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I. INTRODUCTION 

On January 26, 2026, Merck Sharp & Dohme LLC (“ Petitioner” or 

“Merck”) filed a Petition for inter partes review directed to U.S. Patent No. 

11,058,757 (“the ’757 patent”) challenging claims 1–19 as anticipated and/or 

obvious. See Merck Sharp & Dohme LLC v. Pogona, LLC, IPR2026-00221, Paper 

2 (PTAB Jan. 26, 2026.) Director Squires granted Pogona’s request for 

discretionary denial. See Merck Sharp & Dohme LLC v. Pogona, LLC, IPR2026-

00221, Paper 14 (Dir. May 19, 2026.)  

Undeterred, Merck now seeks to file a “copycat” IPR petition and join 

IPR2026-00189 filed by petitioner Pfizer Inc. (“Pfizer IPR”). Pursuant to the 

Director’s March 26, 2025, memorandum regarding Interim Processes for PTAB 

Workload Management (“PTAB Memo”), Patent Owner Pogona, LLC (“Patent 

Owner” or “Pogona”) requests that the Director exercise his discretion and deny 

institution of the Petition filed by Petitioner. 

Specifically, discretionary denial is warranted here, as it was in IPR2026-

00221, because despite knowing of the ’757 patent application for nearly nine 

years following meetings between Petitioner and Patent Owner’s predecessor, 

Petitioner did nothing until the ’757 patent claims had been in force for 

approximately five years, creating settled expectations for Patent Owner. During 

that time, in reliance on its ’757 patent, Patent Owner expended significant 
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amounts of time, money, and energy into developing a vaccine utilizing the novel 

composition of serotypes claimed in the ’757 patent. The original discretionary 

denial facts and arguments warranting denial in IPR2026-00221 have not changed. 

Discretionary denial should be granted again.  

Further, because the ’757 patent is the subject of parallel district court 

litigation, and because a party not involved in the district court litigation has 

already filed an IPR against the ’757 patent, institution of this IPR could 

potentially result in different validity adjudications for the ’757 patent—an 

inefficient use of the Board’s resources and a recipe for inconsistent results. 

For all these reasons, and as explained more fully below, the Director should 

exercise his discretion to deny institution. 

II. FACTUAL BACKGROUND 

Patent Owner Pogona is a biotechnology company advancing innovative 

discoveries and biotechnology that improves PCVs. Pogona and its predecessor 

entities were established to create and bring to market an improved, next-

generation PCV utilizing a novel composition of serotypes, as claimed in the ’757 

patent.  

On July 13, 2021, the U.S. Patent and Trademark Office issued the ’757 

patent, which claims priority to a provisional filed on March 31, 2016, and is 

entitled “Saccharide-Polypeptide Conjugate Compositions and Methods of Use 
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Thereof,” to Pogona, LLC as assignee of the named inventors Bruce D. Forrest—

Pogona’s CSO and Manager—and Jack D. Love—Pogona’s Head of Regulatory. 

Dr. Forrest was formerly the global clinical team leader for Prevnar and as SVP, 

Late Phase Programs, Vaccines Research & Development at Wyeth/Pfizer, led the 

organization responsible for the development of Prevnar 13. Dr. Love was 

formerly the head of global regulatory affairs for Wyeth/Pfizer Vaccines Research 

& Development, and oversaw Prevnar and Prevnar 13 regulatory submissions. 

“Streptococcus pneumoniae (pneumococcus) can cause serious illness, 

including sepsis, meningitis, and pneumonia with bacteremia (invasive) or without 

bacteremia (noninvasive).” (Ex. 2007, 1.) As of the priority date of the ’757 patent, 

there were two pneumococcal vaccines licensed for use in the United States. (Id.) 

The first is Merck’s Pneumovax 23 pneumococcal polysaccharide vaccine 

(“PPSV23”), for which the serotype composition was determined from 

epidemiology developed in the 1970s. PPSV23 is directed to serotypes 1, 2, 3, 4, 5, 

6B, 7F, 8, 9N, 9V, 10A, 11A, 12F, 14, 15B, 17F, 18C, 19A, 19F, 20, 22F, 23F, and 

33F. Since the early 1980s, PPSV23 has been recommended for individuals aged 

two and older who have certain medical conditions, as well as for all adults aged 

sixty-five and older. Pneumococcal polysaccharide vaccines—unlike PCVs—are 

not immunogenic in children under the age of two. 
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The second is Wyeth/Pfizer’s Prevnar 13 PCV (“PCV13”), which replaced 

the 7-valent PCV, Prevnar. Prevnar was approved in 2000 and developed by 

conjugating CRM197 to polysaccharide for what were—at one time—the seven 

most important serotypes from PPSV23. Prevnar is directed to serotypes 4, 6B, 9V, 

14, 18C, 19F, and 23F—all of which are a subset of the serotypes in PPSV23. 

When Prevnar was launched, pneumococcus remained the most common cause of 

severe pneumonia and bacterial meningitis, leading to a global estimate at that time 

of 735,000 deaths among children under 5 years old per year.  

PCVs overcame the challenge of poor immunogenicity in infants and young 

children through the use of conjugation technology. In PCVs, polysaccharides (or 

their derivatives) are covalently linked to carrier proteins. However, due to the 

complexity of the conjugation process, PCVs have contained fewer serotypes than 

the 23 included in PPSV23. 

Prevnar 13 (“PCV13”), which was approved in 2010, was developed by 

conjugating CRM197 to polysaccharide for what were—at one time—the thirteen 

most important serotypes from PPSV23. PCV13 is directed to serotypes 1, 3, 4, 5, 

6A, 6B, 7F, 9V, 14, 18C, 19A, 19F, and 23F—all of which are a subset of the 

serotypes in PPSV23, minus serotype 6A. Serotype 6A is the only serotype to be 

added to PCVs beyond the serotypes included in the original PPSV23 before the 

’757 patent’s priority date. PCV13 has been included in the routine pediatric 
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immunization schedule since 2010 and, since 2014, has been recommended for all 

adults aged 65 and over in combination with PPSV23. 

Since PPSV23 was approved in 1983, pharmaceutical companies have 

ignored most of the over 100 immunologically distinct serotypes of pneumococcus 

that have been identified, and have almost exclusively developed new 

pneumococcal vaccines by conjugating additional serotypes from the original 

PPSV23 composition backbone, as shown in the graphic below: 

 

Pogona took a different approach, focusing not on the PPSV23 composition 

serotypes, but on aligning vaccine coverage with emerging invasive disease 

serotypes. Pogona took this approach based on the hypothesis of the ’757 patent 

inventors that the effectiveness of PCV13 and its inclusion in routine immunization 

schedules would result in the increased importance of non-PPSV23 serotypes. 

In the course of Pogona’s study of PCVs, Pogona’s inventors identified that 

the marketed and investigational PCVs at the time were likely to provide 

inadequate coverage against invasive pneumococcal disease (“IPD”), and 

identified a novel composition of pneumococcal serotypes currently causing IPD 
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that had not previously been included in any pneumococcal vaccine—whether 

polysaccharide or conjugate. The ’757 patent embodies these discoveries and 

covers the novel composition of pneumococcal serotypes that the ’757 patent’s 

inventors discovered.  

Pogona’s team worked for years on an improved PCV for the prevention of 

pneumococcal disease not currently covered by Prevnar 13. Specifically, Pogona’s 

team was working toward FDA approval of a vaccine containing a combination of 

serotypes claimed in the ’757 patent, which, based on current epidemiological 

surveillance, are the serotypes causing most invasive pneumococcal disease in 

adults, and which is a combination of serotypes different than those in Prevnar 13. 

Through this approach, Pogona developed the novel composition of serotypes 

described and claimed in the ’757 patent, including, for example: 

Claim 1: reciting selecting at least two unique serotypes from the 

group of serotypes 23A, 23B, and 35B—none of which are serotypes 

included in PPSV23. 

Claim 12: depending from claim 1 and reciting further selecting at 

least one additional serotype from the group of serotypes 6C, 8, 9N, 

10A, 11A, 12F, 15A, 15B, 15C, 16F, 20A, 20B, 22F, and 34—of 

which 6C, 15A, 15F, 20A, 20B, and 34 are serotypes not included in 

PPSV23. 

Claims 13/14: depending from claim 1, wherein the selected serotypes 

comprise/consist of 6C, 9N, 15A, 15C, 16F, 23A, 23B, and 35B. 
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Pogona’s approach proved to be correct. Initially, the serotypes included in 

PCV13 accounted for approximately 85% of the PPSV23 serotypes that cause 

disease. As Pogona’s inventors predicted, the effectiveness of PCV13 resulted in a 

decrease in disease caused by the 13 PCV13 serotypes, from 75% in the late 1990s 

to 25% by 2016. Consequently, this decrease in the percentage of disease caused 

by PCV13 serotypes resulted in an increased rate of disease being caused by non-

PCV and non-PPSV23 serotypes, as shown in the graphic below: 

 

(Ex. 2008, 40.) 
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Over a year after the ’757 patent’s priority date—on October 26, 2017—the 

Center for Disease Control and Prevention’s (“CDC”) National Center for 

Immunization & Respiratory Diseases ranked the non-PCV13 serotypes causing 

invasive pneumococcal disease, as shown in the graphic below: 

 

(Ex. 2009, 9.) 

This is what the ’757 patent’s inventors understood—over a year earlier—

when they described and recited in claim 1 a vaccine reciting selecting at least two 

unique serotypes from the group of serotypes 23A, 35 B (top two non-PPSV23 

serotypes causing IPD in adults sixty-five and older), and 23B (top non-PPSV23 

serotype causing IPD in children under five years). Additionally, claim 12, which 

depends from claim 1, recites further selecting at least one additional serotype from 
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a group that includes the following additional serotypes from the CDC’s list: 

serotypes 9N, 10A, 11A, 12F, 15A, 15B, 15C, 16F, and 22F. 

Based on the CDC’s data, in a marked departure from decades of 

pharmaceutical companies developing new pneumococcal vaccines by conjugating 

additional serotypes from the original PPSV23 composition backbone, CDC 

advised the pharmaceutical industry in 2018 to update pneumococcal vaccine 

coverage in adults to include circulating serotypes. 

III. THE DIRECTOR SHOULD DENY INSTITUTION UNDER 
35 U.S.C. § 314(a) 

The PTAB Memo and 35 U.S.C. § 314(a) gives the Director discretion to 

deny institution of an IPR. The PTAB Memo also includes a non-exhaustive list of 

factors that may be raised in discretionary briefing. (PTAB Memo, 2–3.) In 

evaluating these factors, the Director’s decision should be based on “a holistic 

review of the facts and circumstances.” See USPTO, Interim Directory 

Discretionary Process, https://www.uspto.gov/patents/ptab/interim-director-

discretionary-process (last visited June 18, 2026). The factors shown below favor 

denial of the Petition.  

A. Settled Expectations in the ’757 Patent Warrant Discretionary 
Denial 

Due to the early priority date of the ’757 patent, it served as prior art to 

many other patent applications in the industry, including Petitioner’s own patents. 
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(See, e.g., Ex. 2004, 2; Ex. 2005, 2.) Despite knowing of the ’757 patent 

application for nearly nine years following meetings between Petitioner and Patent 

Owner’s predecessor entity, Petitioner did nothing until the ’757 patent claims had 

been in force for approximately five years, creating settled expectations for Patent 

Owner. 

The Director has repeatedly held that “Petitioner’s awareness of Patent 

Owner’s applications and failure to seek early review of the patents favors denial” 

of the Petition. iRhythm Techs., Inc. v. Welch Allyn, Inc., IPR2025-00363, -374, -

376, -377, -378, Paper 10, 3 (Acting Dir. June 6, 2025); see Murata Mfg. Co. LTD 

v. Georgia Tech Rsch. Corp., IPR2025-00383, -384, Paper 14, 2–3 (Acting Dir. 

July 29, 2025) (denying Petition under 35 U.S.C. § 314(a) and holding that where 

Petitioner was aware of Patent Owner’s involvement in the space and/or patent 

“for a significant amount of time before filing its Petition challenging Patent 

Owner’s patent[, a] failure to seek early review of the patent favors denial.”) 

Petitioner has been aware of the ’757 patent—in the form of its PCT 

application—for nearly nine years. Specifically, on October 25, 2017, individuals 

representing Liffey/Vax Ltd. (“Liffey”)—a precursor to Pogona—met with Merck 

to discuss Liffey’s development progress and IP related to their expanded coverage 

PCV. During this meeting, Liffey informed Merck of its Patent Application 

number PCT/US2017/025621—which later issued as the ’757 patent—and that its 
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patent application covers 1) major contributing serotypes to antimicrobial 

resistance; (2) serotype 20B vaccine composition; and 3) polysaccharide structures 

for serotypes 23A and 23B. (Ex. 2001, ¶ 3.) Merck did not choose to license 

Liffey’s IP or partner with Liffey following this meeting. Liffey, and its 

subsequent entities, continued to develop its improved PCV and prosecute the ’757 

patent. 

Years later, in 2021, after hearing Dr. Bruce Forrest, inventor of the ’757 

patent, speak about PCV clinical trials, Merck’s Senior Principal Scientist, Dr. 

Julie Skinner, extended an invitation to Dr. Forrest to participate in an event. In 

response to this invitation, on February 10, 2021, Dr. Forrest responded in part by 

stating: “Full disclosure … I do hold patent applications in the field of expanded 

coverage pneumococcal conjugate vaccines, and in a former existence Merck was 

involved in due diligence on that IP.” (Ex. 2002, 4.) Dr. Forrest participated with 

Dr. Skinner and others on Merck’s advisory panel for their next-generation 

pneumococcal vaccine program, V116. 

On July 13, 2021, U.S. Patent Number 11,058,757 was granted. After this 

grant, Dr. Forrest’s company began the process of raising funds to develop a next-

generation PCV from his company’s IP. Dr. Forrest’s company had also been 

contacted by several firms interested in exploring the company’s willingness to 

consider licensing its IP. As a result, Dr. Forrest contacted Merck to explore 
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whether Merck had an interest in developing a next-generation PCV composition 

based on the IP developed by Dr. Forrest and his colleagues. (Ex. 2001, ¶ 3.) 

On October 10, 2021, after participating with Dr. Skinner on Merck’s 

advisory panel for their next gen. pneumococcal vaccine program, V116, Dr. 

Forrest again discussed his IPR with Merck’s Dr. Skinner, stating:  

As I had declared before, I have been developing IP around next 

generation PCV compositions….As you might recall, Merck explored 

some of this IP back in 2018 where we were looking to [] develop it in 

Liffey Biotech Limited….Since then, the IP is now in Pogona, LLC, 

and we have one patent now granted in August, expecting the 

allowance of a second patent this year, and we are beginning the 

process of generating divisional filing etc. to expand on the original 

applications and PCT filings….I have attached the issued patent, and 

additional patent application numbers….US Patent Grant: 

US11058757 Priority Date: 03/31/2016. 

(Ex. 2002, 1–2.) 

On October 11, 2021, Dr. Forrest also wrote a similar message to Merck’s 

Stephen de Laszlo, Executive Director Strategic Licensing and Acquisition. (Ex. 

2003, 1.) On October 15, 2021, Merck’s Dr. Skinner wrote that “[w]e’ve reviewed 

the Pogona, LLC PCV IP with our IP counsel and do not have any interest in the IP 

at this time.” (Ex. 2002, 1.) 
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These facts weigh in favor of denial. See JinkoSolar Co. v. LONGi Green 

Energy Tech. Co., IPR2025-00859, Paper 10, 3 (Acting Dir. Sept. 3, 2025) 

(denying Petition under 35 U.S.C. § 314(a) where “Petitioner has been aware of 

the published application for the challenged patent since at least 2016, when the 

application was listed on a search report during prosecution of one of Petitioner’s 

Chinese patent applications.”); Belden Inc. & PPC Broadband, Inc. v. 

CommScope, Inc. of N. Carolina, IPR2025-00833, Paper 13, 2 (Acting Dir. Sept. 

12, 2025) (denying Petition under 35 U.S.C. § 314(a) where “Petitioner has been 

aware of the challenged patent since at least 2022”); Google LLC v. SoundClear 

Techs. LLC, IPR2025-00344, -345, Paper 15, 2–3 (Acting Dir. Aug. 4, 2025) 

(denying Petition under 35 U.S.C. § 314(a) where Petitioner’s knowledge of the 

challenged patents since 2019 creates strong settled expectations); Amazon.com, 

Inc. v. SoundClear Techs. LLC, IPR2025-01067, -1080, -1096, Paper 15, 2 (Dir. 

Oct. 17, 2025) (denying Petition under 35 U.S.C. § 314(a) as Petitioner’s 

knowledge of the challenged patent since 2018 creates strong settled expectations). 

Additionally, the ’757 patent claims have been in force for nearly five 

years—since July 2021. “Although there is no bright-line rule on when 

expectations become settled, in general, the longer the patent has been in force, the 

more settled expectations should be.”  Dabico Airport Sols. Inc. v. AXA Power 

ApS, IPR2025-00408, Paper 21, 3 (Acting Dir. June 18, 2025) (informative). 
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Indeed, the Director has found settled expectations in patents in force for as little as 

three years when the IPR Petition was filed. See Samsung Elecs. Co. & Samsung 

Elecs. Am., Inc. v. GenghisComm Holdings, LLC, IPR2025-00780, -781, Paper 11, 

2 (Acting Dir. Aug. 22, 2025) and Samsung Elecs. Co. & Samsung Elecs. Am., Inc. 

v. GenghisComm Holdings, LLC, IPR2025-00792, -793, Paper 12, 2 (Acting Dir. 

Aug. 22, 2025) (holding that there were “strong settled expectations for Patent 

Owner” and that “essentially the same discretionary considerations” that existed 

for patents “in force for approximately eight and six years,” existed with respect to 

patents that issued in July and August of 2022, such that the Petitions for these 

patents was denied under 35 U.S.C. § 314(a)). By the time a patent has been in 

force for six years, the Director has repeatedly found “strong settled expectations” 

for Patent Owner. Amgen Inc. v. Bristol-Myers Squibb Co., IPR2025-00601, -602, 

-603, Paper 9, 3 (Acting Dir. July 24, 2025) (informative) (denying Petitions under 

35 U.S.C. § 314(a) for patents in force for six years, “creating strong settled 

expectations for Patent Owner”); Kahoot! AS v. Interstellar Inc., IPR2025-00696, 

Paper 12 (Acting Dir. July 31, 2025) (similar); Samsung, IPR2025-00780, -781, 

Paper 11, 2 (similar); Yangtze Memory Techs. Co. v. Micron Tech., Inc., IPR2025-

00498, -499, -500, -501, Paper 11 (Acting Dir. Aug. 14, 2025) (similar); HS 

Hyosung Adv. Materials Corp. v. Kolon Indus., Inc., IPR2025-00662, -663, -664, 

Paper 12 (Acting Dir. Aug. 14, 2025) (similar); Adv. Micro Devices, Inc. v. Adv. 
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Cluster Sys., Inc., IPR2025-00862, -863, Paper 14 (Acting Dir. Sept. 3, 2025) 

(similar); Intel Corp. v. Adv. Cluster Sys., Inc., IPR2025-00794, -795, Paper 13 

(Acting Dir. Aug. 14, 2025) (similar). 

Additionally, the Director has held that “there may be good reasons why a 

patent owner has strong settled expectations in a patent that has only been in force 

for [only] three years, for example an explanation of how an extraordinary amount 

of investment, time, and resources dedicated to research, development, trials, and 

regulatory approval corelates to settled expectations.” Amgen, IPR2025-00601, -

602, -603, Paper 9, 2 (informative). This is the case here, except the ’757 claims 

have been in force for approximately five years, rather than three.  

In reliance on the ’757 patent application and later issued patent, the Patent 

Owner (or predecessor entities): (1) formed and consolidated corporate entities to 

develop a product from the ’757 patented invention, including hiring two Chief 

Executive Officers and a Head of Technical Operations; (2) licensed the Serotype 

6C patent family from the University of Alabama, Birmingham, in order to include 

this serotype in the claimed vaccine composition; (3) conducted licensing 

meetings, negotiations, and due diligence with numerous companies in the vaccine 

industry; (4) made and performed preclinical immunological evaluation of select 

pneumococcal serotype polysaccharide-conjugates; (5) partnered with numerous 

companies for vaccine development and manufacturing; (6) participated in 
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numerous investor meetings to obtain funding for vaccine development; (7) 

conducted manufacturing facility acquisition due diligence; (8) held a Type B Pre-

IND meeting with FDA concerning vaccine requirements for early clinical 

development and regulatory approval strategy; (9) incurred significant legal fees 

for patent prosecution, strategy, and licensing, and corporate work, and equity 

financing; and (10) incurred accounting fees. (Ex. 2001, ¶¶ 3–18.) Thus, Patent 

Owner has, through its actions, demonstrated strong settled expectations in its ’757 

patent. 

By delaying nearly nine years from the date it first became aware of the ’757 

application through meetings with Patent Owner’s predecessor, and approximately 

five years since the ’757 patent issued, Petitioner has created an implicit 

expectation between the parties, and an acquiescence as to the patentability of the 

claims of the ’757 patent. These settled expectations favor exercising discretion 

and denying this Petition. See Samsung Elecs., Co. v. W&Wsens Devices Inc., 

IPR2025-00995, -996, Paper 17, 2 (Dir. Oct. 17, 2025) (denying Petition under 35 

U.S.C. § 314(a) where “the challenged patents have been in force for 

approximately six years, creating settled expectations for Patent Owner[, and] 

Patent Owner provides evidence demonstrating Petitioner was aware of the 

challenged patents as early as 2020,” which “favors discretionary denial.”). 



17 

B. Other Fintiv Factors Weigh in Favor of Denial 

Other Fintiv factors also favor denying institution. See Apple Inc. v. Fintiv, 

Inc., IPR2020-00019, Paper 11 (PTAB Mar. 20, 2020). 

Factor 1 is neutral, as Merck has moved for a stay, but the briefing on that 

issue is ongoing and the Court has not yet ruled. (Ex. 2006.) With respect to factors 

2 and 3, while the district court case does not yet have a trial date, this proceeding 

would still not be consistent with the AIA’s objective to provide an effective and 

efficient alternative to litigation, as the ’757 patent is now subject to two separate 

IPR challenges, in addition to district court litigation. 

Factor 4 favors denial. Petitioner has not filed a Sotera stipulation in the 

district court for the art at issue. Further, petitioner seeks to join IPR2026-00189 

filed by Pfizer, but the Federal Circuit has held that a petitioner who joins an 

instituted IPR without independently raising its own grounds is “not statutorily 

estopped under § 315(e) from challenging the asserted claims . . . based on 

[grounds] which were not raised in the [joined] IPR and which could not have 

reasonably been raised by [the joining party].” Network-1 Techs., Inc. v. Hewlett-

Packard Co., 981 F.3d 1015, 1027 (Fed. Cir. 2020). This raises non-hypothetical 

“concerns of inefficiency and the possibility of conflicting decisions.” Fintiv, 

Paper 11, 12. See Pfizer Inc. v. Pogona, LLC, IPR2026-00189, Paper 3, 17–18, 50, 

53, 56 (PTAB Dec. 23, 2025). 
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Factor 5 favors denial because Petitioner is the defendant in the district court 

litigation. 

Factor 6 favors denial because, as explained above, the Director has already 

denied a prior independent petition filed by Petitioner. See Merck, IPR2026-00221, 

Paper 14. The Director has repeatedly cautioned that AIA reviews must not be 

used as a vehicle for harassment, delay, or repeated attacks on the same patent. 

Congress was explicit on this point when it created the AIA review program: AIA 

reviews “should not be used ‘for harassment or a means to prevent market entry 

through repeated litigation and administrative attacks.’” Magnolia Med. Techs., 

Inc. v. Kurin, Inc., IPR2026-00097, Paper 17, 2 (Dir. May 14, 2026) (precedential) 

(quoting H.R. Rep. No. 112-98, at 48 (2011); citing S. Rep. No. 110-259, at 72 

(2008)). 

In Magnolia, Director Squires explained that “[n]otably, there also have 

been instances in which AIA reviews have been used for harassment, contrary to 

Congress’s intent,” and identified as one recurring form of that misuse the filing of 

“subsequent petitions for review” of a patent “even after [it has] been challenged 

unsuccessfully in district court, in the ITC, or at the Office.” Magnolia, IPR2026-

00097, Paper 17, 4. The present petition represents exactly the type of abusive, 

repeated, serial attack on patent rights that the Director has warned against. 
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IV. CONCLUSION 

For the reasons stated above, Patent Owner respectfully requests discretionary 

denial of the Petition. 
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