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This Court should not grant Edwards an exemption from the antitrust laws.  Defendants’ 

Opposition to Plaintiff’s Motion for Preliminary Injunction (“Opposition”) boils down to the 

claim that competition in the TAVR-AR device market would harm the public.  “Allegations that 

competition is not in the best interest of the [public] or an industry are not new to the courts,” 

and do not insulate an anticompetitive merger from searching review.  FTC v. Alliant 

Techsystems Inc., 808 F.Supp. 9, 23 (D.D.C. 1992).  No evidence supports Defendants’ position 

that a monopolistic Edwards would serve the public better than Edwards competing with 

JenaValve to provide the best TAVR-AR devices to a needy population.   

The FTC has shown a “likelihood of success on the merits,” FTC v. Sysco Corp., 113 

F.Supp.3d 1, 22 (D.D.C. 2015), and Defendants fail to rebut the FTC’s case.  First, their attempts 

to undermine the FTC’s market definition are legally flawed and factually unsupported.  Second, 

Defendants fail to persuade that Section 7’s bar on mergers that may “substantially [] lessen 

competition, or [] tend to create a monopoly” does not apply to the TAVR-AR device market.  

15 U.S.C. §18.  Third, Defendants ignore overwhelming evidence that the Proposed Transaction 

eliminates substantial competition between them, and their argument that foreign companies will 

fill the competitive void is erroneous.  Fourth, Defendants’ claim that the “transaction will save 

lives” lacks evidentiary basis and fails to meet legal requirements.  Finally, the equities of 

entering an injunction favor the FTC due to the strong public interest in effective enforcement of 

the antitrust laws. 

Defendants argue the “public interest” should allow Edwards to monopolize TAVR-AR 

devices in the United States because (1) it will purportedly save “thousands” of lives, and (2) it 

will somehow enhance competition.  But the plain language of Section 7, standard economic 

theory, Defendants’ documents, and common sense all agree the best way to bring live-saving 
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TAVR-AR devices to the most Americans at the lowest price point and at the highest quality is 

through competition.  See NCAA v. Bd. of Regents, 468 U.S. 85, 104 n.27 (1984) (“[T]he 

unrestrained interaction of competitive forces will yield the best allocation of our economic 

resources, the lowest prices, the highest quality and the greatest material progress….”).  The 

Supreme Court rejected companies’ “benevolent monopolist” arguments that convert trials into 

extended examinations of their “bona fides” to win exceptions to competition law.  See Nat’l 

Soc’y of Prof’l Eng’rs v. United States, 435 U.S. 679, 695-96 (1978) (“The judiciary 

cannot indirectly protect the public against [alleged] harm by conferring monopoly privileges 

on” defendants.). 

Edwards provides no citations for its assertions that acquiring JenaValve will save 

thousands of lives.  Edwards’  for Trilogy if it closes the transaction are not 

materially different from JenaValve’s .1  This is unsurprising because 

Edwards has  facilities.2  If 

Defendants truly thought their lives-saved claims would stand up to rigorous analysis, their 

economic expert, Dr. Elizabeth Bailey, would have produced such analysis.  She did not do so.3  

And if Defendants believe Edwards needs to own JenaValve to save patients’ lives, Edwards 

could have ensured that the transaction closed months ago by simply divesting JC Medical, as 

the FTC and JenaValve repeatedly requested.  Indeed, it could pursue that remedy even now. 

Though the Court should not entertain Defendants’ flailing firm defense because 

Defendants failed to plead it, Defendants’ avowals that JenaValve would crumble absent the 

 

1 See, e.g., PX1159-017  
2 PX7040 Bobo (Edwards) 35:4-20. 
3 See generally Bailey Report; PX7047 Bailey 196:12-197:4. 
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Proposed Transaction do not hold up.  JenaValve’s CEO rejected any suggestion that “without 

Edwards, JenaValve will not be able to proceed forward with commercializing Trilogy.”4  As a 

JenaValve board member wrote to the CEO after the FTC’s complaint, “you’re about to get FDA 

approval and you have the best product in your space….  JenaValve is about to either get 

acquired or go to market on its own and change lives.”5     

The Court should grant a preliminary injunction to pause this anticompetitive merger so 

the FTC can prove its case in the administrative proceeding scheduled for January 7, 2026.   

I. TAVR-AR Devices in the United States Is a Relevant Antitrust Market 

Defendants accuse the FTC of gerrymandering a product and geographic market.  Yet the 

FTC’s product market could not be simpler: TAVR-AR devices in the United States.  Defendants’ 

objections to the relevant market proceed along two main tracks.  First, Defendants argue the 

TAVR-AR device market “does not exist” because JenaValve’s and Edwards/JC Medical’s 

TAVR-AR devices have not yet obtained FDA approval.  Opp. 31.  Second, Defendants suggest 

there is a separate pre-market and/or innovation TAVR-AR device market that includes a variety 

of foreign device companies.  Opp. 6-7, 31-39.  This bifurcation of the TAVR-AR device market 

is unnecessary and distracts from the main purpose of market definition: to identify the “locus of 

competition.”6  United States v. Bertelsmann SE & Co., 646 F.Supp.3d 1, 24 (D.D.C. 2022).  

Ultimately, market definition is “a pragmatic, factual” analysis and “not a formal, legalistic one.”  

Brown Shoe v. United States, 370 U.S. 294, 336 (1962).7 

 

4 PX7021 Kilcoyne (JenaValve) 195:6-9. 
5 PX2282-001. 
6 The FTC’s Motion documented extensive competition between Defendants. Mot. 31-43.  
Courts delineate the bounds of a relevant market is by examining a company’s “own internal 
documents” to find who the “company viewed [] as being in active competition” with it.  
Illumina, Inc. v. FTC, 88 F.4th 1036, 1050 (5th Cir. 2023).   
7 Defendants fail to engage with the Brown Shoe factors entirely.     
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II. The Proposed Transaction Is an Illegal Merger 

A. Tend to Create a Monopoly 

Defendants assert that Section 7’s prohibition on mergers that may “tend to create a 

monopoly” only applies to vertical mergers, Opp. 21, but courts have applied it to both vertical 

and horizontal mergers.  See United States v. E.I. du Pont de Nemours & Co., 353 U.S. 586, 590-

91 (1957) (vertical); United States v. Bethlehem Steel Corp, 168 F.Supp. 576, 585 (S.D.N.Y. 

1958) (horizontal); United States v. Pennzoil Co., 252 F.Supp. 962, 972 (W.D. Pa. 1965) 

(horizontal); Alliant, 808 F.Supp. 9 (horizontal).  Defendants do not refute that the Proposed 

Transaction combines the only two TAVR-AR devices undergoing U.S. FDA clinical trials.  

Defendants contend, though, that this will not lead to a durable monopoly because “entry by 

numerous companies at a similar developmental stage as JC Medical…is eminently foreseeable,” 

presumably referring to foreign TAVR-AR device companies.  However, foreign TAVR-AR 

device companies are not at a “similar developmental stage” as Defendants because they have 

made no inroads to the U.S. market or amassed any clinical data that the FDA would consider 

viable.10 

B. Structural Presumption 

In disputing that the Philadelphia National Bank11 (“PNB”) presumption of 

anticompetitive effects applies to the Proposed Transaction, Defendants again note that their 

devices have not yet obtained FDA approval and, therefore, a market structure analysis is 

impossible.  Opp. 19-20.  Defendants do not identify any legal support for this position.  Indeed, 

several cases applied the structural presumption where a defendant did not actively earn 

 

10 See Kesselheim ¶¶89-91; . 
11 United States v. Philadelphia Nat. Bank, 374 U.S. 321 (1963). 
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commercial revenue in the relevant market.  In Polypore, the 11th Circuit applied the PNB 

presumption when Polypore, a manufacturer of SLI battery separators, acquired Microporous, a 

company that made a different kind of battery separator but was preparing to enter SLI battery 

separators.  686 F.3d at 1213-1216.  The 11th Circuit found the FTC properly applied the PNB 

presumption because it was a “merger to duopoly.”  Id. at 1216.  Likewise, the structural 

presumption has been applied to markets in which one defendant exited but its potential reentry 

was likely.  United States v. Aetna Inc., 240 F.Supp.3d 1, 75-80, 90 (D.D.C. 2017). 

“[P]recision in detail is less important than the accuracy of the broad picture presented.”  

Brown Shoe, 370 U.S. at 341, n.69.  “The FTC need not present market shares and HHI estimates 

with the precision of a NASA scientist.  The ‘closest available approximation’ will often do.”  

Sysco, 113 F.Supp.3d at 54-55 (citation omitted); see United States v. H&R Block, 833 F.Supp.2d 

36, 72 (D.D.C. 2011) (“A reliable, reasonable, close approximation of relevant market share data 

is sufficient[.]”).  Indeed, the D.C. Circuit affirmed a merger challenge in which the district court 

was “unable to calculate an HHI” in the relevant market, instead using a similar market as a 

proxy and noting the small number of competitors.  FTC v. PPG Industries, Inc., 798 F.2d 1500, 

1504-06 (D.C. Cir. 1986).  As shown in Dr. Wilson’s expert report, any method of computing 

market shares here confirms that the PNB presumption applies.  Mot. 29-30.    

C. Substantial Loss of Competition 

Defendants concede the Proposed Transaction is a merger of “close competitors,” as they 

must.  Opp. 35.  Defendants attempt to escape the implications of this admission by arguing that 
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(1) the Court should not worry about harm to competition “sometime in the future,” Opp. 34,12 

(2) foreign TAVR-AR companies provide a competitive constraint on Defendants, and (3) 

Edwards’ executives promise to continue innovating at “best speed.” Opp. 35-37.  None of these 

arguments withstand scrutiny.   

First, the FTC alleges that the Proposed Transaction will harm current competition in the 

TAVR-AR device market.  The FTC’s Motion extensively describes how Defendants compete 

today to develop better valves, expand their indications, accelerate their timelines, and entice 

clinical trial sites.  Mot. 34-46.  Regardless, courts assess the impacts of a merger on future 

competition.  PNB, 374 U.S. at 362 (Section 7 analysis “requires not merely an appraisal of the 

immediate impact of the merger upon competition, but a prediction of its impact upon 

competitive conditions in the future”) (quoting Brown Shoe, 370 U.S. at 317, 322); Aetna, 240 

F.Supp. 3d at 79 (“Analyzing the anticompetitive effects…necessarily ‘focus[es] on the future.’”) 

(quotation omitted).  Defendants’ documents describe the competitive harms the Proposed 

Transaction portends: reduced innovation speed, nonexistent pricing pressure, and the incentive 

to phase out either Trilogy or J-Valve.13  Mot. 31-43.     

 

12 Defendants’ reliance on Genzyme/Novazyme is misplaced.  First, Chairman Muris’ statement 
explained that antitrust enforcement can apply to pre-commercial firms.  Statement of Chairman 
Timothy J. Muris in the Matter of Genzyme Corporation/Novazyme Pharmaceuticals, Inc., 2, 
www.ftc.gov/system/files/attachments/press-releases/ftc-closes-its-investigation-genzyme-
corporations-2001-acquisition-novazyme-pharmaceuticals-inc./murisgenzymestmt.pdf 
(endorsing FTC consent decrees “in several pharmaceutical cases in which the merging parties 
had developed products that were in clinical trials but had not yet obtained FDA approval”).  
Second, both companies’ R&D efforts were in “early, preclinical” stage.  Id. at 8.  Here, 
JenaValve completed its clinical trials and is on the cusp of FDA approval; JC Medical has begun 
its pivotal trial.   
13 Defendants’ reference to the “potential competition” framework also misses the mark.  Opp. 
34.  The potential competition framework applies when a firm acquires a potential entrant who 
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Second, Defendants argue that Edwards will face competitive constraints from foreign 

TAVR-AR firms, minimizing the loss of competition from the Proposed Transaction.  Opp. 35-

36.  But Defendants’ documents are devoid of evidence that they view ex-U.S. companies as 

competitors.  Defendants frequently cite the Chinese company Jenscare, but the sole ordinary 

course document they cite says Jenscare’s entry to the U.S. market is “TBD.”14  Moreover, 

Jenscare’s TAVR-AR valve would not succeed in the United States even if it tried to make the 

leap; it is delivered transapically (meaning, directly inserted through the chest into the heart 

rather than through the femoral artery), a more invasive procedure that does not compete with 

transfemoral TAVR.15 

Defendants’ claim that foreign valves with non-FDA approved clinical data could take a 

“shortcut” to the U.S. market is wrong.16  Opp. 26.  Just look at Defendants.  Both JenaValve and 

JC Medical had foreign operations and clinical data before ramping up their U.S. operations, but 

both companies were obligated to perform significant preclinical work followed by extensive 

FDA clinical trials in the United States.17   

Defendants’ “fast follower” argument is pure conjecture, but even if a  

firm wanted to acquire a foreign TAVR-AR company and enter the market, it would still need to 

perform the expensive and time-consuming work the FDA requires before they could begin 

 

might compete in the relevant market in the future but does not yet provide competitive pressure.  
Yamaha Motor Co. v. FTC, 657 F.2d 971, 980-981 (8th Cir. 1981).  Defendants already compete 
in the TAVR-AR device market—there is nothing “potential” about it.   
14 DX-0197-15. 
15 PX7038 Kilcoyne (JenaValve 30(b)(6)) 128:17-129:22; 

 
16 See, e.g.,  Kesselheim ¶¶89-91. 
17 Mot. 20. 
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clinical trials and pose a competitive constraint.18  And Defendants’ claim that its success in 

TAVR-AS “validated” the market and convinced others to enter is similarly faulty; Medtronic 

acquired its TAVR-AS valve in 2009, two years before Edwards received FDA approval for its 

TAVR-AS valve.19   

Finally, Defendants ask the Court to credit the testimony of their executives that Edwards 

will not change its behavior after acquiring its closest competitor.  Opp. 36-37.  Courts have 

scrutinized “fortune-telling and hollow promises from company executives” of merging firms as 

“self-interested” and “self-serving statements.”  FTC v. Tapestry, Inc., 755 F.Supp.3d 386, 484-

85 (S.D.N.Y. 2024).  As a profit-maximizing firm with fiduciary duties to its shareholders, 

Edwards is unlikely to ignore economic incentives.  For example, in 2019 Edwards chose to 

discontinue a promising TAVR-AS valve, Centera, which would have treated the same patient 

population as its blockbuster Sapien valve.  Even though Centera “demonstrated excellent 

clinical outcomes and is performing well for patients,” Edwards refused the “time and resources 

required” to bring Centera to market.20    

Moreover, evidence belies claims that Edwards will not respond to changed incentives in 

the absence of competition.  Edwards planned to slow or stop JenaValve’s ARTIST trial if it had 

closed the Proposed Transaction quickly.21  Edwards’ VP of Strategy testified that it was still 

“undetermined” whether Edwards will proceed with JenaValve’s large valve program.22  When 

 

18 Kesselheim ¶¶41-45, 59-60; see  
. 

19 PX7028 Larkin (Medtronic) 26:13-27:1; PX7040 Bobo (Edwards) 199:3-16. 
20 Edwards, Edwards Lifesciences Reports Second Quarter Results, 
https://www.edwards.com/newsroom/news/2019-07-23-edwards-lifesciences-reports-second-
quarter-result-8c28a70; PX7011 McCabe (KOL) 60:3-61:16. 
21 Mot. 34-35. 
22 PX7026 Bierman (Edwards) 193:7-18. 
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planning JC Medical’s future, documents show Edwards plans to “accelerate” the program if the 

JenaValve transaction falls through.23  The record accords with what economic literature teaches: 

what’s best for a monopolist is not what’s best for the public.24 

III. No Efficiencies, Equities, or the “Public Interest” Justify Denying a Preliminary 
Injunction 

Defendants’ assertions that the transaction will save lives and accelerate 

commercialization are claims that the Proposed Transaction will increase output—an efficiency.  

The “efficiencies defense” argues “the merger will generate significant efficiencies and thus 

enhance the merged firm’s ability and incentive to compete, which may result in lower prices, 

improved quality, enhanced service, or new products.”  Tapestry, 755 F.Supp.3d at 480 

(quotation omitted).  This Circuit and others have consistently applied the efficiencies legal 

framework to assess “procompetitive benefits” in hospital, consumer product, health insurance, 

and R&D life sciences mergers, among others.  See, e.g., United States v. Anthem, Inc., 855 F.3d 

345, 356-67 (D.C. Cir. 2024); FTC v. Hackensack Meridian Health, Inc., 30 F.4th 160, 175-76 

(3d Cir. 2022) (concluding defendants’ “procompetitive benefits argument [was] an efficiencies 

defense”); FTC v. H. J. Heinz Co., 246 F.3d 708, 720-22 (D.D.C. 2001); Illumina, 88 F.4th at 

1059-61.  Defendants hope that dressing up their efficiencies claims as equities or 

procompetitive benefits will enable them to avoid the applicable legal standard, which demands 

rigor and verifiable evidence.  See, e.g., Sysco, 113 F.Supp.3d at 82; H&R Block, 833 F.Supp.2d 

at 89.  Nonetheless, whether analyzed as efficiencies, equities, or “procompetitive benefits,” 

Defendants’ evidence falls short.   

 

23 PX1016-001. 
24 Wilson Reply §V. 
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A. Defendants’ “Procompetitive Benefits” Do Not Meet the Efficiencies Standard 

Courts assessing an efficiencies defense require defendants to establish that such 

efficiencies be cognizable, verifiable, merger specific, and likely to be passed through to 

consumers.  Sysco, 113 F.Supp.3d at 82; Illumina, 88 F.4th at 1059-61 (“At bottom, an efficiency 

defense is very difficult to establish.”).  Defendants, however, do not attempt to verify or 

calculate any claimed benefit from the Proposed Transaction. 

Defendants ignore the D.C. Circuit’s command that courts “must undertake a rigorous 

analysis of the kinds of efficiencies being urged by the parties to ensure that those ‘efficiencies’ 

represent more than mere speculation and promises about post-merger behavior.”  Heinz, 246 

F.3d at 721.  To establish verifiability, defendants must “‘substantiate efficiency claims’ so that it 

is possible to ‘verify by reasonable means the likelihood and magnitude of each asserted 

efficiency, how and when each would be achieved (and any costs of doing so), how each would 

enhance the merged firm’s incentive and ability to compete, and why each would be merger 

specific.’”  H&R Block, 833 F.Supp.2d at 89 (quotation omitted).  Defendants cannot rely on the 

“estimation and judgment of” their executives.  H&R Block, 833 F.Supp.2d at 91.  Instead, they 

must supply “independent verification” of purported efficiencies.  See Wilhelmsen, 341 

F.Supp.3d at 73.  

Neither of Defendants’ experts used the words “verify,” “verifiable,” or “verified” in 

their reports.  Neither of Defendants’ experts modeled or quantified the “likelihood and 

magnitude of each asserted efficiency” or estimated “when each [efficiency] would be achieved 

(and any costs of doing so),” as required to substantiate efficiencies.  See H&R Block, 833 

F.Supp.3d at 89 (emphasis added); FTC v. IQVIA Holdings Inc., 710 F.Supp.3d 329, 399 

(S.D.N.Y. 2024) (rejecting “subjective, nonquantifiable claims of efficiencies”).  Additionally, 
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Edwards’ Rule 30(b)(6) witness confirmed that no one has verified the assumptions underlying 

its efficiencies claims.25 

Despite Defendants’ repeated assertions that the Transaction will save lives, Defendants’ 

own economic expert does not attempt to calculate, verify, or perform a “lives saved” analysis.26  

In Illumina, the Fifth Circuit rejected the merging parties’ “saved lives” analysis as unverifiable 

when the parties failed to provide “an underlying model, including the assumptions upon which 

it was based.”  Illumina, 88 F.4th at 1060.   

Recently, perhaps to evade courts’ scrutiny of efficiencies claims, merging parties have 

tried to disguise efficiencies defenses by labeling them “procompetitive benefits.”  See, e.g., 

Hackensack, 30 F.4th at 175-76.  But courts have rejected such sleights of hand because “the 

argument that procompetitive effects must simply be weighed in the balance together with 

anticompetitive effects when considering whether the defendants have rebutted the plaintiff’s 

prima facie case is an efficiencies defense.”  Tapestry, 755 F.Supp.3d at 481 (emphasis in 

original) (cleaned up). 

Holding Defendants to the proper legal standard is vitally important here, where Edwards 

would be the sole remaining TAVR-AR device company for the foreseeable future.  The D.C. 

Circuit provides that cases with “high market concentration levels…require, in rebuttal, proof of 

extraordinary efficiencies.”  Heinz, 246 F.3d at 720. 

 

25 PX7040 Bobo (Edwards 30(b)(6)) 77:15-78:19. 
26 PX7047 Bailey 196:25-197:4 (“Q: And so do you have an opinion one way or the other as to 
whether the proposed transaction will save lives?  A: It’s just not something that I—I’ve 
tabulated in my report.”).  The FTC moved to exclude evidence related to any unverified 
calculation of lives saved (Dkt. 149). 
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when approving the transaction).  And Edwards’  

.29 

In contrast with Edwards’ claims  

 

 

 

”30  Edwards Corporate Vice President Don Bobo  

.31  

This is consistent with  

.32 

2. Defendants Lack Integration Plans and Their Relationship Is 
Strained 

A financial analysis concluded that Edwards “should not count on synergies occurring” 

and “[a]ny synergies may be offset by additional integration costs.”33  Edwards has no “concrete 

integration plans” for JenaValve.34  See United States v. Anthem, Inc., 236 F.Supp.3d 171, 245 

(D.D.C. 2017) (rejecting efficiencies claims, noting “Anthem’s internal documents make it clear 

that the effort has not yet proceeded from general ‘high level’ planning to the essential process of 

detailing actual strategies and ‘budget level’ initiatives.”).  Edwards’ head of integration for 

 

29 PX7040 Bobo (Edwards) 114:4-115:10. 
30 PX1307. 
31 PX7040 Bobo (Edwards) 35:4-12. 
32 PX7022 Concepcion (Edwards) 30:18-19. 
33 PX1587-005. 
34 PX7019 Wood (Edwards) 87:9–12; PX7041 Sharma (Edwards) 154:2-4 (“[W]e don’t have 
enough detailed information to go and create detailed plans as a business unit.”); 154-8-12 
(testifying THV lacks information to build out the commercialization workstream for JenaValve). 

Case 1:25-cv-02569-RC     Document 170     Filed 12/16/25     Page 18 of 29



 

15 
 

global supply chain referred to integrating JenaValve as “the shitstorm we are headed for.”35  See 

Anthem, 236 F.Supp.3d at 245 (in rejecting efficiencies claims, noting integration would take “a 

Herculean effort”).  He testified about several “open questions”  that 

Defendants nonetheless assume Edwards will improve.36  And JenaValve’s CEO testified that 

there is not a process “to integrate JenaValve into Edwards,” and had no “discussions with 

anyone at Edwards about integration planning.”37  Defendants are thus asking the Court to credit 

efficiencies that they have not even assessed, much less verified.   

Moreover, a “record contain[ing] compelling evidence of the deterioration of the merging 

parties’ relationship” is instructive for assessing cognizability.  See Anthem, 236 F.Supp.3d at 

245-46 (detailing disagreements between the merging parties, including letters accusing the other 

of breaching the merger agreement).  Such a record exists here.  Defendants’ relationship has 

soured to the point that each has threatened lawsuits, with JenaValve accusing Edwards of 

leaving it in “purgatory” following its “misleading J-Valve acquisition” and demanding a J-Valve 

divestiture.38  Edwards responded with two demand letters ordering JenaValve to drop its 

divestiture requests and threatening to cut off JenaValve’s funding.39  It is little wonder that, 

following the FTC’s complaint, JenaValve’s CEO worried about a “flight risk situation brewing” 

because employees “don’t trust [Edwards] and don’t…want to work there anyway.”40 

Altogether, this collection of evidence contradicts Defendants’ assertions of 

procompetitive benefits and undermines conflicting testimony as made-for-litigation promises.  

 

35 PX1335-004. 
36 PX7024 Walls (Edwards) 156:9-162:13 (discussing PX1303-012, 023). 
37 PX7021 Kilcoyne (JenaValve) 171:1-6. 
38 PX2373.   
39 PX2372; PX2473. 
40 PX2282-002. 
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See Areeda & Hovenkamp ¶970a (“[B]oth prior to and when defending a merger firms tend to 

exaggerate the magnitude of efficiencies that can be realized from a merger.”).  Courts recognize 

the “extremely limited” value of evidence created while a lawsuit is “threatened or pending,” 

United States v. Gen. Dynamics Corp., 415 U.S. 486, 504-05 (1974), which can be “dripping 

with motivations to misrepresent,” Certain Underwriters at Lloyd’s, London v. Sinkovich, 232 

F.3d 200, 204 n.2 (4th Cir. 2000); see also Aetna, 240 F.Supp.3d at 80-81.  

3. Defendants’ Claimed Innovation Efficiencies Are Unverified Made-
For-Litigation Marketing  

Defendants vaguely assert that “the merger will enhance innovation” and develop a next-

generation treatment that neither JC Medical nor JenaValve could create on its own.  Defendants’ 

offer no factual basis for these assertions, and this Circuit has referred to such claims as “often a 

speculative proposition.”  Heinz, 246 F.3d at 722-23 (citing 4A Areeda, et al. ¶975g (describing 

the “truly formidable” “proof problems” in establishing innovation efficiencies)).  Similarly, the 

court in CCC Holdings rejected an argument that “the merged entity will spend considerably 

more on new product research and development than the two companies spend individually,” 

because the acquiror “could already afford to increase R & D funding on its own if its 

shareholders were willing to trade off their return….  There is no reason to believe that the 

merger will eliminate this pervasive problem.”  605 F.Supp.2d 26, 75 (D.D.C. 2009) (internal 

citations and quotations omitted).  

Here, Edwards’ CEO testified regarding Edwards’ pre-merger R&D expenditures, “we 

cannot go higher than that or I’m going to be killed by investors….  I don’t want to increase that 

or the shareholders will kill me.”41  Internally, Edwards’ notes it has  

 

41 PX7009 Zovighian (Edwards) 67:7-67:19. 
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.”42   

.43  See Staples, 970 F.Supp. 

at 1089.  Internal Edwards documents state that it plans to make “[l]imited design iterations” to 

JenaValve’s product.44  

4. Edwards Has Struggled Developing TAVR-AR Devices 

Edwards avows that it is the “leading innovator in heart-valve devices,” Opp. 7, but its 

record with TAVR-AR devices has disappointed.45  Initially, it tried and failed to develop a 

TAVR-AR product internally.46  After acquiring JC Medical, and despite allegedly  

 

.47  Opp. 14.  In 

short, Edwards’ promises that it will accelerate JenaValve’s development hardly guarantee 

success. 

Defendants and their experts draw from Edwards’ history with a different device, TAVR-

AS, yet this district found past performance unconvincing when weighing efficiencies.  See FTC 

v. Wilh. Wilhelmsen Holding ASA, 341 F.Supp.3d 27, 73 (D.D.C. 2018) (“reference to the 

merging parties’ past practices, managerial expertise and incentives, or internal verification 

processes” cannot “serve to substantiate any efficiencies.”).     

 

42 PX1003. 
43 PX1159.   
44 PX1316-011. 
45 Wilson ¶¶53-54. 
46 PX7009 Zovighian (Edwards) 139:17-140:21; PX7026 Bierman (Edwards) 61:7-9.  
47 PX1308-001.  
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5. Defendants’ Claims Are Not Merger Specific 

To the extent Defendants’ proposed efficiencies can be achieved at all, this 

anticompetitive merger is not a necessary catalyst.  See, e.g., FTC v. Cardinal Health, Inc., 12 

F.Supp.2d 34, 62 (D.D.C. 1998) (“[E]fficiencies, no matter how great, should not be considered 

if they could also be accomplished without a merger”).  While increased resources would 

undoubtedly benefit JenaValve, such resources would prove equally valuable coming from a 

non-Edwards source.  Any large medical device manufacturer could provide similar funding, 

FDA expertise, and clinical salesforces.48  Moreover, an injection of funds through further 

outside investment or an Initial Public Offering would also enable JenaValve to reach its goals.49 

IV. A Standalone JenaValve Can Succeed 

Defendants’ claim that JenaValve is financially distressed and poorly run is a so-called 

“weakened competitor” argument, the “Hail Mary pass of presumptively doomed mergers.”  

Aetna, 240 F.Supp.3d at 92; see Mot. 40 (collecting cases).  Courts reject this defense when “it is 

not certain” that the weakness of a weakened firm “cannot be resolved through new financing or 

acquisition by other than a leading competitor.”  FTC v. Univ. Health, 938 F.2d 1206, 1221 (11th 

Cir. 1991).  Since Defendants’ Opposition does not contest that Defendants waived this defense, 

it is waived.   

Evidence indicates that JenaValve will compete, earn revenues, and innovate, regardless 

of whether Edwards acquires it.50  JenaValve has detailed commercial launch plans for its 

imminent FDA approval.51  JenaValve’s head of market access confirmed it is “preparing for 

 

48 See PX2146-001, 011. 
49 PX2020-009. 
50 See PX7021 Kilcoyne (JenaValve) 195:6-9 (testifying JenaValve will commercialize whether it 
is acquired or not). 
51 PX2006-019-21 (presenting commercialization plans and forecasts to board of directors). 
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launch” of Trilogy—“that engine is rumbling,”52 and JenaValve expects  

upon commercial launch.53  JenaValve projects that after Trilogy’s FDA approval, its 

cash flow from U.S. sales “would cover our monthly cash requirements….  The future is bright 

under that scenario.”54  JenaValve projects sales over  in the U.S. and  

globally by 2028.55 

Additionally, JenaValve is preparing alternative financing if the acquisition never closes.  

On August 8, 2025, a JenaValve board member summed up JenaValve’s non-Edwards path to 

CEO John Kilcoyne:  

[I]f EW isn’t allowed to acquire there are paths that are valuable.  The investment 
bankers are praying IPO is the path….  As you and I have discussed, you’re about 
to get FDA approval and you have the best product in your space.…  JenaValve is 
about to either get acquired or go to market on its own and change lives.  The 
Company’s value is also about to go up dramatically after market launch.56  

 
This board member also reassured him, “Bain Capital and others are backing the company and 

everything is fine financially.”57  Likewise, on May 30, 2025, JenaValve’s CEO laid out 

JenaValve’s path forward: “In the event the FTC doesn't approve the deal, we are planning 

several contingencies. One of our contingencies is an IPO.”58  Document after document shows 

 

52 PX7025 Darby (JenaValve) 30:15-31:8.  
53 PX7025 Darby (JenaValve) 69:10-15.  
54 PX2307-001.  
55 PX2461-002. 
56 PX2282-001.  
57 PX2282-001. 
58 PX2418-001. 
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V. Equities Support Enjoining the Proposed Transaction 

Defendants open their Opposition with an erroneous claim about the relevant legal 

standard: “The Court must decide what is in the ‘public interest,’ 15 U.S.C. §53(b), by 

comparing the world with the proposed transaction against the world without the proposed 

transaction.”  Opp. 1.68   Defendants misstate the law.  In assessing the equities, courts “consider 

whether the injunction, not the merger, would be in the public interest.”  FTC v. Penn State 

Hershey Med. Ctr., 838 F.3d 327, 353 (3d Cir. 2016).  Defendants’ claimed merger benefits are 

therefore not cognizable as public equities.  Moreover, while denying a preliminary injunction 

may prevent the FTC from “recreat[ing] pre-merger competition,” Heinz, 246 F.3d at 726, 

entering an injunction is not fatal to private efficiencies.  This is because defendants can 

consummate the merger if they succeed in the FTC’s administrative adjudication.  Penn State 

Hershey, 838 F.3d at 353 (“We see no reason why, if the merger makes economic sense now, it 

would not be equally sensible to consummate the merger following a FTC adjudication on the 

merits that finds the merger lawful.”); accord Heinz, 246 F.3d at 726.  This Court’s role is not to 

decide the ultimate merits of the merger—that is for the Commission in the administrative 

proceeding.  The “public interest” standard of Section 13(b) tasks this Court with the limited 

inquiry of whether to preserve the status quo while that proceeding plays out.  The focus on 

public equities therefore are the benefits to the public deriving from enforcement of the antitrust 

laws.  Heinz, 246 F.3d at 726.   

 

68 Defendants’ reliance on Weyerhauser is misplaced because the court permitted that transaction 
to close only if the merged firm “held separate” competing assets; the court still upheld equitable 
relief in the FTC’s favor.  FTC v. Weyerhouser Co., 665 F.2d 1072, 1074-75, 1085-86 (D.C. Cir. 
1981).   
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Several courts have rejected public interest pleas based on asserted efficiencies that failed 

the efficiencies standard.  See, e.g., Wilhelmsen, 341 F.Supp.3d at 74 (“Given the court’s finding 

that Defendants’ claimed efficiencies cannot be independently verified, the court cannot 

conclude on this record that those efficiencies outweigh the potential harm to the public resulting 

from further consolidation in the MWT industry.”); Cardinal Health, 12 F.Supp.2d at 68; FTC v. 

Kroger Co., 2024 WL 5053016, at *38 (D. Or. Dec. 10, 2024) (rejecting consideration of 

efficiencies as public equities because they were “neither merger-specific, nor verifiable”).  This 

Court should do the same.    

Defendants overlook the public interest in avoiding “scrambling of the eggs,” which 

courts have recognized as causing irreparable harm.  FTC v. Whole Foods Market, Inc., 548 F.3d 

1028, 1034 (D.C. Cir. 2008).  Indeed, Edwards justifies its refusal to divest JC Medical by 

claiming that disentangling JC Medical from Edwards would be impossible.69  Edwards’ 

inequitable actions also favor an injunction:  

,70 and Edwards hid the JC Medical 

acquisition from regulators by artificially deflating the nominal transaction value.71  In short, the 

equities do not favor Defendants.   

CONCLUSION 

For these reasons, the Commission respectfully requests that the Court grant a 

preliminary injunction. 

 

 

 

69 PX7040 Bobo (Edwards 163:13-23. 
70 Mot. 3-4; PX7035 Zovighian (Edwards) 98:13-99:9 (discussing PX1437-001).  
71 Mot. 1 n.2. 
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