., 413 F.3d 1318, 1322–23 (quoting In re Cortright, 
165 F.3d 1353, 1356 (Fed. Cir. 1999)); see also Ans. 11–12. 
The measure of proof required to establish that practical 
utility is not simply that the therapeutic method claimed 
is “not implausible.” Rasmusson, 413 F.3d at 1325.

If mere plausibility were the test for enablement 
under section 112, applicants could obtain 
patent rights to “inventions” consisting of 
little more than respectable guesses as to the 
likelihood of their success. When one of the 
guesses later proved true, the “inventor” would 
be rewarded the spoils instead of the party 
who demonstrated that the method actually 
worked. That scenario is not consistent with the 
statutory requirement that the inventor enable 
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an invention rather than merely proposing an 
unproved hypothesis.

Id..

On this record, Examiner directs attention to several 
references cited and discussed in the background section 

the time Appellant’s claimed invention was made, those 
of skill in this art would not have reasonably expected 
that ribavirin would be effective in the treatment of 2019-
nCoV and, importantly, would not have recommended the 
use of ribavirin for 2019-nCoV treatment (see Ans. 4; see 
also Final Act. 4; Spec. ¶¶ 6–12). Further, as Examiner, 
explains, “[A]ppellant himself states that the use of 
ribavirin in treating COVID-19 is not expected to be 
successful by skilled pulmonologists and infectious disease 
specialists” (Ans. 3–4; see Spec. ¶ 5 (Appellant discloses: 
“The drug Ribavirin is a nucleoside analogue and has 
been approved for use in a nebulizer to treat respiratory 
syncytial virus (RSV) infections. Its use in treating 
COVID-19 is not expected by skilled pulmonologists and 
infectious disease specialists to be successful in treating 
COVID-19.)).6

6. We recognize Appellant’s contention that the references it 
nonobviousness 

of the present invention, not a lack of enablement” (Appeal Br. 
10). We are not persuaded. The reference disclosures Appellant 

relevant. 
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We recognize Appellant’s contention that “[a]ny part of 

a background section that discusses, or even disparages, 
the subject matter disclosed therein” (Appeal Br. 8 (citing 
MPEP § 2164.01)). On this record, however, Appellant failed 
to establish that its disclosure overcomes the evidence of 
non-enablement provided by the disclosures of the prior 
art, made at the time of Appellant’s claimed invention, that 
expressly teach that ribavirin has undesirable side effects 
in patients with respiratory disorders, which reduces 
ribavirin’s potential as an antiviral against SARS-CoV-2 
and is not recommended as a treatment for 2019-nCoV 
(Spec. ¶¶ 6, 11). As Examiner explains, “it is unclear from 

liquid aerosol composition comprising >50% (w/w) water 
and <50% (w/w) ribavirin was even effective in treating 
SARS-CoV-2 lung infection in a patient” (Ans. 5). In this 

Even though Example 7 of . . . [Appellant’s] 

the example simply states that the 67-year-
old female who had no previous lung disease 
developed fever for 2 days. There is no mention 
of a lung infection which instant liquid aerosol 
composition is supposed to treat. Also, there is 
no indication that she was positively diagnosed 
with SARS-CoV-2 (this is in contrast to all the 
other examples in which appellant provided 
detailed diagnostic information as to what the 
patient was suffering from). Thus, it is unclear 
whether the composition in Example 7 was 
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being used for treating a SARS-CoV-2 lung 
infection or not.

[D]oes not describe inhalation of a liquid 
aerosol composition comprising water (greater 
than 50%) and ribavirin (less than 50%) using 
a nebulizer but instead describes a dry powder 
inhalation composition containing ribavirin. 
No guidance was provided for practicing 
instant invention (i.e., administering a liquid 
aerosol composition comprising >50% water 
and <50% ribavirin with a nebulizer to treat 
SARS-CoV-2 lung infection) as to the proper 
dosage, frequency of administration and 
duration of treatment. Furthermore, Example 
7 seems anecdotal, involving just one patient 
. . . [and] there is no other working example . . . 

to treating SARS-CoV-2 lung infection using 
a liquid aerosol composition comprising >50% 
water and <50% ribavirin.

(Id. at 6; see also id. 
dry powder 

inhalation method instead of a liquid aerosol inhalation 
(using a nebulizer) as required” by Appellant’s claim 20).) 
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Appellant contends that support for the elements of 
claim 20 is found in at least paragraphs 16–19, 21, 40, 43, 
45, 51, 53, 55, 57, 59, 61, 65, 67, 71, 73, 79, 81, 83, 85, 87, 

see also id. 
at 11 (Appellant contends that “[a]dditional support can 

may provide written descriptive support for Appellant’s 
claim 20, they do not provide an enabling description of 
the claimed subject matter for the reasons set forth by 
Examiner (see Final Act. 3–7; Ans. 3–7).

Appellant contends:

To the extent that Examiner contends that 
the term “coronavirus” in the title of Example 
7 did not mean SARS-CoV-2 coronovirus, 
the Applicant directs the Board’s attention 
to “Example 7: Coronavirus infection” and 
paragraph [00066] of U.S. Provisional Patent 

Provisional), to which the present application 
claims priority and which is incorporated by 
reference in its entirety into the present patent 
application. The ’387 Provisional states that the 
67-year-old female nonsmoker with no previous 
lung disease of Example 7 was “admitted with 
cough, fever and shortness of breath for the past 
day and tested positive (e.g., PCR) for novel 
Coronavirus nCoV 2019 and CXR reveals mild 
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(Appeal Br. 11; see also McLeay Decl. ¶ 10 (McLeay 
declares that his “intention with the use of the heading 
‘Coronavirus Infection’ [as set forth in Example 7 of the 

the SARS-CoV2 virus and suffering from COVID-19 or 
2019 Novel Coronavirus”). In support of the foregoing, 
McLeavy declares that “[n]early every mention of the 

the 2019 novel coronavirus” (McLeay Decl. ¶ 11). We are 
not persuaded.

Appellant’s disclosure makes a total of three 
references to coronavirus outside of the background 

discloses the invention provides a solid dry powder form 
or aerosol form of Ribavirin for use in treating . . . a viral 
lung infection such as, e.g.
(Spec. ¶ 51). Second, Appellant discloses “[i]n another 
aspect, the invention provides a solid dry powder form 
or aerosol form of combined Veterporfin, Ribavirin, 

treating . . . a viral lung infection, preferably SARS CoV-
¶ 79). Third, as 

discussed above, the title of Appellant’s Example 7 refers 
to a “Coronavirus Infection” (Spec. 33). As discussed 
above, however, there is no evidence in Example 7 to 

SARS-CoV-2 lung infection.

Thus, of the three references to the term coronavirus, 
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only one refers to SARS CoV-2 coronavirus (see Spec. 
¶ 79). It is clear, therefore, that when Appellant intended 
to refer to SARS CoV-2 coronavirus, Appellant did so 
by name. The single reference to a treatment of SARS 
CoV-2 coronavirus, however, relates to an embodiment 
of Appellant’s claimed invention that is not claimed. 

only disclosure of a treatment of SARS 

to an embodiment, wherein a solid dry powder form or 
aerosol form of 

is 
contemplated for use “in treating . . . a viral lung infection, 

(Spec. ¶ 79).

For the foregoing reasons, we are not persuaded 
by McLeay’s statement that it “is apparent and clear to 
the ordinarily skilled virologist or pulmonologist when 

with the use of the heading ‘Coronavirus Infection’[, in 

infected with the SARS-CoV2 virus” (McLeay Decl. ¶ 10).

In addition, we note that Appellant does not dispute 

66 of Provisional Application 62/962,382 appears to be a 
reference to paragraph 66 of Provisional Application 

[I]t is not clear whether or not those 
two examples (i.e., Example 7 in present 
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specif ication and Example 7 in the ’777 
Provisional) are even correlated. Example 7 in 

the 67-year-old female nonsmoker having no 
previous lung disease develops symptoms of 
fever for 2 days (and there is no mention of lung 
infection or diagnosis of COVID-19) whereas 
Example 7 of ’777 Provisional states that the 
67-year-old female nonsmoker and no previous 
lung disease is admitted with cough, fever and 
shortness of breath for the past day and tested 
positive for COVID-19.

(Ans. 14–15.) Further, even if we credit Example 7 of 

the ’777 Provisional employs a “dry powder inhalation 
method instead of a liquid aerosol inhalation (using a 
nebulizer) as required” by Appellant’s claim 20 (Ans. 15).

We also recognize that Appellant appears to assert 
see Appeal 

allowed by the USPTO and may be used in an application 
to support prophetic examples to rebut a rejection based 
on lack of enablement.” (emphasis added)). Appellant did 

“never indicated that . . . 
was a prophetic example” and “there is no indication [in 
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describing an experiment involving ribavirin that has yet 
to be performed (except for the last statement concerning 

dpi could be substituted for the Ribavirin’” (Ans. 17–18 
(citing MPEP § 608.01(p)(II)) (emphasis added); cf. 
McLeay Decl. ¶ 
describes “[t]he successful effective treatment of patients[, 
plural,7] suffering from COVID-19 with the aerosolized 
ribavirin.”)).

For the foregoing reasons, we are not persuaded 
that Example 7, or any other portion, of Appellant’s 
Specification provides an enabling description of the 

McLeay declares that Messina,8

reference, established that the administration “of 
aerosolized ribavirin according to the subject patent 
application as disclosed in the written description has 

“Acknowledgments” section of Messina’s publication, 
McLeay appears to take credit for Messina’s contribution to 
the art declaring: “I disclosed the clinical trial parameters 
and protocols used in the Messina, 2021 study to the 

that more than one patient was treated in Example 7 of Appellant’s 

8.  Messina et al., Ribavirin Aerosol in the Treatment of 
, 10 Infect. Dis. Ther. 2791–804 (2021).
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¶ 16; cf. Messina 2802–03: § ACKNOWLEDGEMENTS; 
Messina 2804 (Messina cites “Minnesota Department of 
Health. Aerosol-generating procedures and patients with 

Department of Health; 2020.”)). We are not persuaded.

As Examiner explains:

[The] five patients in the case studies in 
Messina were not just given aerosol ribavirin. 

empirically with antibiotics and one of those 
three also received corticosteroids and other 
antiviral medications. Only two patients 
received no antiviral or immunomodulating 
treatments other than ribavirin (see under 
DISCUSSION). The Messina publication also 
points out (see under Safety and Tolerability) 
that all patients received low-molecular 
weight heparin throughout hospitalization 
except for Patient 5, who received prophylaxis 
with enoxaparin and an antiplatelet agent 
to reduce thromboembolic risk. Also, the 
only concentration of aerosol ribavirin used 
was 100 mg/ml (i.e., about 10% of ribavirin). 
Thus, the showing of Messina study does not 
correlate with the scope of the broadest claim 
(i.e., instant claim 20 which recites a liquid 
aerosol composition comprising ribavirin in 
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the amount of less than 50 wt.% and water in 
the amount of greater than 50 wt.%).

(Ans. 18; see also id. 
“additional drugs or treatments used in Messina in 
addition to the aerosol ribavirin were not disclosed in 

Messina, reference does not disclose a method of treating 
a SARS-CoV-2 lung infection in a patient in need thereof 
that is commensurate in scope with Appellant’s claim 20 

Appellant’s non-enabling disclosure. Genentech Inc. v. 
Novo Nordisk A/S, 108 F.3d 1361, 1365 (Fed. Cir. 1997) 
(quoting In re Wright, 999 F.2d 1557, 1561 (Fed. Cir. 

must teach those skilled in the art how to make and use 
the full scope of the claimed invention without ‘undue 
experimentation.’”).

evidentiary void in the enabling disclosure of its claim 20 by 
contending that its claimed method recites the transitional 
term “comprising” and, therefore, encompasses the 
additional active agents and steps set forth in Messina’s, 

Stated differently, Appellant appears to contend that 
simply by using the transitional term comprising Appellant 
can usurp the inventive contribution of others that actually 

that includes ribavirin in combination with other active 
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We are not persuaded. See In re Glass, 492 F.2d 1228, 
1232 (CCPA 1974) (“It is an applicant’s obligation to 
supply enabling disclosure without reliance on what others 

supposed to be a completed invention. If he cannot supply 

Genentech, 108 F.3d at (“Patent protection is granted in 
return for an enabling disclosure of an invention, not for 
vague intimations of general ideas that may or may not be 
workable. . . . Tossing out the mere germ of an idea does 
not constitute enabling disclosure.”).

CONCLUSION

The evidence of record supports Examiner’s conclusion 
that undue experimentation would be required to practice 
the claimed invention. The rejection of claim 20 under the 

Claims 21–24 are not separately argued and fall with 
claim 20.

DECISION SUMMARY

In summary:

Claim(s) 
Rejected

35 
U.S.C. §

Reference(s)/
Basis

Reversed

20–24 112 Written 
Description

20–24



Appendix C

49a

TIME PERIOD FOR RESPONSE

No time period for taking any subsequent action in 
connection with this appeal may be extended under 37 
C.F.R. § 1.136(a). See 37 C.F.R. § 1.136(a)(1)(iv).

AFFIRMED
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APPENDIX D — ORDER OF THE UNITED 
STATES COURT OF APPEALS FOR THE 

FEDERAL CIRCUIT, FILED MARCH 25, 2025

UNITED STATES COURT OF APPEALS  
FOR THE FEDERAL CIRCUIT

2023-2338

IN RE: MATTHEW MCLEAY,

Appellant

Appeal from the United States Patent and  
 

Appeal Board in No. 17/231,735 

Before MOORE, Chief Judge, STOLL, Circuit Judge, and 
GILSTRAP, Chief District Judge.1

PER CURIAM.

ORDER

IT IS ORDERED THAT:

1. 
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