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RELIEF REQUESTED AND GROUNDS FOR THE REQUESTED RELIEF 

Amgen respectfully requests that Hyclone’s Motion to Quash (“Motion”) be transferred to 

the underlying action in the District of New Jersey (“D.N.J.”).  Exceptional circumstances warrant 

transfer.  Several pending related cases were recently consolidated into a multidistrict litigation 

(“MDL”) in the D.N.J., where Hyclone’s motion should also be resolved.  In re Denosumab Pat. 

Litig., MDL No. 3138, ECF No. 35 (J.P.M.L. Feb. 6, 2025).  The D.N.J. has familiarity with the 

issues in the underlying complex patent litigation and has taken an active role in managing 

discovery and confidentiality issues across multiples related matters, including the present 

discovery disputes.  Indeed, the present subpoena issued from the MDL case pending in the D.N.J.   

The D.N.J. has in fact presided over a substantially similar third-party discovery dispute, 

the motion for which was filed by FujiFilm Irvine Scientific (“FISI”), after FISI’s motion was 

transferred from the C.D. Cal. to the D.N.J. last year.  See In re Subpoena to FujiFilm Irvine Sci., 

1:24-cv-08830-CPO-EAP (D.N.J.) (“FISI Subpoena Dispute”).  Any interest Hyclone has in local 

resolution of this matter is minimal, and certainly is not outweighed by the D.N.J.’s interest in 

consistent management of the MDL.  The same interests in efficiency and consistency that 

informed the MDL decision to consolidate for purposes of discovery and that informed the C.D. 

Cal. court’s decision to transfer the FISI Subpoena Dispute to the D.N.J. also demonstrate that 

exceptional circumstances warrant transfer of this Motion.   

Hyclone has known since before it was served with the instant subpoena that the D.N.J. 

has substantial experience with these coordinated matters and is uniquely positioned to address the 

complex discovery and confidentiality issues that exist in the underlying MDL.  Indeed, in a related 

case in the MDL involving a different defendant, Amgen served Hyclone with a substantively 

similar subpoena to the instant subpoena, including Amgen’s request for the composition of 

Hyclone’s relevant cell culture media, 1:25-mc-00016 (D. Utah).  There, Hyclone filed a premature 

motion to quash that was nearly identical to the instant Motion, but which was later withdrawn due 

to the settlement of that underlying case.  However, during the meet-and-confers in that case and 

as part of the briefing of its motion to quash, Hyclone came to know that Amgen sought to transfer 
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Hyclone’s motion to the D.N.J, including because of the D.N.J.’s prior experience resolving the 

FISI Subpoena Dispute and the existence of the MDL.  Here, after Hyclone threatened to file a 

motion in response to the instant subpoena, Amgen reminded Hyclone that the proper venue in 

which to do so was the D.N.J.  ECF No. 1-1, Ex. C, at 113.  It is, therefore, improper that Hyclone 

rushed to file its Motion here on the same day it served its objections and responses, and without 

first meeting-and-conferring after providing Amgen with its objections and responses.  See ECF 

No. 1-1, Ex. B (dated May 14, 2025).  It is also telling that Hyclone’s Motion fails to address 

Amgen’s position on the issue of transfer to New Jersey.   

Absent transfer, Hyclone should be ordered to produce responsive documents.  The 

information sought, including the , is 

highly relevant to Amgen’s claims against Accord.  Hyclone’s allegations about the secrecy of  

 confirms that Amgen appropriately requested this information directly from 

Hyclone.  Hyclone does not, for example, contend that Amgen could obtain this information from 

Accord, and has not demonstrated any undue burden in producing what would likely be a very 

small volume of documents.  Amgen is also willing to defer other requests overlapping with those 

directed to Accord until that party discovery is exhausted, a position Hyclone knew from its 

experience with Amgen in the prior related case.  Amgen intended to reiterate this position to 

Hyclone in the meet-and-confer meeting.  But Hyclone eliminated that discussion by filing its 

Motion one day before the proposed meet-and-confer meeting.   

BACKGROUND 

Amgen has, so far, filed five patent-infringement suits under the Biologics Price 

Competition and Innovation Act (“the BPCIA”) prompted by the respective Defendants’ 

submissions to the U.S. Food and Drug Administration of abbreviated Biologics License 

Applications seeking approval to market biosimilar versions of Amgen’s Prolia® and XGEVA® 

therapeutics treatments for bone diseases before the expiration of Amgen’s related patents.  

Amgen filed the first of the five Prolia and XGEVA BPCIA actions on May 1, 2023, in the 

District of New Jersey, where Judge Christine O’Hearn presided over a six-day preliminary 
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injunction hearing before the matter was later resolved.  The four subsequent Prolia and XGEVA 

BPCIA actions were filed in 2024 in the District of New Jersey, the Northern District of Illinois, 

and the Eastern District of North Carolia.  Given the overlapping patents at issue and myriad 

common questions of fact present in the four subsequently filed BPCIA cases, in November 2024, 

Amgen filed a motion with the Judicial Panel on Multidistrict Litigation (“JPML”) seeking to 

centralize the four pending Prolia and XGEVA BPCIA matters in the District of New Jersey.   

On February 6, 2025, the JPML granted Amgen’s motion and issued an order transferring 

the Accord and Fresenius matters to New Jersey and assigning them to Judge O’Hearn for 

coordinated or consolidated pre-trial proceedings with the other Prolia and XGEVA BPCIA 

matters pending in New Jersey. See In re Denosumab, MDL No. 3138, ECF No. 35 (J.P.M.L. Feb. 

6, 2025).  The JPML concluded that centralization will “promote the just and efficient conduct of 

this litigation.”  Id.  The JPML further found that “common factual questions will include whether 

the proposed biosimilar products infringe the patents, the evidence related to claim construction, 

and patent validity considerations.”  Additionally, the JPML recognized that centralization would 

“avoid the risk of duplicative discovery,” and that “[a]llowing these actions to proceed before a 

judge who already has familiarity with the products at issue, relevant manufacturing processes and 

technologies, and previous litigation that already has involved overlapping discovery is likely to 

streamline resolution of the litigation.”  Id. at 2–3 (emphasis added).   

As Hyclone acknowledges, .  Because the 

 is essential, and highly relevant, to Amgen’s infringement 

claims against Accord, Amgen served requests  

on Hyclone on April 18, 2025.  See ECF No. 1-1, Ex. A (“Hyclone Subpoena”).   

Hyclone requested additional time to prepare its objections and responses, despite its 

existing familiarity with the requests at issue here and without providing a basis for its request.  

Nevertheless, Amgen agreed to two extensions for Hyclone—first until May 9, 2025, and then 

until May 14, 2025.  ECF No. 1-1, Ex. C, at 109, 120.  Nonetheless, Hyclone’s motion falsely 

asserts that Amgen “refus[ed] to agree to extensions for objections/compliance.”  ECF No. 1, at 3.  
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It is apparent, however, that Hyclone’s request for an extension was not based on Hyclone’s need 

for more time to investigate its response or the scope of documents it would produce, but served 

only to give Hyclone additional time to prepare its Motion to this Court.  As Hyclone’s Motion 

acknowledges, for example, it previously responded to an analogous subpoena from Amgen served 

in connection with a related case, Amgen Inc. v. Fresenius Kabi USA, LLC, C.A. No. 1:25-cv-

01080 (D.N.J.) (“Fresenius Subpoena Dispute”), and had moved to quash Amgen’s subpoena.  In 

fact, Hyclone’s present Motion is nearly identical to its prior motion to quash in the Fresenius 

Subpoena Dispute, repeating the same arguments almost verbatim.  As Amgen has learned, 

Hyclone’s written responses to the instant subpoena, served on Amgen mere hours before it filed 

its Motion, was also essentially a copy-and-paste effort that would not have required an extension 

of the May 2, 2025 response date set forth in the subpoena.   

Relatedly, Hyclone incorrectly asserts that “Amgen refused to meet-and-confer” and 

suggests that Amgen should have been required to do so before Hyclone served its responses and 

objections.  ECF 1, at 3.  First, Hyclone purportedly requested an extension because it was not 

prepared to respond by the May 2 date in the subpoena, or even after the two extensions to May 9 

and May 14 provided by Amgen.  ECF No. 1-1, Ex. C, at 113, 122.  Given Hyclone’s purported 

need for more time to respond, Amgen anticipated that Hyclone’s position would not be the same 

as the prior matter and expected Hyclone to identify potential disputes by providing their written 

objections and responses before a meet-and-confer.  Second, Amgen did, in fact, offer to meet and 

confer on May 15, 2025, telling Hyclone “we still think a meet and confer would be most 

productive once we receive your objections and responses (if any).”  ECF No. 1-1, Ex. C, at 106, 

108.  Hyclone declined, opting to file its Motion without first meeting-and-conferring.  Further, if 

Hyclone wanted to accelerate the meet-and-confer process, it had the option to serve its written 

objections and responses any time before May 14.     

These circumstances suggest that Hyclone was merely rushing to file its Motion, and 

merely sought a premature meet-and-confer to check a box before filing.  Indeed, Hyclone filed 
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its Motion without any prior notice to Amgen on May 14, 2025—one day prior to the date Amgen 

offered to meet-and-confer, and the same day Hyclone served its written objections.   

ARGUMENT 

I. TRANSFER TO THE D.N.J. OF ALL DISPUTES CONCERNING THE 
SUBPOENA IS WARRANTED UNDER FED. R. CIV. P. 45(f) 

Amgen respectfully asks the Court to transfer the present dispute to the MDL in the D.N.J. 

where pretrial proceedings have been consolidated.  Importantly, the underlying litigation is 

pending before a Judge whom the JPML found has familiarity with a “previous litigation that 

already has involved overlapping discovery,” and the MDL was created to, among other things, 

“avoid the risk of duplicative discovery” and “streamline resolution of the litigation.”  In re 

Denosumab, MDL No. 3138, ECF No. 35 at 2-3 (J.P.M.L. Feb. 6, 2025).  The D.N.J. has 

familiarity with the technology and discovery at issue, including its centrality to the infringement 

claims, has been tasked with efficiently coordinating and managing the pretrial aspects of several 

related cases pursuant to 28 U.S.C. § 1407, and has already ruled on a similar third-party discovery 

dispute.  The D.N.J. is also in the best position to address any confidentiality concerns with respect 

to Hyclone and among the various defendants.   

Transfer is appropriate under FRCP 45(f) because it will avoid disrupting the D.N.J.’s 

management of the underlying litigation and will avoid inconsistent rulings on the same or similar 

discovery issues across the MDL.  See Fed. R. Civ. P. 45(f) Advisory Committee’s Note to 2013 

Amendment (explaining that “transfer may be warranted [under Rule 45(F)] in order to avoid 

disrupting the issuing court’s management of the underlying litigation, as when that court has 

already ruled on issues presented by the motion or the same issues are likely to arise in discovery 

in many districts.”).  The aims of § 1407 and the considerations that warranted centralizing the 

MDL also counsel in favor of transferring Hyclone’s Motion to the D.N.J.—where Hyclone should 

have filed its Motion in the first instance. 
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A. Exceptional Circumstances, Including the D.N.J.’s Need to Coordinate All 
Pretrial Proceedings for the MDL Cases, Warrant Transfer  

Exceptional circumstances warrant transferring Amgen’s motion to the MDL in the D.N.J.  

The D.N.J. is better positioned to resolve this Motion and transfer will allow the D.N.J. to 

cohesively manage the MDL, ensure consistent rulings on discovery motions that present the same 

issues in Hyclone’s Motion, and promote judicial economy.  Conversely, adjudicating Hyclone’s 

Motion outside the D.N.J. risks interference with the cohesive management of the MDL by 

creating the potential for inconsistent rulings contrary to the express purpose of the MDL.  For 

example, the D.N.J. has already ruled on the FISI Subpoena Dispute, a similar discovery dispute 

that was transferred from California to New Jersey in August 2024, even prior to the MDL 

consolidation.  FISI Subpoena Dispute, ECF No. 24 (Order transferring dispute to D.N.J.). 

This court may transfer a motion under Federal Rule of Civil Procedure 45 if it “finds 

exceptional circumstances.”  Fed. R. Civ. P. 45(f).  The very type of exceptional circumstances 

contemplated by Rule 45 are present here.  Overall, the exceptionality assessment asks whether 

the issuing court is better poised to resolve the motion.  The advisory committee notes explain, for 

example, that “transfer may be warranted [under Rule 45(F)] in order to avoid disrupting the 

issuing court’s management of the underlying litigation, as when that court has already ruled on 

issues presented by the motion or the same issues are likely to arise in discovery in many districts.”  

Fed. R. Civ. P. 45(f) Advisory Committee’s Note to 2013 Amendment.  Additionally, “‘the Court 

must account for the complexity, procedural posture, duration of pendency, and the nature of the 

issues pending before, or already resolved by, the issuing court in the underlying litigation’ when 

considering if exceptional circumstances are present.”  Fortson v. Garrison Prop. & Cas. Ins. Co., 

No. 2:21-mc-00588, 2022 WL 111068, at *1 (D. Utah Jan. 12, 2022) (quoting Google, Inc. v. 

Digit. Citizens All., No. MC 15-00707 JEB/DAR, 2015 WL 4930979, at *2 (D.D.C. July 31, 

2015)); see also Hoog v. PetroQuest, LLC, 338 F.R.D. 515, 517 (S.D. Fla. 2021).   

First, the complexity of the underlying litigation demonstrates that transfer is appropriate 

and exceptional circumstances exist.  BPCIA cases, like this one, exist in a complicated area, both 

legally and scientifically, and have important consequences.  The Hyclone Subpoena seeks 
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information related to .  The D.N.J. 

is familiar with the complexity of the underlying litigation and is best situated to evaluate how 

discovery sought from Hyclone, including , fits into the 

asserted claims of patent infringement. The D.N.J. in fact has already addressed a similar discovery 

motion in connection with the FISI Subpoena Dispute.  FISI Subpoena Dispute, ECF No. 59, at 4.   

Further, the procedural posture here, in which the underlying litigation is a member of an 

MDL, presents an exceptional circumstance.  Because the D.N.J. is overseeing the MDL, it has 

been tasked with conducting the pretrial proceedings across these matters to “promote the just and 

efficient conduct of such actions.”  28 U.S.C. § 1407(a).  Rule 45(f) transfer is often appropriate 

where the issuing court has familiarity with a single underlying action, let alone the multiple 

actions at issue in this MDL.  See, e.g., Kronenberg v. Allstate Ins. Co., No. 2:21-mc-00587, 2022 

WL 12356, at *2 (D. Utah Jan. 13, 2022); Fortson, 2022 WL 111068, at *2.  Here, the MDL only 

amplifies the need to preserve the issuing court’s ability to manage the underlying cases without 

any negative impact on the judicial efficiencies served by the MDL’s centralization of the action.   

Indeed, the JPML concluded that centralization of the pending cases was warranted 

because, among other things, it would “avoid the risk of duplicative discovery,” and place the 

actions before a judge who has familiarity with a “previous litigation that already has involved 

overlapping discovery is likely to streamline resolution of the litigation.”  In re Denosumab, MDL 

No. 3138, ECF No. 35 at 2-3 (J.P.M.L. Feb. 6, 2025).  As such, the default Rule 45(f) 

considerations about disrupting the D.N.J.’s management of the underlying case are heightened 

here because of the MDL.  See, e.g., In re EpiPen (Epinephrine Injection, USP) Mktg., Sales Pracs. 

& Antitrust Litig., No. 17-MD-2785-DDC-TJJ, 2018 WL 2926581, at *3 (D. Kan. June 11, 2018) 

(“To enable this Court to fully exercise its power under § 1407, it is necessary to assume 

enforcement powers in relation to these [third-party] subpoenas.”); In re Broiler Chicken Grower 

Antitrust Litig., MDL No. 6:20-2977-RJS-CMR, 2022 WL 2812679, at *2 (E.D. Okla. Feb. 7, 

2022) (“While the court recognizes that Agri Stats is headquartered in Indiana [and] is not a party 

to this multi-district litigation . . . , in an effort to continue to streamline the litigation and avoid 
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undue delay or inconsistent results, the court will embrace the Motion under its authority . . . under 

28 U.S.C. § 1407(b).”).  The JPML has itself transferred third-party subpoenas to the central MDL 

court pursuant to § 1407 for similar reasons.  See In re Zantac (Ranitidine) Prods. Liab. Litig., 

MDL No. 2924, 2020 WL 12761382, at *2 (J.P.M.L Dec. 15, 2020) (describing Rule 45(f) as an 

“alternative means of transferring the subpoena action to the MDL” and ordering transfer because 

“[t]he subpoena action undoubtedly shares common factual questions with” the underlying MDL 

and concluding that absent transfer, there could be “challenges that may well be repeated with 

respect to other subpoenas . . . .”); In re: Online DVD Rental Antitrust Litig., 744 F. Supp. 2d 1378 

(J.P.M.L. 2010) (transferring a third-party subpoena dispute, concluding that “this litigation would 

be best served by allowing the transferee judge to determine the scope of discovery in the MDL” 

to “promote the just and efficient conduct of . . . the litigation as a whole . . . .”).   

Exceptional circumstances are also present because the D.N.J. “has already ruled on issues 

presented by the motion.”  See Fed. R. Civ. P. 45(f).  The D.N.J. has already evaluated and ruled 

on a similarly situated third-party subpoena dispute and is best situated to address confidentiality 

concerns.  See FISI Subpoena Dispute, ECF No. 59 at 2, 4; ECF No. 64; ECF No. 67.  Similar 

types of discovery are likely to be necessary across the MDL cases.  If transfer is denied, there 

would be the potential for the same or similar discovery issues to be resolved inconsistently by 

different district courts across the country.  That is an outcome that Rule 45(f) sought to avoid.  

See MBA Benefit Adm’rs, Inc. v. South Broward Hosp. Dist., No. 2:21-mc-677-HCN-JCB, 2022 

WL 303706, at *2 (D. Utah Jan. 13, 2022) (finding exceptional circumstances present because “the 

same or similar issues raised in MBA’s motion to quash . . . have already arisen in many district 

courts across the country”).  Put simply, the circumstances here fit squarely within any conception 

of exceptionality under Rule 45(f).   

B. Hyclone Will Not Be Burdened by Transfer of Its Motion 

In addition to the exceptional circumstances described above, transfer of this dispute to the 

D.N.J. will not impose any burden on Hyclone.  Hyclone is a large corporation that does business 

globally.  See Decl. of C. Ostrer, Ex. A (global region selection menu on website related to Hyclone 
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products).  Here, Hyclone is represented by sophisticated counsel (Wilmer Hale) located in New 

York and Boston, who are geographically closer to the D.N.J. than to Hyclone itself.  See ECF 

Nos. 5-7.  Courts have concluded that there was little risk of burdening third parties under similar 

circumstances.  See, e.g., Fortson, 2022 WL 111068, at *2 (Finding that the risk of burdening the 

nonparties was “low” where they were “large companies with national, or even a global, presence” 

and had “retained well-known law firms . . . with offices across the United States, that regularly 

litigate lawsuits in many courts across the nation.”).  Further supporting transfer, the D.N.J.’s local 

rules permit electronic filings, D.N.J. Civ. Rule 5.2, and telephonic hearings, D.N.J. Civ. Rule 

37.1.  See MBA Benefit Adm’rs, Inc., 2022 WL 303706, at *2 (finding that the lack of significant 

burden associated with transfer was “especially so given Rule 45(f)’s advisory committee note 

language encouraging judges, upon transfer, to permit telecommunications methods to minimalize 

the burden transfer imposes on nonparties”) (cleaned up).   

Any interest Hyclone may have in local resolution of this dispute “is outweighed by the 

interest in consistent legal rulings” and uniform coordination of the MDL.  See MBA Benefit 

Adm’rs, Inc., 2022 WL 303706, at *2 (“any interest MBA might have in obtaining a local 

resolution of its motion to quash is outweighed by the interest in consistent legal rulings”); 

Fortson, 2022 WL 111068, at *2 (“if any burden does exist imposed by transferring the motion, it 

is outweighed by the interest in obtaining an efficient and uniform resolution”).     

II. ALTERNATIVELY, IF THIS MOTION IS NOT TRANSFERRED, HYCLONE 
SHOULD BE ORDERED TO PRODUCE RESPONSIVE DOCUMENTS 

The Hyclone Subpoena is tailored to obtain limited, yet highly relevant discovery necessary 

for Amgen’s litigation against Accord.  Hyclone acknowledges that it  

 and that Amgen alleges infringement based on concentrations and 

ingredients in Accord’s cell culture media.  The D.N.J. has already ordered production of the same 

type of third-party discovery in a related matter under nearly identical circumstances.  FISI 

Subpoena Dispute, ECF No. 59 at 2, 4.  There too, the D.N.J. took appropriate steps to ensure that 

confidentiality concerns were adequately addressed.  See id. at ECF No. 67; ECF No. 71.  Hyclone 
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Date:  May 28, 2025 
/s/ Kenneth E. Horton  
Kenneth Horton 
 
Siegmund Y. Gutman (pro hac vice to be 
submitted) 
Gourdin Sirles (pro hac vice to be submitted) 
Chelsea L. Ostrer (pro hac vice to be submitted) 
MINTZ, LEVIN, COHN, FERRIS 
   GLOVSKY, AND POPEO, P.C. 
 
Attorneys for Subpoena-Issuing Parties Amgen Inc. 
and Amgen Manufacturing Limited LLC 
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CERTIFICATE OF SERVICE 

I hereby certify that, on May 28, 2025, copies of this document and any supporting 

documents were caused to be served on counsel of record via ECF and/or electronic mail. 

Date:  May 28, 2025 /s/ Kenneth E. Horton  
Kenneth Horton 
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