
Page 1 of 11 

UNITED STATES DISTRICT COURT 
NORTHERN DISTRICT OF ILLINOIS 

EASTERN DIVISION 
 

IN RE: TEPEZZA MARKETING, SALES 
PRACTICES, AND PRODUCTS LIABILITY 
LITIGATION, 

This Document Relates to All Cases 

No. 23 C 3568 
MDL No. 3079 

Judge Thomas M. Durkin 

The PLC’s Memorandum in Support of Proposed Bellwether Protocol 

The PLC respectfully requests that the Court enter the Protocol for Selection 

of Initial Bellwether Discovery Cases and Initial Bellwether Trial Cases attached as 

Exhibit 1. Entering this protocol now sets the stage for an efficient MDL that will 

serve the legitimate litigation interests of the Court and parties. Plaintiffs’ protocol 

is well tailored to ensure that the litigation proceeds on an efficient path. It does so 

by permitting specific and general discovery to proceed alongside Defendant’s 

proposed Rule 12 briefing on preemption. This approach avoids undue delay and 

protects all parties’ interest in the efficient resolution of Plaintiffs’ claims.  

BACKGROUND 

The proposed bellwether protocol furthers the efficient progression of this 

litigation. It sets a filing deadline for cases to be eligible for bellwether consideration. 

Plaintiffs who file a complaint on or before this deadline then have 30 days to provide 

Defendant with a substantially completed Plaintiff Profile Form (“PPF”),1 all medical 

records in Plaintiff’s or Plaintiff’s counsel’s possession, and medical-record 

 
1 Defendant has declined to engage in negotiations about a proposed bellwether protocol, 
including the content of the customary Plaintiff Fact Sheet or Plaintiff Profile Form. If the Court 
grants this motion, it should direct the parties to negotiate and develop a PPF that will provide 
information useful to the parties at this stage. 
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authorizations to permit Defendant to order any additional records. Thereafter, 

Plaintiffs have 30 days to select three bellwether discovery cases and Defendant has 

60 days to select three bellwether discovery cases. Any Rule 12(b)(6) motion practice 

as to the six selections is due within 30 days of the defense selections, including 

consolidated briefing on any common issues (e.g., preemption).   

Once the six bellwether discovery cases are selected, basic general discovery is 

to be produced by Defendant and fact discovery commences, which will include the 

service of a Plaintiff Fact Sheet (“PFS”), Defendant Fact Sheet (“DFS”), and the 

completion of the depositions of the six Plaintiffs, the medical provider(s) that 

prescribed Tepezza to Plaintiff, one medical provider that treated Plaintiff’s Tepezza-

related injury, and one sales representative from Defendant who interacted with each 

Plaintiff’s treating and/or prescribing physicians concerning Tepezza. The proposed 

protocol allocates a period of 150 days to complete this fact discovery on the six 

bellwether cases. As soon as the six bellwether discovery cases are selected, Plaintiffs’ 

protocol also permits Defendant to file any Rule 12(b)(6) motions as to any of those 

six cases.  

Phase two of the proposed bellwether protocol contemplates trimming the six 

bellwether discovery cases to three bellwether trial cases. Of those three cases, one is 

selected by the PLC, one by Defendant, and one by the Court following input from the 

parties on representativeness. Ultimately, the Court will also schedule the bellwether 

trials based on input from the parties. 
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ARGUMENT 

I. The bellwether process should be established now to facilitate 
efficiency throughout the case.  

Now is the ideal time for the Court to enter a bellwether plan. This MDL has 

been formed and leadership has been appointed to act on behalf of Plaintiffs 

collectively. A substantial number of cases are already filed (>50 as of this 

submission) and centralized in this Court. Given the early posture of the litigation, 

the Court should adopt a bellwether discovery and trial plan to ensure the efficient 

work-up and resolution of these cases. 

Ample guidance supports establishing a bellwether protocol early in litigation. 

Commenting on the adoption of bellwether protocols, the Manual for Complex 

Litigation (Fourth) notes: 

Judges often require the parties to submit detailed trial plans early in 
the case and to modify the plans as the case develops. Such plans assist 
the court and the parties in determining what issues, claims, and 
defenses may apply across groups and how to present the proof to a jury. 
If a mass tort litigation is to proceed by first adjudicating individual test 
cases, identification of those plaintiffs and discovery into their exposure 
and injury should occur at the earliest opportunity.  

Id. at § 22.93 at 463–64 (emphasis supplied). See also id. at § 22.316 at 360 (“The 

judge might also consider setting several individual cases on a schedule for pretrial 

motions, discovery, and trial as test cases, while holding other cases or claims in 

abeyance.” “Identifying and implementing such approaches promptly will avoid 

unnecessary delay.”). The Guidelines and Best Practices for Large and Mass-Tort 

MDLs, Bolch Judicial Institute, Duke Law School (Second) provides similar guidance:  

BEST PRACTICE 1C: At an early juncture, the parties and the 
transferee judge should collaboratively develop a discovery plan.  
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One of the most important (and daunting) jobs facing the MDL judge is 
the “efficient conduct of discovery.” (citation omitted). Thus, it is 
important for a transferee judge to engage counsel leadership at an early 
stage to develop a workable discovery plan. 

Id. at 5. See also id. at 6 (“the transferee judges found a clear consensus that a 

transferee judge needs to ‘do everything at once – the endgame, the start game, 

putting together a great PSC, and a discovery plan.”’ The Guidelines further note 

“[t]he judges recognized that this puts a heavy burden on the transferee judge in the 

early days of the MDL … but they felt that creating a solid infrastructure as part of 

a complete litigation plan is essential to success.”). 

These sources support the proposition that an early bellwether plan is vital to 

furthering the goals of multidistrict litigation. A bellwether protocol, like the one 

Plaintiffs propose, allows the court and parties to efficiently manage the litigation 

through all aspects of the case. In particular, Plaintiffs’ proposal allows Defendant to 

test Rule 12 motions; it allows discovery to proceed on both general causation and 

case-specific issues; it ensures that Rules 702 and 56 motion practice will occur 

simultaneously; and it allows for the ultimate selection of trial picks.  

Courts throughout this District routinely adopt a bellwether protocol before 

Rule 12 motion practice. For example, the PLC’s proposal is nearly identical to what 

Judge Pallmeyer adopted in In re: Abbott Laboratories, et al., Preterm Infant 

Nutrition Products Liability Litigation, MDL No. 3026, N.D. Ill. Case No. 1:22-cv-

00071, ECF No. 349.2 Judge Pallmeyer implemented a bellwether protocol early on 

 
2  At the prior CMC, Horizon argued the NEC MDL was “different” than this case because 
preemption was previously decided. Hr’g. Tr. at 40-41. Not so. Judge Pallmeyer’s Bellwether 
Protocol afforded Defendants the opportunity to file Rule 12 motions—which they did in several 
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that ordered the parties to select a limited number of representative cases for 

discovery work-up as bellwethers and linked Defendants’ Rule 12 motion practice to 

those selections. In short, the MDL will proceed more smoothly and efficiently with 

Plaintiffs’ protocol in place to guide discovery and Rule 12 briefing from the start. 

II. The proposed bellwether plan ensures efficient progression of the 
litigation. 

Plaintiffs’ protocol strikes the appropriate balance of ensuring the most 

efficient work-up of general discovery and case-specific bellwether discovery while 

also prioritizing expedited Rule 12(b)(6) motions by Defendant. In the discovery 

phase, Plaintiffs’ protocol serves the dual purpose of beginning discovery in a select 

set of cases while also permitting Defendant to test its preemption theories on 

dismissal motions that can be filed in any or all of those same six cases. The protocol 

will drive general discovery by tying the onset of case-specific bellwether discovery to 

the Defendant meeting basic general discovery milestones like producing its BLA file 

for Tepezza, providing relevant adverse event data, and making a substantial (but 

not necessarily complete) production of custodial data. The protocol then provides for 

a reasonable time (150 days) to complete core discovery on the six cases. 

Importantly, Plaintiffs’ protocol provides Defendant exactly what it has 

requested. While discussing Plaintiffs’ proposed bellwether protocol at the CMC on 

July 31, Defendant raised a single grievance with Plaintiffs’ bellwether protocol. 

Counsel for Defendant argued against Plaintiffs’ protocol because it did not, in 

 
cases. Those motions were resolved simultaneously while discovery on general and case-specific 
causation proceeded.   
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Defendant’s view, sufficiently expedite the briefing of its preemption arguments as to 

Plaintiffs’ failure-to-warn and design defect claims. See July 31, 2023 Hr’g Tr. at 

36:2–8. This concern, however, is resolved through Plaintiffs’ protocol and through 

the separate agreement to brief preemption as to design-defect claims in an even more 

expedited fashion (through the Williams briefing).  

First, Plaintiffs’ protocol permits the immediate filing of 12(b)(6) motions by 

Defendant on any or all of the six discovery cases. Plaintiffs’ proposal requires only a 

slight adjustment to Defendant’s preference, which is that the selected bellwethers 

will also be used to evaluate Defendants’ Rule 12 motions. The protocol additionally 

permits Defendant to select cases from 2020, 2021, and 2022, as it has specifically 

requested in prior discussions with Plaintiffs’ leadership and during the last status 

hearing. Id. at 42:9–13. Thus, Defendant gets precisely what it has requested as to 

the briefing of its preemption arguments on Plaintiffs’ failure-to-warn claims.  

Second, the Court has separately provided Defendant an expedited briefing 

schedule on the issue of design-defect preemption such that it will be completed by 

August 28. See id. at 52:7–23. Timing on preemption briefing on failure-to-warn 

claims will be resolved with the adoption of this bellwether protocol.  

Otherwise, Defendant has already agreed that the Court should proceed with 

a bellwether protocol: 

THE COURT: Well, I guess I’m asking -- I’ll ask the defense, are you – 
is it a matter of your agreeing to these selection of bellwether cases now 
or when you have adequate information to make a selection that favors 
you, just like they’re going to select four that favor them if four is the 
right number for each of you. I’m not sure what the proposal is on that. 
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But are you opposed to the idea in general, or just need more 
information? 

MS. HAMMOND: Well, no, Your Honor, we’re not opposed to the idea in 
general. 

Id. at 54:17–55:2. 
 
 Plaintiffs’ protocol satisfies Defendant’s desire for prompt Rule 12 briefing with 

the added benefit of not delaying discovery. Defendant has further conceded that such 

a protocol can reasonably include discovery occur on the same track as the briefing of 

its preemption arguments. See id. at 55:6–12. This is precisely the formula that 

Plaintiffs’ bellwether protocol follows.   

III. Defendant’s proposal will result in undue delay. 

Although Defendant has never submitted a counter to Plaintiffs’ proposed 

bellwether protocol (which the PLC transmitted to defense counsel on July 20), it is 

Plaintiffs’ understanding that Defendant seeks to begin this litigation by having its 

12(b)(6) motions decided before engaging in any meaningful discovery. This position 

is flawed for multiple reasons.  

First, it is contrary to the positions espoused by the Manual for Complex 

Litigation and the Duke Guidelines. As noted above, both authorities encourage the 

early adoption of discovery plans and bellwether protocols. Plaintiffs’ protocol follows 

this guidance, whereas delaying all discovery until Rule 12 briefing concludes ignores 

it in favor of an inefficient and one-sided approach that will only serve to unduly delay 

resolution of this litigation.   

Second, Defendant’s proposal improperly assumes that Rule 12 motion practice 

will resolve every case in this MDL. This notion is flawed. Delaying discovery until 
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after Rule 12 motion practice makes sense only if there is a substantial likelihood 

that such motions will resolve all pending claims in the MDL. If some of Plaintiffs 

claims survive under Rule 12, discovery will be necessary and bifurcating Rule 12 

motion practice from general and case-specific discovery will only cause delay.  

The undisputed facts here demonstrate that even under a scenario most 

favorable to Defendant, some cases will remain to be litigated following Rule 12 

motion practice. Defendant contends that Plaintiffs’ claims are preempted because it 

never possessed “newly acquired information” sufficient to trigger a requirement to 

alert the Food and Drug Administration (“FDA”) of a “Changes Being Effected” 

(“CBE”) to the Tepezza label alerting medical providers of the risk of permanent 

hearing impairment or loss. But on July 19, 2023, FDA approved the following label 

changes as a Section V warning:  

Hearing Impairment Including Hearing Loss: TEPEZZA may cause 
severe hearing impairment including hearing loss, which in some cases 
may be permanent. Assess patients’ hearing before, during, and after 
treatment with TEPEZZA and consider the benefit-risk of treatment 
with patients. 

See TEPEZZA Prescribing Information (revisions as of July 2023) (attached as Ex. 2). 

In short, the FDA approved the very warning Plaintiffs contend Defendant should 

have included. As detailed in the Williams sur-reply, Defendant had the power and 

obligation to strengthen the warning through the CBE process rather than waiting 

for FDA approval of the label change. See ECF 26 at PageID#: 484–87. Because the 

FDA did approve the label change, there is no preemption. 

Because there is no real argument that all Plaintiffs’ claims are preempted, 

discovery is a certainty—a point Defendant has already largely conceded. See Hr’g 
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Tr. at 55:22–56:24 (agreeing to produce BLA upon entry of protective order) and id. 

at 56:25–57:9 (agreeing to identify custodians by August 31). As such, Plaintiffs’ 

bellwether protocol, which provides Defendant an expedited opportunity to brief its 

preemption arguments while also beginning basic discovery and selecting and 

working up bellwether cases, strikes the appropriate balance in fairly and efficiently 

advancing the litigation.  

Finally, Plaintiffs anticipate that Defendant may advocate for a lengthy PPF 

or Plaintiff Fact Sheet (PFS)3 to be provided by the eligible Plaintiffs before the initial 

bellwether discovery selections are made, rather than after those selections are made, 

as contemplated in Plaintiffs’ bellwether proposal. That position is flawed. Once 

again, the Duke Guidelines espouse a position at the outset of litigation similar to 

that proposed by Plaintiffs here. The Guidelines provide the following:  

Streamlined plaintiff fact sheets (one to two pages) are appropriate in 
some MDLs to identify quickly some cases that should not have been 
added to the cases centralized in the MDL in the first instance. In other 
MDLs, including large mass torts, more extensive plaintiff fact sheets 
(five to twenty pages) can serve a broader purpose, providing some 
useful information to the court and parties to inform selection of 
bellwether trials and settlement negotiations. If only a few core 
questions are required to be completed, the same fact sheet can serve 
both purposes. Targeted plaintiff fact sheets can be particularly useful 
in the largest mass-tort MDLs, many of which involve personal-injury 
claims allegedly caused by pharmaceuticals or medical devices. In such 
cases, the plaintiff fact sheet should provide sufficient information to 
permit the parties and the court to determine: (1) product identity (if not 

 
3 In some instances, the terms PPF and PFS are used as largely interchangeable terms meant to 
refer to a discovery document provided by a party to address targeted relevant issues in the 
litigation. For purposes of this memorandum, Plaintiffs refer to the PPF as the initial discovery 
document intended to provide basic case information that can be used to make bellwether 
discovery case selections, while the PFS is intended to refer to a more detailed discovery document 
intended to be used to assist in preparing the case for trial (in lieu of traditional interrogatories 
and production requests).  
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covered in a preliminary product identification disclosure); (2) exposure, 
alleged injury, and any adverse consequences; (3) date of injury and of 
notice or discovery of defendant(s)’ alleged wrongful conduct; and (4) 
authorizations for the release of relevant medical and pharmacy records 
and other relevant fact sources (such as employers, where wage-related 
claims are asserted). 

Id. at 10–11 (emphasis supplied).  

Plaintiffs fully support providing a PPF that includes information sufficient for 

Defendant to identify an individual Plaintiff’s Tepezza usage, information about the 

Tepezza related injury suffered and any treatment provided for that injury, and 

provide releases for Defendant to obtain medical records. Moreover, as encouraged by 

the Duke Guidelines, Plaintiffs are further willing to provide a more detailed PFS to 

assist in the work-up of the bellwether discovery cases after they are selected. This 

approach will ensure that Defendant has the information it needs to select and work-

up bellwether cases while also ensuring an undue discovery burden is not placed on 

individual plaintiffs who may never have their cases undergo bellwether discovery. 

In sum, Plaintiffs’ bellwether protocol gives each party the opportunity to target key 

points in discovery and test issues that will ultimately drive the resolution of this 

litigation. Plaintiffs’ approach further ensures that the litigation will progress 

efficiently. 

CONCLUSION 

For those reasons, the PLC respectfully requests that the Court adopt its 

Proposed Protocol for Selection of Initial Bellwether Discovery Cases and Initial 

Bellwether Trial Cases as attached to this memorandum.  
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Dated: August 21, 2023 Respectfully submitted, 

/s/ Timothy J. Becker    
Timothy J. Becker  
JOHNSON // BECKER, PLLC 
444 Cedar Street, Suite 1800  
St. Paul, Minnesota 55101  
(612) 436-1800 
tbecker@johnsonbecker.com  
Co-Lead Counsel 

/s/ Ashlie Case Sletvold       
Ashlie Case Sletvold 
PEIFFER WOLF CARR KANE  

CONWAY & WISE, LLP 
6370 SOM Center Road, Suite 108 
Cleveland, Ohio 44139 
(216) 589-9280 
asletvold@peifferwolf.com  
Co-Lead Counsel  

/s/ Trent B. Miracle    
Trent B. Miracle 
SIMMONS HANLY CONROY 
One Court Street 
Alton, Illinois 62002 
(608) 693-3104 
tmiracle@simmonsfirm.com 
Co-Lead Counsel 

/s/ Molly Condon Wells              
Molly Condon Wells   
WALLACE MILLER 
150 North Wacker Drive, Suite 1100 
Chicago, Illinois 60606 
(312) 261-6193 
mcw@wallacemiller.com  
Liaison Counsel 
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UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF ILLINOIS 

EASTERN DIVISION 

IN RE: TEPEZZA MARKETING, SALES 
PRACTICES, AND PRODUCTS LIABILITY 
LITIGATION, 
 
This Document Relates to All Cases 

No. 23 C 3568 
MDL No. 3079 

Judge Thomas M. Durkin 

Proposed Protocol for Selection of Initial Bellwether 
Discovery Cases and Initial Bellwether Trial Cases 

I. Scope of Order 

In furtherance of the effective and efficient case management of complex 

litigation, this Case Management Order will govern the guidelines and procedures 

for selecting a first wave of six cases for which individual case-specific discovery will 

be conducted (the “Initial Bellwether Discovery Cases”), and then for selecting a 

smaller subset of three cases thereafter to be designated to be tried as bellwether 

cases in this MDL Proceeding (the “Initial Bellwether Trial Cases”). 

II. Determination of cases eligible for Initial Bellwether Discovery Cases 

Cases filed on or before (insert date estimated to be two weeks after entry 

of order) shall be eligible to be selected as an Initial Bellwether Discovery Case. All 

Plaintiffs with a case filed in this MDL are to provide the Defendant a substantially 

completed Plaintiff Profile Form (“PPF”) and medical record authorizations, in the 

form attached as Exhibits A–C, on or before (insert date 30 days after filing cutoff 

date for inclusion in bellwether pool).  In addition, each Plaintiff shall provide 

at the same time all medical records related to the case that are in the Plaintiff’s or 

Plaintiff’s counsel’s possession. 
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III. Selection of Initial Bellwether Discovery Cases 

A. From the cases eligible to be selected as Initial Bellwether Discovery 

Cases, six shall be selected utilizing the following process: 

1. Plaintiffs’ Selections. On or before (insert date 30 days after 

PPF submission deadline date) Plaintiff’s Co-Lead Counsel 

shall provide to Defendant their selections of three Initial 

Bellwether Discovery Cases from among the eligible cases. 

2. Defendant’s Selections.  On or before (insert date 30 days after 

Plaintiffs’ bellwether selection date) Defendant shall provide 

to Plaintiffs’ Co-Lead Counsel its selections of three Initial 

Bellwether Discovery Cases from among the eligible cases. Upon 

the selection of Defendant’s Initial Bellwether Discovery Cases, 

the parties shall jointly submit the complete list of the six Initial 

Bellwether Discovery cases to the Court via a proposed Order 

identifying each case so selected by the parties.   

B. In selecting their respective Initial Bellwether Discovery Cases, the 

parties shall select cases that they have a good-faith belief are representative 

of the body of then-filed cases as a whole, and that should be subject to 

discovery and then taken to trial.  

IV. Fact discovery on Initial Bellwether Discovery Cases 

A. Following entry of an Order identifying any cases as an Initial 

Bellwether Discovery Case: 
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1. The Plaintiff in such case shall serve a completed Plaintiff Fact 

Sheet (“PFS”) within 30 days of the Order. The form and 

substance of the PFS to be served will be approved by a separate 

Order. 

2. The Defendant in such case shall serve a completed Defendant 

Fact Sheet (“DFS”) within 30 days of the deadline for service of 

the PFS. The form and substance of the DFS to be served will be 

approved by a separate Order. 

B. Fact discovery shall commence on all Initial Bellwether Discovery Cases 

30 days after the certification of substantial completion of the following 

discovery by the Defendant:  

1. the complete NDA file;  

2. all relevant adverse-event data;  

3. the production of the custodial files of at least 75% of the agreed 

(or ordered) custodians.   

C. Fact discovery shall consist of:  

1. the deposition of the Plaintiff,  

2. the deposition(s) of all medical providers that prescribed Tepezza 

to the Plaintiff,  

3. the deposition of one medical provider that diagnosed or treated 

the Plaintiff’s alleged Tepezza-related injuries, and  
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4. the deposition of one case-specific sales employee of Defendant 

that interacted with Plaintiff’s treating and/or prescribing 

physicians.   

D. Once fact discovery commences, the parties shall have 150 days to 

complete fact discovery on all six Initial Bellwether Discovery cases. The fact-

discovery period may be extended only by agreement of the parties or with a 

showing of good cause to the Court that is specific to the case for which an 

extension is sought.  

V. Motion practice on Initial Bellwether Discovery Cases 

A. To the extent that Defendant elects to seek dismissal under Fed. R. Civ. 

P. 12(b)(6) as to any of the Initial Bellwether Discovery Cases, its deadline to 

do so will be 30 days after identification of the Initial Bellwether Discovery 

Cases. Discovery will proceed during the pendency of any such motion. 

B. Consolidated briefing for common issues. To maximize efficiency 

and eliminate repetition, to the extent Defendant seeks dismissal of any of the 

claims alleged in an Initial Bellwether Discovery Case on a basis common to 

all of the cases, e.g., preemption, Defendant will submit a consolidated motion 

and supporting memorandum as to any Initial Bellwether Discovery Case to 

which it argues that common basis applies.  

C. Individual briefing for case-specific issues. To the extent 

Defendant seeks dismissal of any of the claims alleged in an Initial Bellwether 

Discovery Case on a basis that is not common to all of the cases, e.g., under the 
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applicable state law, it will do so by separate motion and memorandum as to 

that Individual Bellwether Discovery Case.  

D. Plaintiffs will have 45 days after the filing of any Rule 12(b)(6) motion 

to submit their consolidated response (as to any common issues) and individual 

responses (as to any case-specific issues). 

E. Defendants will have 15 days after Plaintiffs responses to submit any 

reply memoranda. 

VI. Selection of Initial Bellwether Trial Cases 

A. Within 14 days after fact discovery has been completed for the six Initial 

Bellwether Discovery Cases, Plaintiffs’ Co-Lead Counsel and Defendant’s 

Counsel shall each simultaneously identify to one another one case as an 

Initial Bellwether Trial Case. Within seven days thereafter, the parties shall 

jointly notify the Court of the two Initial Bellwether Trial Cases that have been 

selected along with a memorandum not to exceed three pages for each party 

that identifies an additional case that should be selected by the Court as the 

third Initial Bellwether Trial Case. The memorandum shall explain how the 

case selected is representative of the body of then-filed cases and include any 

other information that the party believes will assist the Court in making the 

proper selection. The parties shall also include a separate memorandum not to 

exceed two pages that explains the order the party contends the cases should 

be tried in along with the supporting bases for that contention. 
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B. The Court will select the third Initial Bellwether Trial Case and shall 

determine the order in which the Initial Bellwether Trial Cases will be tried, 

based on the parties’ submissions.  

C. Deadlines related to additional fact discovery, experts, and 

Daubert/summary judgment briefing for Initial Bellwether Trial cases shall be 

imposed in a separate Order. 

D. This Order may be modified or amended by the agreement of the parties 

or for good cause shown, after appropriate notice and opportunity to be heard 

is provided to the affected parties, when the Court finds the interests of justice 

dictates modification.  

 

IT IS SO ORDERED. 

Ordered this ____ day of ___________, 2023.  
 
  
Thomas M. Durkin 
United States District Judge 
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