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1 

I. INTRODUCTION 

Plaintiffs’ 1,300-page Consolidated Class Action Complaint (“CAC”) would 

have this Court certify three separate classes purporting to be nationwide in scope: 

 A “medical monitoring” class comprised of all persons who were implanted 
with Allergan’s textured breast implant devices, but have not yet been 
diagnosed with a cancer of the immune system commonly known as ALCL;1 

 112 separate subclasses—two for every U.S. State and Territory—consisting 
of the exact same putative members as the nationwide class; and   

 A “release subclass” comprised of persons who signed an optional release of 
liability as part of their individual warranty claims leading to the explant of 
their breast implant devices.   

As one might expect from the breadth of these descriptions, these alleged 

classes are extraordinarily diverse.  They span a 23-year period, implicate 37 

different device lines, and nearly 250,000 implanted devices.  There are 63 named 

Plaintiffs from 39 states; the absent class members come from all 50 states and 6 

U.S. Territories, and they bring with them different state laws, different reasons for 

being implanted, different follow-up treatment, and different risks raised by their 

implant and treatments.   

Given this diversity, the cohesion needed for classwide resolution under 

Federal Rule of Civil Procedure 23(b)(3) and 23(b)(2) is absent and class 

certification for these nationwide classes is not possible.  Because these problems 

                                           
1 Anaplastic Large Cell Lymphoma, or “ALCL” is a type of non-Hodgkin 
lymphoma, classified as a “rare cancer” by the National Institutes of Health.  
“Anaplastic large cell lymphoma,” available at 
< https://rarediseases.info.nih.gov/diseases/3112/anaplastic-large-cell-lymphoma >.   
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 2 

are evident from the face of the complaint, this Court can and should act on them 

now, at the pleading stage, before Plaintiffs’ overreaching CAC derails this MDL.   

That Plaintiffs have failed to plead any potentially certifiable class is hardly a 

novel conclusion.  No federal Court of Appeals has approved nationwide classes of 

this magnitude for claims involving actual or threatened personal injuries because of 

the inherently individualized legal and factual inquiries that lie at the heart of the 

claims as alleged.  The same is true for the medical monitoring classes alleged here 

as case-after-case provides.   

Plaintiffs’ proposed classes would require the Court to ferret out and apply 

the substantive laws of the 50 states and 6 U.S. territories governing negligence, 

strict products liability, breach of warranty, consumer fraud and deceptive practices, 

unjust enrichment, rescission, and medical monitoring.  But the laws of these states 

and territories are not uniform, making it impossible to fashion a set of classwide 

legal principles.  That barrier to nationwide class certification is only the beginning.   

With respect to both the nationwide and statewide classes, any attempt to 

resolve the liability, causation, and injury issues arising from Plaintiffs’ diverse set 

of claims would engender more individualized factual inquiries involving each class 

member.  These inquires would at a minimum cover the reasons for implantation of 

their devices, their medical histories before, during, and after implantation, and their 

alleged risk of injury now.  And because the putative classes encompass devices 

from 37 different product lines implanted across two-plus decades, the risks, 

benefits, and state of the art with respect to each device will be a moving target for 

each class member as well.  But that would not be the end of it.  A jury would then 
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have to turn to Allergan’s available defenses, generating still more individualized 

issues of law and fact before any resolution could be reached.   

In these circumstances, it is apocryphal to say that any class representative is 

“typical” of another class member—and no one is.  The notion that common issues 

predominate is a fiction as well, given the variations in state law and the need for 

individualized proof.  And no one could describe a classwide trial of all these 

disparate issues as anything other than an unmanageable nightmare, light years away 

from the efficient method of resolution Rule 23 envisions.  Thus, when the task at 

hand is considered, it is clear why no Court of Appeals has affirmed or condoned the 

certification of nationwide medical monitoring classes in circumstances like these.   

Class certification is appropriate only where a rigorous analysis reveals that 

each one of Rule 23’s requirements can be met.  The claims alleged in the CAC 

cannot survive that analysis.  Failing that, the law is equally clear that courts have 

no reservoir of discretion to bend Rule 23’s requirements to hold to the contrary.  

See Amchem Prods., Inc. v. Windsor, 521 U.S. 591, 622 (1997) (“Federal courts, in 

any case, lack authority to substitute for Rule 23's certification criteria a standard 

never adopted[.]”).  Class litigation is the exception, not the rule, and when, as here, 

Rule 23’s requirements cannot be met class certification must be denied.  For more 

than twenty years, courts have been drawing that conclusion in cases involving 

personal injury claimants who attempt to form nationwide or statewide classes to 

adjudicate their disputes and obtain compensation for their injuries because such 

claims inherently call for individualized inquiries to resolve them.  That result should 

follow here. 
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Plaintiff’s CAC would push this MDL into a thicket of widely divergent state 

laws, onerous class-based discovery, and an unwieldy class trial.  There is no basis 

in law or logic to go down that path.  It is evident from the face of the complaint that 

the CAC does not satisfy Rule 23.  Plaintiffs’ class allegations should be stricken.   
 

II. FACTUAL AND PROCEDURAL BACKGROUND 

Allergan is a medical device and pharmaceutical company that manufactured 

the BIOCELL line of breast implant devices.  By way of background, breast implants 

generally are used to replace breast tissue that has been surgically removed, to 

correct developmental defects, or to modify breast size and shape.  (CAC ¶99.)  They 

are filled with either saline or silicone gel.  (CAC ¶100.)  Allergan’s BIOCELL line 

included a product called a tissue expander, which is a temporary inflatable device 

used only for some reconstruction patients, to stretch skin and muscle to create space 

for a permanent breast implant.  (CAC ¶99.)  Both the breast implants and tissue 

expanders in Allergan’s BIOCELL line had a textured surface, which was intended 

to prevent surgical complications after implantation.  (CAC ¶1.)   

In July 2019, pursuant to an FDA request, Allergan voluntarily recalled 

various BIOCELL breast implants and tissue expanders.  The CAC alleges that 

Plaintiffs and the putative class members were implanted with Allergan’s recalled 

products and are now subject to an increased risk of contracting ALCL.  (CAC ¶1.)   

In the CAC, Plaintiffs assert claims for: (1) failure to warn (strict liability and 

negligence); (2) manufacturing defect (strict liability and negligence); (3) design 

defect (strict liability and negligence); (4) breach of implied warranty; (5) violations 
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of consumer fraud and deceptive practice statutes; (6) unjust enrichment; 

(7) declaratory relief; and (8) rescission.   

Notably, none of the class members are identified in the CAC as having 

developed ALCL.  (CAC ¶269.)  Rather, Plaintiffs seek classwide relief in the form 

of “a Court-supervised, Defendant-funded” medical monitoring program, which will 

“include a trust fund” to pay for medical monitoring and diagnoses “as frequently 

and appropriately as necessary.”  (CAC ¶¶5512, 5528, 5545, 5562, 5579, 5596 

5613.)  In support of that request, the CAC requests that three classes be certified:   

The Nationwide Class. Plaintiffs seek certification of a nationwide class 

consisting of all patients who were implanted with Allergan’s devices, but have not 

been diagnosed with ALCL.  They demand relief in the form of medical monitoring: 

Nationwide Class: All individuals in the United States and its 
territories who, for personal use, implanted FDA-recalled Allergan 
Natrelle Saline-Filled Textured Breast Implants, FDA-recalled 
Allergan Natrelle Silicone-Filled Textured Breast Implants, FDA-
recalled Allergan Natrelle 410 Highly Cohesive Anatomically Shaped 
Silicone-Filled Textured Breast Implants, FDA-recalled Allergan tissue 
expanders for the breast that have BIOCELL texturing, and/or McGhan 
BioDIMENSIONAL Silicone-Filled BIOCELL Textured Breast 
Implants, Style 153 and who have not been diagnosed with breast 
implant-associated anaplastic large cell lymphoma. 

(CAC ¶269.)2 

                                           
2 As written, Plaintiffs’ nationwide and subclass definitions purport to include all 
persons “who, for personal use, implanted” Allergan’s products.  In other words, the 
CAC defines the putative classes as persons who implanted Allergan devices into 
patients—i.e., implanting surgeons.  Allergan assumes of course that Plaintiffs mean 
to allege that the putative class consists of persons implanted with Allergan’s breast 
implant devices.   
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The “State” and “Non-PMA Device State” Subclasses.  Plaintiffs also allege 

two broad categories of nearly identical subclasses—112 in all—that divide the 

nationwide class according to geography and devices implanted.  As with the 

nationwide class, Plaintiffs seek medical monitoring. 

Plaintiffs first allege fifty-six (56) “State” subclasses comprised of all persons 

respectively living in each of the fifty states and six U.S. Territories who received 

the subject devices.  (CAC ¶¶270-325.)  The definition for each of these subclasses 

is identical, except for the particular state or U.S. Territory in which subclass 

members reside.  The New Jersey State Subclass is typical: 

New Jersey Subclass: All individuals in New Jersey who, for personal 
use, implanted FDA-recalled Allergan Natrelle Saline-Filled Textured 
Breast Implants, FDA-recalled Allergan Natrelle Silicone-Filled 
Textured Breast Implants; FDA-recalled Allergan Natrelle 410 Highly 
Cohesive Anatomically Shaped Silicone-Filled Textured Breast 
Implants; FDA-recalled Allergan Natrelle 133 Plus Tissue Expanders; 
FDA-recalled Allergan Natrelle 133 Tissue Expanders with Suture 
Tabs; and/or McGhan BioDIMENSIONAL Silicone-Filled BIOCELL 
Textured Breast Implants, Style 153 and who have not been diagnosed 
with breast implant-associated anaplastic large cell lymphoma. 

(CAC ¶302.) 

Plaintiffs also allege fifty-six (56) “Non-PMA Device State” subclasses 

comprised of all persons respectively living in each of the fifty states and six U.S. 

Territories who were implanted with certain Allergan devices before May 10, 2000 

(the date Allergan first received PMA Approval for one of its device).  (CAC ¶¶327-

382.)  Here, again, New Jersey serves as an example: 
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New Jersey Non-PMA Device Subclass: All individuals in New 
Jersey who, for personal use, implanted (i) FDA-recalled Allergan 
Natrelle Saline-Filled Textured Breast Implants (formerly McGhan 
RTV Saline-Filled Mammary Implant) prior to PMA approval (i.e., 
May 10, 2000), (ii) FDA-recalled Allergan Natrelle 133 Plus Tissue 
Expander, (iii) FDA-recalled Allergan Natrelle 133 Tissue Expander 
with Suture Tabs, and/or (iv) McGhan BioDIMENSIONAL Silicone-
Filled BIOCELL Textured Breast Implants, Style 153 and who have 
not been diagnosed with breast implant-associated anaplastic large cell 
lymphoma.  

(CAC ¶359.) 

The Release Subclass. Lastly, Plaintiffs seek certification of a “Release 

Subclass” comprised of all individuals who received a subject device and signed a 

warranty release: 

Releases [sic] Subclass: All individuals in the United States who: 
(i) for personal use, implanted Allergan Natrelle Saline-Filled Textured 
Breast Implants, Allergan Natrelle Silicone-Filled Textured Breast 
Implants, Allergan Natrelle 410 Highly Cohesive Anatomically Shaped 
Silicone- Filled Textured Breast Implants, Allergan Natrelle 133 Plus 
Tissue Expander, or Allergan Natrelle 133 Tissue Expander with Suture 
Tabs that have been recalled by the FDA; and (ii) signed a 
ConfidencePlus Warranty Release or ConfidencePlus Premium 
Warranty Release. 

(CAC ¶383.)    

Plaintiffs allege that Allergan provided the ConfidencePlus® warranty to 

patients receiving the devices, but improperly required the putative class members 

to sign releases of liability in connection with processing warranty claims related to 

the removal (or “explant”) of their devices.  (CAC ¶¶7026-29.)  They assert three 

counts on behalf of this subclass: (1) declaratory relief under the Federal Declaratory 

Judgment Act that the releases are void on public policy grounds; (2) identical relief 
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under the New Jersey Declaratory Judgment Act; and (3) rescission.  (CAC ¶¶ 7050, 

7079, 7112.)   

Two other procedural developments bear mention.  First, Plaintiffs filed their 

Master Long Form Complaint for Personal Injuries, Damages, and Demand for Jury 

Trial on May 26, 2020.  (MDL No. 2921, Dkt #119.)  But the dockets in the MDL, 

and the individual cases comprising it, reveal that none of the 250-plus individual 

plaintiffs have adopted the Master Complaint—even though the Plaintiffs’ Steering 

Committee represents almost 75% of those plaintiffs.  (See, e.g.¸ Dockets in MDL 

No. 2921, Edwards v. Allergan Inc., No. 20-cv-09218; Johnson v. Allergan Inc., No. 

20-cv-09228; Vargas v. Allergan Inc., No. 20-cv-09057.)  Second, Plaintiffs filed an 

Emergency Motion to Limit Communications with Class Members and Their 

Physicians, Void Release Signed by Class Members, and Issue Corrective Notice, 

which this Court recently granted in part and denied in part.  (MDL No. 2921, Dkt 

#144.)  In its Order, the Court declined to invalidate the releases, instead directing 

the parties to meet and confer regarding revisions to the release language, as well as 

notice to putative class members who already have signed releases.  (Id. at p.18.)   

The Court also stated:  “Any determination regarding the legal impact of those 

releases should be made on a case-by-case basis at a later date.”  (Id.)     

III. STANDARD OF REVIEW 

A court should consider whether an alleged class can be certified “[a]t an early 

practicable time after a person sues or is sued as a class representative.”  Fed. R. Civ. 

P. 23(c)(1)(A).  Mladenov v. Wegmans Food Mkts., Inc., 124 F. Supp. 3d 360, 368, 
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372 (D.N.J. 2015) (striking class allegations sua sponte before defendants filed 

motion to strike).  Where the class complaint is fundamentally deficient, courts have 

discretion to strike or dismiss class allegations at the pleading stage before discovery 

is commenced or a motion for class certification is filed.  See Fed. R. Civ. Proc. 

23(d)(1)(D) (“court may issue orders that … require that the pleadings be amended 

to eliminate allegations about representation of absent persons and that the action 

proceed accordingly”); id. at 12(f) (“The court may strike from a pleading an 

insufficient defense or any redundant, immaterial, impertinent, or scandalous 

matter.”); Landsman & Funk PC v. Skinder-Strauss Assocs., 640 F.3d 72, 93 n.30 

(3d Cir. 2011).   

Courts thus can and should strike class allegations “where the complaint itself 

demonstrates that the requirements for maintaining a class action cannot be met.”  

Advanced Acupuncture Clinic, Inc. v. Allstate Ins. Co., 2008 WL 4056244, at *7 

(D.N.J. Aug. 26, 2008); see Lafferty v. Sherwin-Williams Co., 2018 WL 3993448, at 

*6 (D.N.J. Aug. 21, 2018) (striking class allegations because individual inquiries 

would be “essential” to the case); Semeran v. BlackBerry Corp., 2016 WL 3647966, 

at *6 (D.N.J. July 6, 2016) (striking class allegations with prejudice for a “clear lack 

of standing”).  When the face of the CAC is examined here, it is apparent that the 

claims made in the nationwide classes will not be amenable to classwide resolution 
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under Rule 23.  Allergan’s motion to strike or dismiss the class allegations 

accordingly should be granted.3  

IV. LEGAL ARGUMENT 

“Federal Rules of Civil Procedure 23(a) and (b) set the requirements for class 

certification.  Rule 23(a) requires that (1) the class must be so numerous that joinder 

of all members is impracticable (numerosity); (2) there must be questions of law or 

fact common to the class (commonality); (3) the claims or defenses of the 

representative parties must be typical of the claims or defenses of the class 

(typicality); and (4) the named plaintiffs must fairly and adequately protect the 

interests of the class (adequacy of representation, or simply adequacy).”  In re 

Lamictal Direct Purchaser Antitrust Litig., 957 F.3d 184, 190 (3d Cir. 2020) 

(internal quotations and citation omitted).  Each one of Rule 23(a)’s requirements 

must be met.  If not, then the class certification analysis is over.  Class certification 

must be denied.  Newton v. Merrill Lynch, Pierce, Fenner & Smith, Inc., 259 F.3d 

154, 182 (3d Cir. 2001) (“If the class does not satisfy each of the 23(a) criteria, the 

suit cannot be maintained as a class action.”).  

If Rule 23(a)’s requirements are met, then the certification analysis turns to 

Rule 23(b) and its subparts.  Here, Plaintiffs seek certification under Rule 23(b)(3) 

and 23(b)(2).  To start with, “[u]nder Rule 23(b)(3), two additional requirements 

must be met in order for a class to be certified: (1) common questions must 

                                           
3  In bringing this motion now, Allergan does not waive its ability to re-assert these 
arguments, or raise different or additional ones, in any subsequent class certification 
proceeding. 
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‘predominate over any questions affecting only individual members’ (the 

‘predominance requirement’), and (2) class resolution must be ‘superior to other 

available methods for the fair and efficient adjudication of the controversy’ (the 

‘superiority requirement’).”  In re Warfarin Sodium Antitrust Litig., 391 F.3d 516, 

527 (3d Cir. 2004). 

As for Rule 23(b)(2), it supports a class action if the requirements of 

Rule 23(a) are satisfied and “the party opposing the class has acted or refused to act 

on grounds that apply generally to the class, so that final injunctive relief or 

corresponding declaratory relief is appropriate respecting the class as a whole.”  Fed. 

R. Civ. P. 23(b)(2).  In other words, classes under Rule 23(b)(2) are “limited to those 

class actions seeking primarily injunctive or corresponding declaratory relief.”  

Barnes v. Am. Tobacco Co., 161 F.3d 127, 142 (3d Cir. 1998); see also In re Ford 

Motor Co. E-350 Van Prods. Liab. Litig. (No. II), 2012 WL 379944, at *38 (D.N.J. 

Feb. 6, 2012) (the “primary focus” of a Rule 23(b)(2) class is on injunctive or 

declaratory relief).  “[A]n action for money damages may not be maintained as a 

Rule 23(b)(2) class action.”  In re School Asbestos Litig., 789 F.2d 996, 1008 (3d 

Cir. 1986) (Rule 23(b)(2) “does not extend to cases in which the appropriate final 

relief relates exclusively or predominantly to money damages”).  

On balance, Rule 23’s requirements are intended to determine whether the 

joinder of a number of claimants can provide a more efficient path to resolution.  

Where the adjudication of the representative plaintiffs’ claims will serve to resolve 

the claims of the absent class members, those efficiencies can be achieved.  Where 

the adjudication of the representative plaintiffs’ claims will resolve nothing but their 
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own lawsuits, however, no efficiencies are achieved through classwide joinder.  

Thus, when the record reveals that numerous individualized legal and factual issues 

will need to be resolved to decide the class members’ claims, Rule 23’s provisions 

for classwide adjudication have no utility.   

Here, the CAC reveals that individual inquiries will abound, meaning that 

Rule 23(a)’s typicality requirement is not met and class certification is not possible 

under either prong of Rule 23(b).  Apart from that, the CAC, on its face, also shows 

that Rule 23(b)(3)’s predominance requirement cannot be met either.  Further, the 

need for those individualized inquiries means that a classwide trial is not the superior 

method of resolution.  Finally, the lack of cohesion in the class and the nature of the 

relief sought also establishes that class certification under Rule 23(b)(2) is not 

possible as well.   

A. Plaintiffs Cannot Satisfy The Typicality Requirement Under Rule 23(a) 

Rule 23(a)’s requirements are intended to ensure that the class is sufficiently 

numerous, that it will be properly represented, that the class members share common 

interest, and that the class representatives’ claims are typical of the members of the 

class.  But the reality is that Plaintiffs’ nationwide class and subclasses come up 

short on the representation, commonality, and typicality requirements.  This motion 

will focus on the lack of typicality.  The failure to satisfy that requirement alone is 

sufficient to support a motion to strike all the class allegations.   

Under Rule 23(a), typicality means that “the claims or defenses of the 

representative parties are typical of the claims or defenses of the class.”  Fed. R. Civ. 
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P. 23(a)(3).  “[T]he typicality requirement is meant to ensure that class 

representatives are sufficiently similar to the rest of the class—in terms of their legal 

claims, factual circumstances, and stake in the litigation.”  In re Schering Plough 

Corp. ERISA Litigation, 589 F.3d 585, 600 (3d Cir. 2009).  The necessary similarity 

is missing in this case. 

The CAC identifies 63 named Plaintiffs, who were, during “all relevant 

times,” citizens of 39 different states, except for one who was a citizen of both 

Illinois and Arizona during the class period [CAC ¶38].  (CAC ¶¶22-84.)  None of 

the named Plaintiffs are citizens of any U.S. Territories.  The CAC also alleges that 

the putative class consists of persons implanted with 246,381 devices spanning 37 

different device lines over a 23-year period.  But just as with the respective states 

and territories, the class representatives do not represent all the devices either.  For 

example, the putative class purports to include persons implanted with a Style 153 

breast implant, but not a single named Plaintiff alleges being implanted with that 

particular device.  At this most basic level, therefore, the putative class is under-

represented and the typicality requirement is not met.   

First, there is a failure of representation by jurisdiction.  This failure of 

representation means:  (1) 32 subclasses have no representative Plaintiff from their 

state or territory at all; (2) many of the dual subclasses for each jurisdiction either 

lack or share a representative; and (3) an unknown number of unidentified named 

Plaintiffs are purporting to represent the claims of a state or territory of which they 

are not citizens.   
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Second, there is a failure of representation by device.  The class 

representatives were not implanted with the entire range of devices over the many 

years for which relief is sought, and many punitive class members will go 

unrepresented for this reason as well.  But a named plaintiff’s claims cannot be 

typical of any claims brought under the laws of states or territories in which she does 

not live or was not injured.  Nor can they be typical of a device with which she was 

not implanted.   

Because the named representatives do not have claims typical of the entire 

putative classes, whether nationwide or statewide, the typicality requirement in Rule 

23(a) is not met.  See Orr v. Shicker, 953 F.3d 490, 500 (7th Cir. 2020) (“Typicality 

requires enough congruence between the named representative’s claim and that of 

the unnamed members of the class to justify allowing the named party to litigate on 

behalf of the group.  As there is no named representative, there is no way to compare 

anyone’s claims with those of the absentees.”) (internal quotation marks omitted); 

Rapcinsky v. Skinnygirl Cocktails, LLC, 2013 WL 93636, at *6 (S.D.N.Y. Jan. 9, 

2013) (“It is axiomatic that a class representative must be part of the class and 

possess the same interest and suffer the same injury as the class members. …  Here, 

while the nature of the alleged injury may be the same, [Plaintiff,] having not 

purchased his products in New York, is an atypical representative of the New York 

class he purports to represent.”); In re Telectronics Pacing Sys., 168 F.R.D. 203, 218 

(S.D. Ohio 1996) (finding that the named plaintiff, “an Ohio resident, does not have 

claims typical of class members who are residents of states that either recognize 

common law negligence or that do not recognize strict liability”).   
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For the same reason, the named Plaintiffs lack standing to represent the claims 

of putative classes from states or territories in which the named Plaintiffs do not live.  

See In re Insulin Pricing Litig., 2019 WL 643709, at *16-17 (D.N.J. Feb. 15, 2019) 

(Martinotti, J.) (dismissing seventeen state law counts “under the laws of states in 

which no named plaintiff resides or is alleged to have made any purchases of the 

subject [medical device]” as the named plaintiffs could not allege any injury in those 

states and thus lacked Article III standing to represent those state subclasses”); In re 

Wellbutrin XL Antitrust Litig., 260 F.R.D. 143, 157-58 (E.D. Pa. 2009) (dismissing 

claims under the laws of states “where no named plaintiff is located and where no 

… named plaintiff purchased” the drug at issue, because the they “provide[d] no 

facts on which to find a connection between an alleged injury and some wrongful 

conduct that would implicate the laws of those states in which no plaintiff … 

resides”). 

And on further analysis, the lack of typicality between the named 

representatives in the nationwide and statewide classes and the absent class members 

runs much deeper than this lack of representation.  It is also apparent that the claims 

of each representative Plaintiff are atypical of each other’s, just as they are atypical 

of the other putative class members’.  This atypicality is inherent in the claims being 

made.  The foundational facts that support the underlying liability claims—like 

negligence, strict liability and consumer fraud—are unique to each class member.  

The same goes for the medical monitoring relief sought.  Atypicality extends to legal 

issues as well.  The laws of the 56 states and territories differ to varying degrees and 

litigating a claim for an individual from one state will not be typical for litigating a 
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claim for anyone from another state.  In the end, each class members’ claims are 

typical only of their own.  For example:   

Device And Implant Period.  Not every class representative or class member 

received the same device or has kept her implant for the same length of time.  The 

putative classes consist of persons who received one or more devices from 

Allergan’s 37 breast implant device lines between 1996 and 2019.  (CAC, p. 1, fn. 1, 

¶¶ 57, 71, 74.)  These devices are not limited to breast implants, but include tissue 

expanders (which are typically intended for short term use to prepare breast tissue 

for permanent implantation of breast implants), as well as Style 153 devices that 

were part of a clinical study but ultimately discontinued.  Some class members have 

had their devices since 1997, while others might be more recently implanted, and 

still others fall somewhere in between.  Some putative class members also had their 

devices explanted at various points during the relevant period.   

Device State Of The Art.  Additionally, Plaintiffs allege that the information 

available to Allergan, as well as the scientific and medical communities, has evolved 

over two-plus decades.  For example, Plaintiffs allege that studies or information 

about the risks of ALCL came to light in 1997, in 2003, 2004, 2011, and then every 

year from 2014 to 2018.  (CAC, ¶ 142-45, 147-50, 153, 161.)  They further allege 

that “[b]eginning at least as early as 2006, Allergan possessed information and 

evidence demonstrating that its Recalled BIOCELL Implants posed a significant risk 

of []ALCL.”   (CAC ¶218.)  Every one of those years reflects an evolution in the 

state of the art and Allergan’s attendant knowledge of the risks of ALCL during that 

period. 
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Different Outcomes.  Moreover, every Plaintiff—named or putative—will 

face different outcomes over different periods.  Even Plaintiffs acknowledge that the 

risk of contracting ALCL is very small.  The CAC alleges that the risk of contracting 

ALCL “is generally believed to be 1/300,000.”  (CAC ¶158.)   It also alleges that the 

estimated risk of contracting ALCL for women with textured implants can vary 

wildly—some estimate the risk to be from 1/3,817 to 1/30,000, while others estimate 

1/2,217 to 1/86,029.  (CAC ¶158.)  Stated another way, some Plaintiffs unfortunately 

may develop ALCL, but the vast majority likely will not.  At the same time, the 

levels of medical monitoring required will vary depending on what level of risk a 

given jurisdiction considers “significant” for medical monitoring purposes.  The risk 

inevitably varies among the named Plaintiffs, depending on their length of exposure 

and other factors, as well as between the named Plaintiffs and members of the 

putative class.   

Foundational Facts.  There is more.  These individual differences also have 

consequences as far as the various liability theories are concerned.  The 

circumstances giving rise to Allergan’s liability—including issues such as state of 

the art of the devices at issue—will differ from Plaintiff to Plaintiff, depending on 

when they were implanted or how long they had their implants.  With respect to the 

foundational facts needed to resolve Allergan’s alleged liability, the state of the art 

will differ, for a plaintiff implanted with a tissue expander for six months in 2004 is 

not in the same position as a Plaintiff who received a breast implant in 2017 and still 

has her implant.   
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Similarly, whether Allergan can be liable for failure to warn depends on what 

Allergan knew at the time each respective Plaintiff was implanted—a necessarily 

individualized inquiry given the wide variability in the scientific knowledge 

throughout the 20-plus year period alleged in the complaint.  Also, in the many states 

adopting the learned intermediary doctrine, Allergan satisfied its duty to warn by 

informing implanting surgeons rather than the Plaintiffs themselves.  Thus, what 

each implanting surgeon knew or understood about ALCL risks is crucial for 

establishing liability under these states’ laws.  That adds another layer of complexity 

and is, of course, is an inherently individual inquiry. 

As this analysis illustrates, resolving each class member’s claims will require 

exploring the facts surrounding implantation, medical history, and post-implant or 

extended care and treatment.  There will be a need to know what device was 

implanted and when.  These foundational facts must then be applied to the 

underlying legal theories, all of which have elements whose resolution will depend 

on each class member’s foundational facts and the applicable controlling law. 

At a bare minimum, the typicality requirement demands a level of similarity 

in legal and factual circumstances between the class representatives and the class 

members that provides assurances that their respective claims are enough alike to 

support classwide resolution.  On examination, the opposite is true here and the 

CAC’s class certification allegations should be stricken for this reason alone.   

B. Plaintiffs Cannot Satisfy Rule 23(b)(3) 

When class certification turns to the predominance and superiority 

requirements in Rule 23(b)(3), the analysis, as with typicality, looks at the number 
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of individualized inquiries that will be necessary to resolve each class member’s 

claim.  Classwide resolution requires common issues to predominate so that the 

resolution of the class representative’s claims at trial can be applied to the claims of 

the putative class.  Where common issues predominate, resolution in a classwide 

trial can be viewed as an efficient, and thus superior, method of resolving the 

putative class members’ claims. 

But when the various claims made here are subject to the requisite rigorous 

analysis, a distinct lack of predominance emerges.  Unique issues requiring 

individualized resolution permeate the underlying claims.  This extends, in 

particular, to the medical monitoring relief sought.  The pervasive need for 

individualized resolution, on both law and fact, renders a classwide trial 

unmanageable in all its particulars.  As a result, such a trial is by no means a superior 

method of resolution.   

None of these conclusions, as noted at the outset, are novel.  The lack of 

predominance for nationwide or statewide classes bringing product liability or 

consumer fraud claims and asking for medical monitoring relief has been recognized 

in hundreds of cases over more than twenty years.  These breast implant cases raise 

the same unique issues and are just as unsuitable for classwide resolution.   

1. Individual Issues Predominate In Plaintiffs’ Product Liability And 
Medical Monitoring Claims 

The nationwide medical monitoring classes alleged here cannot meet Rule 

23(b)(3)’s predominance requirement for two fundamental reasons:  (1) medical 

monitoring and product liability laws differ widely between the states, so there is no 
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uniformity in the applicable law; and (2) in nearly all those states allowing medical 

monitoring under any circumstances, the liability and causation inquiries are highly 

individualized and not susceptible to classwide proof.  The statewide medical 

monitoring classes, moreover, fail the predominance requirement.   
 

a) Plaintiffs’ Nationwide Class Allegations Raise Individualized 
Legal Questions That Are Not Suitable For Classwide 
Adjudication 

Nationwide class actions require an “extensive analysis” of state law 

variances so “that class certification does not present insuperable obstacles.”  In re 

School Asbestos Litig., 789 F.2d at 1010; see also Castano v. Am. Tobacco Co., 84 

F.3d 734, 750 (5th Cir. 1996) (Rule 23 requires courts to “determine whether 

variations in state law defeat predominance”); Sanders v. Johnson & Johnson, Inc., 

2006 WL 1541033, at *4 (D.N.J. June 2, 2006) (“Differences in state law, no matter 

how slight, are important and must be determined prior to certification.”).  “In a 

multi-state class action, variations in state law ‘may swamp any common issues and 

defeat predominance.’”  Grandalski v. Quest Diagnostics, Inc., 767 F.3d 175, 180 

(3d Cir. 2014) (quoting Castano, 84 F.3d at 741).   

Here, given the sweeping nature of the CAC—which even Plaintiffs concede 

requires 63 class representatives and 112 subclasses—this Court will have to apply 

different and varying substantive laws from numerous states in order to adjudicate 

Plaintiffs’ claims.  The need to apply the laws of the various states to resolve the 

class members’ claims shows a lack of predominance.  That legal diversity calls for 
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individualized resolution, undermining the very concept of efficient classwide 

adjudication.   

For example, states vary widely regarding the availability of medical 

monitoring.  At least half do not allow medical monitoring at all.  Those states that 

allow medical monitoring also treat it differently—some require the plaintiff to have 

a physical injury while others do not, and some treat medical monitoring as a 

standalone tort while others treat it as an element of damages.  See In re Aredia & 

Zometa Prods. Liab. Litig., 2007 WL 3012972, at *5 (M.D. Tenn. Oct. 10, 2007) 

(“[T]he laws concerning medical/dental monitoring vary from state to state.”); 

Foster v. St. Jude Med., Inc., 229 F.R.D. 599, 602 (D. Minn. 2005) (“The states are 

not uniform in their treatment of medical monitoring claims.”).4 

Because of this legal diversity, as case after case has held, a multi-state 

medical monitoring class is not suitable for classwide resolution under Rule 23.  The 

need to apply the laws of multiple states destroys predominance.  See, e.g., Zinser v. 

Accufix Research Inst., Inc., 253 F.3d 1180, 1189 (9th Cir. 2001) (affirming denial 

of medical monitoring class and rejecting plaintiff’s contention that “predominance 

is not destroyed and the case is still manageable as a class action despite the 

application of the law of multiple jurisdictions.”); In re Nat’l Hockey League 

Players’ Concussion Injury Litig., 327 F.R.D. 245 (D. Minn. 2018); In re Prempro 

Prods. Liab. Litig., 230 F.R.D. 555, 569 (E.D. Ark. 2005) (denying certification 

                                           
4 Allergan has provided a breakdown of the state law variations regarding medical 
monitoring in pages 20-25 of Appendix A to its Motion To Dismiss Plaintiffs’ 
Master Personal Injury Complaint  Pursuant To Fed. R. Civ. P. 8(A), 9(B), And 
12(B)(6) (Non-Preemption Issues).   

Case 2:19-md-02921-BRM-JAD   Document 171-2   Filed 08/07/20   Page 30 of 58 PageID: 3103



 22 

because the class would require application of twenty-four states’ medical 

monitoring laws and those states “differ greatly on their approach to medical 

monitoring both as a cause of action and as a remedy.”); Foster, 229 F.R.D. at 605 

(“claims for medical monitoring are not treated uniformly among the states, and this 

divergence creates a ‘myriad of individual legal issues that defeat the predominance 

requirement’ and makes certification ‘totally unmanageable and inefficient.’” 

(citation omitted)); Zehel-Miller v. AstraZenaca Pharm., LP, 223 F.R.D. 659, 663 

(M.D. Fla. 2004) (“The fact that medical monitoring is not treated uniformly 

throughout the United States creates a myriad of individual legal issues that defeat 

the predominance requirement of Rule 23(b)(3).”). 

Not only are the state laws relating to medical monitoring divergent but the 

substantive law underlying Plaintiffs’ claims is balkanized as well.  That matters 

here because in some states permitting medical monitoring, it is a form of relief 

rather than a substantive claim on its own.  Medical monitoring relief thus has to be 

supported by an underlying substantive claim and there is no uniformity in the 

various states’ laws in that regard.5  Just last month, the district court in Adams 

Pointe I, LP v. Tru-Flex Metal Hose Corp., 2020 WL 4199557 (W.D. Pa. July 17, 

2020), made this very point in rejecting a nationwide product liability class action: 

As for Plaintiffs’ claim for strict products liability, there is no 
monolithic products liability law in the United States, and each state 

                                           
5 As with medical monitoring, Allergan also has provided a breakdown of the myriad 
differences in state laws controlling the putative class members’ substantive claims.  
(See Appendix A to Motion To Dismiss Plaintiffs’ Master Personal Injury Complaint 
Pursuant To Fed. R. Civ. P. 8(A), 9(B), And 12(B)(6) (Non-Preemption Issues)) 
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varies greatly with regard to the elements of a strict products liability 
cause of action.  The same reasoning applies to Plaintiffs’ negligence 
claims, in which there is no uniform cause of action that applies 
nationwide.  The court would be forced to apply an individualized 
analysis to each Plaintiffs’ claims resulting in a “proliferation of 
disparate … legal issues” which would compound exponentially. 

Id. at *10 (quoting Georgine v. Amchem Prods., 83 F.3d 610, 627 (3d Cir. 1996) 

(other citations omitted); see also In re Paxil, 212 F.R.D. 539, 551 (C.D. Cal. 2003) 

(“differing standards of liability required by laws of various states preclude a finding 

that common questions of law predominate”); Mack v. General Motors Acceptance 

Corp., 169 F.R.D. 671, 678 (M.D. Ala. 1996) (case with varying state law claims is 

“the antithesis of a class action”).   

The innumerable differences among states’ respective laws regarding 

negligence and strict product liability6, state consumer fraud and deceptive trade 

                                           
6 See, e.g., In re Am. Med. Sys., Inc., 75 F.3d 1069, 1085 (6th Cir. 1996) (“The law 
of negligence, including subsidiary concepts such as duty of care, foreseeability, and 
proximate cause, may … differ among the states only in nuance … [b]ut nuance can 
be important, and its significance is suggested by a comparison of differing state 
pattern instructions on negligence and differing judicial formulations of the meaning 
of negligence and the subordinate concepts.”); Matter of Rhone-Poulenc Rorer Inc., 
51 F.3d 1293, 1300 (7th Cir. 1995) (denying certification of nationwide class 
because the jury “will receive a kind of Esperanto instruction, merging the 
negligence standards of the 50 states and the District of Columbia”); Duncan v. Nw. 
Airlines, Inc., 203 F.R.D. 601, 613-14 (W.D. Wash. 2001) (“As described earlier, 
the laws of negligence and medical monitoring differ from state to state and often 
remain ambiguous.”). 
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practices7, unjust enrichment8, and breach of implied warranty.  The diversity in the 

states’ laws compelled rejection of nationwide classes in all of these cases and the 

same analysis applies here, too.  The state-by-state differences in the various 

substantive elements required to state a claim overwhelm any suggestion of 

predominance.  No amount of pleading or discovery can change that.  The CAC’s 

class allegations should be stricken for this independent reason.   

                                           
7 See In re Ford Motor Co. Ignition Switch Prods. Liab. Litig., 194 F.R.D. 484, 489 
(D.N.J. 2000) (denying certification because consumer protection statutes vary 
widely from state to state); Andren v. Alere, Inc., 2017 WL 6509550, at *17 (S.D. 
Cal. Dec. 20, 2017) (noting “material differences among the states on a fraud cause 
of action,” and “important and meaningful differences between the consumer 
protection laws of certain states as to the elements of proof of injury, need for proof 
of actual deception, whether scienter is required, whether reliance is required, 
whether relief is limited to equitable relief or damages, whether pre-filing notice is 
required and the varying statute of limitations”); In re Digitek Prods. Liab. Litig., 
2010 WL 2102330, at *8 (S.D.W. Va. May 25, 2010) (courts have 
“overwhelmingly” found “material conflicts among the fifty states’ laws on the 
[consumer fraud] claims plaintiffs bring in this case and have denied class 
certification, at least in part, on that basis”). 
8 Mazza v. Am. Honda Motor Co., 666 F.3d 581, 591 (9th Cir. 2012) (“The elements 
necessary to establish a claim for unjust enrichment also vary materially from state 
to state.”); Colley v. Procter & Gamble Co., 2016 WL 5791658, at *7 (S.D. Ohio 
Oct. 4, 2016) (“Varying state laws preclude Plaintiffs from pursuing an unjust 
enrichment claim on behalf of a nationwide class.”); Tyler v. Alltel Corp., 265 F.R.D. 
415 (E.D. Ark. 2010) (“the law of unjust enrichment varies materially from state to 
state”); In re Digitek, 2010 WL 2102330, at *8 (courts have “overwhelmingly” 
found “material conflicts among the fifty states’ laws on the [unjust enrichment] 
claims plaintiffs bring in this case and have denied class certification, at least in part, 
on that basis”); Clay v. Am. Tobacco Co., 188 F.R.D. 483, 501 (S.D. Ill. 1999) 
(“variances exist in state common laws of unjust enrichment” and “the claim of 
unjust enrichment is packed with individual issues and would be unmanageable”). 
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b) Plaintiffs’ Class Allegations Raise Individualized Factual 
Questions That Are Not Suitable For Classwide Adjudication 

As many courts also have held, nationwide or statewide classes seeking 

medical monitoring relief, as supported by substantive claims of any stripe, also fail 

to meet the predominance requirement in Rule 23(b)(3) because the class member’s 

claims demand individualized resolution.  A class action has no utility in this 

circumstance either.   

1. Multi-Plaintiff Nationwide Medical Monitoring 
Claims 

Over 50 years ago, the drafters of Rule 23’s amendments recognized that 

multi-plaintiff personal injury actions raise highly individualized factual questions 

that were inimical to class treatment: 

A “mass accident” resulting in injuries to numerous persons is 
ordinarily not appropriate for a class action because of the likelihood 
that significant questions, not only of damages but of liability and 
defenses of liability, would be present, affecting the individuals in 
different ways.  In these circumstances an action conducted nominally 
as a class action would degenerate in practice into multiple lawsuits 
separately tried. 

Fed. R. Civ. P. 23(b)(3) Advisory Notes to 1966 Amendment. 

Echoing the drafters’ concerns, the Third Circuit has expressed this same 

sentiment in the context of products liability claims like those that are part of the 

CAC in this case.  In its seminal Georgine v. Amchem opinion, the court explained 

that “[i]n products liability actions … individual issues may outnumber common 

issues.”  83 F.3d at 628.  This is because “[n]o single happening or event occurs to 
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cause similar types of physical harm or property damage. No one set of operative 

facts establishes liability.  No single proximate cause applies equally to each 

potential class member and each defendant.  Furthermore, the alleged tortfeasor’s 

affirmative defenses (such as failure to follow directions, assumption of the risk, 

contributory negligence, and the statute of limitations) may depend on facts peculiar 

to each plaintiff's case.”  Id.   

The consequences of this factual diversity for class certification were 

immediately apparent to the Court:  “[e]ven if we were to assume that some issues 

common to the class beyond the essentially settled question of the harmfulness of 

asbestos exposure remain, the huge number of important individualized issues 

overwhelm any common questions.  Given the multiplicity of individualized factual 

and legal issues, magnified by choice of law considerations, we can by no means 

conclude that the questions of law or fact common to the members of the class 

predominate over any questions affecting only individual members.”  Id.  (quotation 

marks omitted). 

Numerous district courts in this Circuit have rejected class certification in 

cases like these for similar reasons.  In Sanders, the district court declined to certify 

a nationwide medical monitoring class involving a different surgical implant.  The 

district court granted the defendants’ motion to strike the class allegations and denied 

the cross-motion for certification of a nationwide medical monitoring class, in large 

part because common questions of law and fact did not predominate over individual 

ones.  2006 WL 1541033, at *2-3, *11 (Brown, C.J.).  The court explained: 
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Although there would be some common factual issues between 
members of the Proposed Class, they would not predominate over the 
individualized ones.  In proving their claims, class members would 
have to provide facts showing the circumstances of how they were 
injured.  Those facts include their reasons for using [the device], 
whether prior medical conditions caused their alleged injuries, what 
they understood about the risks of using [the device] when they used 
the product and the adequacy with which their physicians performed 
the surgery resulting in the use of the product. 

Id. at *6.   

Sanders is hardly alone.  See Blain v. Smithkline Beecham Corp., 240 F.R.D. 

179, 190 (E.D. Pa. 2007) (“Predominance poses a problem for certification in drug 

product liability cases.  Individual issues in such cases invariably overwhelm 

common ones,” such as “medical histories,” “the roles of the physician and the 

physical characteristics in each individual’s case ….”); Reilly v. Gould, Inc., 965 F. 

Supp. 588, 598, 603-05 (M.D. Pa. 1997) (granting motion to dismiss personal injury 

class allegations in medical monitoring case because of individualized issues); In re 

Orthopedic Bone Screw Prods. Liab. Litig., 1995 WL 273597, at *10-11 (E.D. Pa. 

Feb. 22, 1995) (courts routinely “refuse[] to certify classes in actions alleging 

defective medical products” because the “measure of damages will be dependent 

almost exclusively on individual factors” such as “causation, liability, and 

damages,” and “there are not enough common questions of law or fact to warrant 

the use of the class mechanism.”) 

Barraza v. C. R. Bard, Inc., 322 F.R.D. 369 (D. Ariz. 2017), is particularly 

instructive on the specific claims in the CAC.  The Barraza plaintiffs filed a putative 

class action lawsuit on behalf of patients implanted with an inferior vena cava filter 
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and sought medical monitoring.  Id. at 373-74.  They asserted a single class 

consisting of filter recipients who resided in sixteen states that permitted medical 

monitoring.  Id. at 374.  After realizing that “significant differences” existed between 

the laws in those sixteen medical monitoring states, the plaintiffs changed course 

and sought to certify sixteen state specific subclasses instead of a nationwide class.  

Id. at 374-75.  But Plaintiffs’ maneuvers failed because, no matter how structured, 

“individual issues will predominate” between the plaintiffs in each subclass.  Id. 

at 384. 

Barraza further rejected the argument that medical monitoring made all these 

highly individualized inquiries disappear.  While the plaintiffs argued that they face 

“a common risk and need medical monitoring” that sufficed to certify the class, the 

court emphasized that the plaintiffs “must also show that Defendants were negligent 

and caused Plaintiffs’ increased risk.”  Id. at 381.  “And,” in Barraza, “it is in proving 

negligence that individual issues will proliferate.”  Id.  The court continued: 

Filter-by-filter inquiries into design and manufacturing defects will be 
required; at each step, the state of the art must be examined; failures to 
disclose will vary from year to year and filter to filter; the knowledge 
possessed by each class member’s physician must be established to 
resolve the learned intermediary defense; and each class member’s 
knowledge of the risk and response to suggestions of removal or 
medical monitoring will be needed to resolve defenses of assumption 
of the risk and contributory or comparative negligence.  

Id.  Moreover, individual inquiries were required regarding “whether the proposed 

medical monitoring is necessary and distinct from the ordinary course of treatment 
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the class member is receiving,” and “what state’s law should apply to each class 

member’s claim.”  Id. at 384. 

There is no daylight between Sanders, Barraza, and Plaintiffs’ case here.  Just 

as each of Plaintiffs’ theories of liability arises from disparate state law, each theory 

also gives rise to an overwhelming number of individualized factual inquiries that 

preclude use of the class action device.  This holds true regardless of whether 

Plaintiffs want to certify a nationwide class or state subclasses. 

Thus, even for states permitting medical monitoring, “each plaintiff’s need (or 

lack of need) for medical monitoring is highly individualized.”  In re St. Jude, 425 

F.3d 1116, 1122 (8th Cir. 2005).  The plaintiffs ordinarily cannot prove the medical 

necessity of their “proposed monitoring regime without further individual 

proceedings to consider class members’ individual characteristics and medical 

histories and to weigh the benefits and safety of a monitoring program.”  Gates v. 

Rohm & Haas Co., 655 F.3d 255, 269 (3d Cir. 2011).   

Consequently, classwide resolution is incompatible with these circumstances.  

See id.; accord Barnes, 161 F.3d at 143 (affirming decertification of class action 

where too many individual issues existed, including the need for medical 

monitoring); In re Fosamax Prods. Liab. Litig., 248 F.R.D. 389, 401 (S.D.N.Y. 

2008) (“almost every element of a medical monitoring claim … would present case-

specific questions that are central to whether class members entitled to recovery in 

this case.  These individualized questions clearly predominate over any common 

questions in the case.”); Perez v. Metabolife Int’l, Inc., 218 F.R.D. 262, 271 (S.D. 

Fla. 2003) (increased risk of injury is “particularly unsuitable for class treatment”); 
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In re Prempro, 230 F.R.D. at 570 (denying certification of medical monitoring class 

where “increased risk” could not be proven on a classwide basis); Rowe v. E.I. 

DuPont de Nemours and Co., 2008 WL 5412912, at *20 (D.N.J. Dec. 23, 2008) (“the 

necessity for medical monitoring is not a common issue for all class members and, 

thus, is not subject to common proof.”); Rhodes v. E.I. DuPont de Nemours and Co., 

253 F.R.D. 365, 380 (S.D.W. Va. Sept. 30, 2008) (“[I]ndividual inquiries into the 

need for medical monitoring ... would destroy the cohesiveness of the class.”).  

So it is here as well.  Each Plaintiff’s alleged increased risk of contracting 

ALCL may vary according to any number of individual factors.  This may include 

how long the device was implanted, the surgical technique used, and perhaps even 

each Plaintiff’s genetic susceptibility to developing ALCL.  Relatedly, each 

Plaintiff’s individual medical history could play a pivotal role in determining the 

benefits and safety of any medical monitoring regime, as well as how much 

monitoring each Plaintiff needs.    

The cases cited are clear that it is impossible to make a uniform determination 

that all Allergan device recipients have the same increased risk of harm.  The class 

allegations should be stricken for this reason, too.  See Lafferty v. Sherwin-Williams 

Co., 2018 WL 3993448, at *6 (D.N.J. Aug. 21, 2018) (dismissing medical 

monitoring claim because “individual fact finding is essential to determine whether 

one of these hazardous substances impacted someone. … Conducting such causative 

inquiries on a class-wide basis would be problematic and wildly inaccurate—

individualized proceedings are necessary.”); O’Connor v. Boeing N. Am., Inc., 180 

F.R.D. 359, 377 (C.D. Cal. 1997) (“individual issues, such as exposure level, family 
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history, and other risk factors, will dictate whether class members will qualify for 

the medical monitoring program Plaintiffs propose, which includes not only 

examinations, but treatment of diseases as well.”). 

2. Consumer Fraud And Unjust Enrichment 

Plaintiffs allege that Allergan violated consumer fraud/protection statutes and 

is otherwise liable under unjust enrichment theories.  But each of these claims is 

premised upon what Allergan told each Plaintiff or her implanting physician, and 

more importantly, each Plaintiff’s subjective state of mind regarding whether they 

relied on any misrepresentations in deciding to proceed with an implant.  As the 

cases routinely recognize, that inquiry is inherently individual.  There is no way to 

adjudicate on a classwide basis whether and to what extent each Plaintiff relied on 

something Allergan said or didn’t say about the risks of ALCL. 

Thus, the predominance requirement “is extremely hard to meet when dealing 

with a case involving fraud and misrepresentation. Common law fraud and 

misrepresentation claims raise issues that are personal to each individual plaintiff.”  

Morgan v. Markerdowne Corp., 1999 WL 33542938, at *6 (D.N.J. Jan. 27, 1999).  

“To bring a common law fraud claim on behalf of a class, the representative plaintiff 

must prove that each member relied on the defendant’s alleged misrepresentation 

and suffered damages because of the reliance … Many courts, however, have held 

that common law fraud and misrepresentation actions are inappropriate for treatment 

as a class action suit.”  Id.; see In re Ford Motor Co., 2012 WL 379944, at *13 

(“resolution of Plaintiffs’ claims will require numerous individualized inquiries into 
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the alleged misrepresentation, whether it be an affirmative representation or 

omission.”); See Freedman v. Arista Records, Inc., 137 F.R.D. 225, 229 (E.D. Pa. 

1991) (“One’s [reliance] is personal and as such is not susceptible to a class-based 

definition.”).   

Courts routinely reject use of the class action in cases that require proof of 

reliance because “the very nature of the justified reliance inquiry is highly fact-

specific.” Davis v. Bank of Am., N.A., 2016 WL 427049, at *5-6 (E.D. Pa. Feb. 3, 

2016); see Burstein v. Ret. Account Plan for Employees of Allegheny Health Educ. 

& Research Found., 2004 WL 2612162, at *5-6 (E.D. Pa. Oct. 21, 2004) (“As it is 

clear that proving the detrimental reliance element will involve factual disparities 

among the putative class members and thus present issues that preclude litigation as 

a class”); Markocki v. Old Republic Nat’l Title Ins. Co., 2015 WL 3421401, at *6 

(E.D. Pa. May 27, 2015) (holding that “decertification is necessary on the [consumer 

fraud] claim because the need to show each class member’s justifiable reliance … 

[which] overwhelms common issues”).   

Product liability claims, like those made here, are no exception.  See Marcus 

v. BMW of North Am., LLC., 687 F.3d 583 (3rd Cir. 2012) (each plaintiff’s 

knowledge about alleged tire defect was relevant to consumer fraud claim); In re 

Prempro, 230 F.R.D. at 567 (plaintiffs’ fraud and unfair competition claims do not 

satisfy predominance requirement because they require a determination of reliance, 

which is inherently an individualized factual determination not “suitable for class-

wide relief.”); In re St. Jude Med. Inc. Silzone Heart Valves Prods. Liab. Litig., 2009 

WL 1789376 (D. Minn. June 23, 2009) (granting motion to strike plaintiff’s 
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consumer protection class because it involves an individualized inquiry); Dhamer v. 

Bristol-Myers Squibb Co., 183 F.R.D. 520, 533 (N.D. Ill. 1998) (“a nationwide class 

is not a superior method for resolving consumer fraud claims because each 

prospective plaintiff is going to be involved in extensive individualized proceedings 

whether a consumer fraud class is certified or not.”). 

The same holds true for unjust enrichment.  See Grandalski, 767 F.3d at 184-

85 (unjust enrichment claims turn on individualized questions and are inappropriate 

for class action treatment); accord Fenwick v. Ranbaxy Pharm., Inc., 353 F. Supp. 

3d 315 (D.N.J. 2018); Sergeants Benevolent Ass’n. Health & Welfare Fund v. 

Sanofi-Aventis U.S. LLP, 2011 WL 824607 (E.D.N.Y. Feb. 16, 2011); Thompson v. 

Bayer Corp., 2009 WL 2424352 (E.D. Ark. Aug. 6, 2009). 

In sum, there is no avoiding the lack of predominance for the consumer fraud 

or unjust enrichment claims.  Each theory must be resolved plaintiff-by-plaintiff on 

its own facts.  Classwide resolution will not work for those claims either and the 

class allegations relating to them should be stricken.   

3. Affirmative Defenses 

There is yet another layer of individualized resolution involving each class 

member’s claims.  Allergan has an array of affirmative defenses that will require 

individualized findings of fact.  For example, the assumption of risk and comparative 

negligence defenses will require inquiries into what each Plaintiff knew about the 

risks associated with their devices and whether they chose to proceed with their 

devices in light of that knowledge.  Likewise, statute of limitations and statute of 
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repose defenses necessarily require an assessment of what each Plaintiff knew and 

when.  These issues are not susceptible to common proof, either. 

A class action is inappropriate where affirmative defenses would require 

individualized findings.  See, e.g., Barnes, 161 F.3d at 149 (“[W]e believe that 

determining whether each class member’s claim is barred by the statute of 

limitations raises individual issues that prevent class certification.”); In re Fosamax, 

248 F.R.D. at 402 (comparative negligence and assumption of the risk “require 

assessment of what each class member knew of the risks of ONJ at the time he or 

she took Fosamax, for example from warnings given by the prescribing physician or 

through independent research”); In re Prempro, 230 F.R.D. at 567 (“assumption of 

the risk, contributory negligence, comparative negligence, and statutes of limitation 

all require individual determinations.”); O’Connor v. Boeing N. Am., Inc., 197 

F.R.D. 404, 409 (C.D. Cal. 2000) (decertifying medical monitoring class in part due 

to “highly individualistic nature” of statute of limitations); Arch v. Am. Tobacco Co., 

175 F.R.D. 469, 491 (E.D. Pa. 1997) (“[a]ssumption of risk is an inherently 

individual question, turning as it does upon the subjective knowledge and behavior 

of individual plaintiffs. … Additionally, the class member’s knowledge would also 

be relevant to a determination of comparative fault, which is a defense to the 

negligence claims. … Defendants also raise a statute of limitations defense, which 

is not a common issue”); Guillory v. Am. Tobacco Co., 2001 WL 290603 (N.D. Ill. 

Mar. 20, 2001) (“assumption of risk, contributory negligence, and the statute of 

limitations raise issues uncommon to the class”); Lewallen v. Medtronic USA, Inc., 

2002 WL 31300899, at *4 (N.D. Cal. Aug. 28, 2002) (“In addition, various 
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affirmative defenses require individualized proof, including the statutes of 

limitation, consent, assumption of risk, and comparative fault.”). 

As these authorities show, every class member’s claims will trigger the need 

to examine, on individualized facts, the merits of Allergan’s affirmative defenses.  

Predominance cannot be found for this reason either and the CAC’s class allegations 

thus should be stricken.   

c) Individual Issues Of Law And Fact Preclude The Release 
Subclass 

Plaintiffs’ allegations regarding the Release Subclass should be stricken for 

similar reasons.  This Court recently addressed issues with respect to the releases in 

its Order granting in part and denying in part Plaintiffs’ Emergency Motion to Limit 

Communications with Class Members and Their Physicians, Void Release Signed 

by Class Members, and Issue Corrective Notice.  (MDL. No. 2921, Dkt #144.)  The 

Court declined to invalidate the releases, instead directing the parties to meet and 

confer regarding revisions to the release language, as well as notice to class members 

who already have signed releases.  (Id. at 18.)  The Court stated:  “Any determination 

regarding the legal impact of those releases should be made on a case-by-case basis 

at a later date.”  (Id.)  Precisely.  Adjudication of the Release Subclass claims 

requires individual, case-by-case adjudication of each putative class member’s 

circumstances. 

Specifically, the legal and factual questions surrounding the validity of each 

class member’s Release constitute individualized inquiries, making it impossible for 

Plaintiffs to meet the predominance requirement.  Most jurisdictions measure the 
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validity of a release agreement by the totality of the circumstances.  Applying New 

Jersey law, Geraghty v. Ins. Servs. Office, Inc., 369 F. App’x 402, 405 (3d Cir. 2010), 

laid out the following factors to evaluate whether a plaintiff entered into a release 

knowingly and voluntarily: (1) clarity and specificity of the release language; (2) the 

plaintiff’s education and business experience; (3) the amount of time plaintiff had 

for deliberation; (4) whether plaintiff knew or should have known her rights upon 

execution of the release before signing (5) whether plaintiff was encouraged to seek 

counsel; (6) whether there was opportunity for negotiation; and (7) whether the 

consideration provided was in line with what the plaintiff was entitled to by law.  Id.   

Here, whether any particular release was “deceptive, misleading, and/or void 

as against public policy” would necessarily involve individualized factual inquiry as 

to each Release Subclass plaintiff’s circumstances when signing the Release.  Each 

plaintiff’s education and business experience, time for deliberation, and whether 

anyone encouraged her to seek counsel or other advice are impossible to ascertain 

on a classwide basis.  As far as these Plaintiffs and the putative class are concerned, 

every aspect of the Geraghty “totality of circumstances” test is individualized—what 

she knew, what she was told, who she consulted, how long she waited, and more.  

There will also be individual questions as to Allergan’s representations and alleged 

omissions—what litigation or regulatory action Allergan received noticed of at any 

given time, what communications Allergan may have made with surgeons whose 

patients planned to participate in the Warranty Programs, and more.  

As such, as this Court found, it will be impossible to determine whether the 

Releases were “deceptive, misleading, and/or void” on a classwide basis, because 
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the inquiry into Release validity is necessarily individual and fact-intensive.  See 

McFarland v. Yegen, 1989 U.S. Dist. Lexis 16965, at *30-31 (D.N.J. Oct. 6, 1989) 

(declining to certify release class when “the inquiry into whether the releases are 

valid or not will likely turn upon the factual circumstances under which each release 

was executed,” which “mandate[d] the conclusion that the individual issues with 

respect to the these putative class members predominate over of the common issues); 

see also United States v. NYC Dep’t of Educ., 407 F. Supp. 3d 365, 413-14 (S.D.N.Y. 

2018) (totality of the circumstances analysis in determining the validity of liability 

waiver to be a “peculiarly fact-sensitive inquiry”); Walker v. Asea Brown Boveri, 

Inc., 214 F.R.D. 58, 65-66 (D. Conn. 2003) (rejecting release class because a “fact-

specific inquiry will be necessary to determine whether either of the named plaintiffs 

knowingly and voluntarily” entered into the release); Spann v. AOL Time Warner, 

Inc., 219 F.R.D. 307, 319 (S.D.N.Y. 2003) (rejecting release class when “[t]o the 

extent that the Releases could provide a defense as to recovery under the claims 

posed in this lawsuit, that defense requires a fact-specific inquiry into the 

circumstances of the execution of each individual’s release.”). 

*    *    *    *    * 

In sum, the individual legal and factual questions necessarily predominate 

over common questions for these nationwide classes.  No amount of discovery will 

change this; if anything, the need for factual discovery will only further expose the 

impropriety of class treatment.  The CAC’s class allegations should be stricken. 
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2. Class Treatment Is Not A Superior Method Of Adjudicating These 
Claims 

Under Rule 23(b)(3), courts also must take a “close look” at whether a class 

action is “superior to other available methods for the fair and efficient adjudication 

of the controversy.”  Amchem, 521 U.S. at 615.  “The rule asks [the Court] to 

balance, in terms of fairness and efficiency, the merits of a class action against those 

of ‘alternative available methods’ of adjudication.”  Georgine, 83 F.3d at 632-33, 

aff’d 521 U.S. 591; see Katz v. Carte Blanche Corp., 496 F.2d 747, 761 (3d Cir.) (en 

banc), cert. den., 419 U.S. 885 (1974) (the fairness “criterion for a superiority 

determination,” includes “fairness to the defendant.”).  Rule 23 identifies four 

relevant factors courts should consider when making this determination: 

• the class members’ interests in individually controlling the 
prosecution or defense of separate actions;  

• the extent and nature of any litigation concerning the controversy 
already begun by or against class members;  

• the desirability or undesirability of concentrating the litigation of the 
claims in the particular forum; and,  

• the likely difficulties in managing a class action. 

Fed. R. Civ. P. 23(b)(3).  Analysis of these factors only confirms that classwide 

adjudication would not be “superior” to anything. 

Injured Plaintiffs’ Control Over Their Own Cases.   According to the Third 

Circuit, a personal injury class action seeking medical monitoring, “suffers from 

serious problems in the fairness it accords to the plaintiffs [because] [e]ach plaintiff 

has a significant interest in individually controlling the prosecution of separate 
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actions.  Georgine, 83 F.3d at 633.  This is because personal injury claims “have a 

significant impact on the lives of the plaintiffs.”  Id. (quoting Fed. R. Civ. P. 23(b)(3) 

Advisory Notes to 1966 Amendment); see also Yandle v. PPG Indus., Inc., 65 F.R.D. 

566, 572 (E.D. Tex. 1974) (“[T]he court finds that the members of the purported 

class have a vital interest in controlling their own litigation because it involves 

serious personal injuries and death in some cases.”).  Consequently, class treatment 

is inappropriate for these kinds of cases.  See Georgine, 83 F.3d at 633;  In re School 

Asbestos Litig., 789 F.2d 996, 1009 (3d Cir.), cert. denied, 479 U.S. 852 (1986) 

(“Part of the reluctance to apply the class action to mass torts is rooted in the notion 

that individual plaintiffs have the right to select their own counsel and forum, 

particularly in personal injury actions.”) (citations omitted).  

Indeed here, the MDL Plaintiffs have made clear that they want to control 

their own fates.  Again, Plaintiffs filed the Master Long Form Complaint over two 

months ago.  (See MDL No. 2921, Dkt. No. 119)  Yet, the docket for this MDL, 

along with the individual actions comprising it, reveals that the Plaintiffs’ Steering 

Committee to date has refused to adopt that Master Complaint for any of the 

individual cases in this proceeding—even though the Plaintiffs’ Steering Committee 

is counsel of record in roughly 75% of those individual cases.  (See, e.g., Dockets in 

MDL No. 2921; Edwards v. Allergan Inc., No. 20-cv-09218; Johnson v. Allergan 

Inc., No. 20-cv-09228; Vargas v. Allergan Inc., No. 20-cv-09057.)  In other words, 

Plaintiffs’ lawyers drafted and filed what should have been a “Master” pleading for 

the entire MDL, but so far have disavowed it for the individual cases comprising that 

very same MDL.  Plaintiffs’ apparent intent to forge their own respective litigation 
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paths is fundamentally at odds with class treatment.  Indeed, it confirms that the class 

members are capable of pursuing their own litigation interests, and thus that class 

treatment is inferior here.  See Liberty Lincoln Mercury, Inc. v. Ford Mktg. Corp., 

149 F.R.D. 65, 74 (D.N.J. 1993) (finding “a class action is not appropriate when 

proposed class members are able to protect and defend their own interests”).   

Existing Litigation by Class Members.  Rule 23(b)(3)(B) “speaks not only 

of assessing the ‘extent ... of any litigation ... already begun’—presumably meaning 

the raw number of cases filed relative to the size of the proposed class—but also of 

the ‘nature of any litigation ... already begun.’”  Abraham v. WPX Prod. Prods., 

LLC, 317 F.R.D. 169, 240 (D.N.M. 2016) (emphasis added).  To make this 

assessment, courts “must look at what procedural forms the already-filed cases have 

taken.”  Id.  “For example, if a group of asbestos plaintiffs file for class certification, 

the court should decline to certify on the ground that asbestos cases [already] are 

consolidated in [a pending] multidistrict litigation.”  Id. (“[I]f a class has already 

been certified to pursue certain claims, redundant classes should generally not be 

certified”) (citing 2 Newberg on Class Actions §4:70 (“[I]f a class action case is 

already pending, certification of another class suit might not be sensible or superior 

to the current litigation posture.”)).   

These redundancy concerns apply with equal force here.  Right now, this 

Court presides over an MDL proceeding intended to coordinate pretrial workup for 

federal personal injury actions involving Allergan BIOCELL breast implant 

products.  As the JPML recognized, this MDL offers a variety of potential benefits 

and efficiencies, such as coordinating discovery, streamlining claims and issues for 
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trial, preventing inconsistent pretrial rulings, and conserving judicial and party 

resources.  (See MDL No. 2921, Dkt #96 at p.1 (JPML Transfer Order).)  Plaintiffs 

will be hard-pressed to explain how their alleged class action procedure is superior 

to, and thus should supplant, the pending MDL proceeding that achieves many of 

the same efficiencies that Rule 23 is supposed to foster.  Georgine, 83 F.3d at 634 

(“a class action would need significant advantages over alternative means of 

adjudication before it could become a ‘superior’ way to resolve this case.”)    

Manageability of Class Claims.  Oftentimes, “[l]ack of manageability is the 

most compelling reason for denying plaintiffs’ motion.”  Abbent v. Eastman Kodak 

Co., 1992 WL 1472751, at *10 (D.N.J. Aug. 28, 1992); see also Georgine, 83 F.3d 

at 633-34 (holding that nationwide medical monitoring class “of this magnitude and 

complexity could not be tried” and “the difficulties likely to be encountered in the 

management of this action are insurmountable”).  That is no less true here. 

Consider, first of all, what the class trial will look like.  Regardless of whether 

the Court certifies a nationwide class or 112 subclasses, the Court likely will have 

to apply the laws of many different jurisdictions for a multitude of claims.  Indeed, 

on its face the CAC purports to assert more than 700 discrete causes of actions—13 

claims, each brought under the laws of all U.S. States and Territories.  These laws 

encompass countless different permutations governing Allergan’s liability and 

defenses, which means there is no meaningful way to try the claims from different 

states together.  The end result is that a “class” trial may involve perhaps 56 separate 

class trials—hardly the kind of efficiency that the class action device is supposed to 

achieve. 
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But the alternative—a single trial—is worse.  Jury instructions encompassing 

multiple states’ laws will be a nightmare and no juror can reasonably be expected to 

keep track of which state’s laws applies to which Plaintiffs’ claims.  See In re Am. 

Med. Sys., 75 F.3d at 1085 (“[i]f more than a few of the laws of the fifty states differ, 

the district judge would face an impossible task of instructing a jury on the relevant 

law”); Harding v. Tambrands Inc., 165 F.R.D. 623, 632 (D. Kan. 1996) (“[T]he court 

believes that instructing the jury in a manner that is both legally sound and 

understandable to a jury of laypersons would be a herculean task. … The jury would 

have to be instructed to consider various burdens of proof, and in some cases, 

contradictory standards of conduct.”).  

Plaintiffs cannot duck this problem by urging a single jury instruction for each 

claim because that approach would collide with Erie.  As Judge Posner explained: 

If one instruction on negligence will serve to instruct the jury on the 
legal standard of every state of the United States applicable to a novel 
claim, implying that the claim despite its controversiality would be 
decided identically in all 50 states and the District of Columbia, one 
wonders what the Supreme Court thought it was doing in the Erie case 
when it held that it was unconstitutional for federal courts in diversity 
cases to apply general common law rather than the common law of the 
state whose law would apply if the case were being tried in state rather 
than federal court. 

Matter of Rhone-Poulenc Rorer Inc., 51 F.3d at 1300-01; see also Erie R.R. Co. v. 

Thompkins, 304 U.S. 64, 78 (1938).  Even if the differences among state negligent 

laws were mere nuances, “nuance can be important, and its significance is suggested 

by a comparison of differing state pattern instructions on negligence and differing 

judicial formulations of the meaning of negligence and the subordinate concepts.”  
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Id.  “The voices of the quasi-sovereigns that are the states of the United States sing 

negligence with a different pitch.”  Matter of Rhone-Poulenc Rorer Inc., 51 F.3d at 

1300-01.   

This is just the tip of the iceberg.  Because state laws differ materially, 

evidence that might be relevant in one jurisdiction may not be relevant in another.  

How will the parties and the Court sort through what evidence is admissible and for 

what purpose—and more importantly, how is the jury supposed to keep it all 

straight?  There is no limiting instruction—regardless of how well-intentioned—that 

possibly could ameliorate the resulting prejudice and unfairness to Allergan.   

In a nationwide or statewide setting, the difficulties undermining a fair or 

efficient adjudication would only start with the legal diversity.  For reasons already 

discussed, Plaintiff-specific factual inquiries will follow for the resolution of each 

plaintiff’s claims.  Each Plaintiff will ultimately have to prove liability and damages 

on an individual basis.  That will involve individualized questions related to state of 

the art and Allergan’s knowledge during the relevant period, individual subjective 

knowledge regarding Allergan’s risks, what each implanting physician told each 

Plaintiff regarding those risks, the individual increased risk of contracting ALCL, 

and whether and to what extent each Plaintiff is entitled to medical monitoring.  An 

endless stream of mini-trials of will be required to conclude the classwide claims.9   

                                           
9 As Judge Jack Weinstein has explained, “[t]he effect of conditional class 
certification will be for all pending state and federal actions to become part of the 
mandatory class and to cease to exist as independent cases.”  In re Joint E. & S. Dist. 
Asbestos Litig., 134 F.R.D. 32, 36 (E.D.N.Y. 1990).  In other words, according to 
Judge Weinstein, when an MDL court certifies a class action, any individual cases 
encompassed within that class definition become subsumed by the class, and the 
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When, as here, the plaintiffs’ claims require these kinds of individualized 

determinations, the superiority requirement is not satisfied.  See Mann v. TD Bank, 

N.A., 2010 WL 4226526, at *18 (D.N.J. Oct. 20, 2010) (class action “presents 

significant manageability concerns” because the Court would have to conduct fact-

intensive mini trials to determine prospective class members, representing an 

“unmanageable endeavor” and weighing against class certification); Agostino v. 

Quest Diagnostics Inc., 256 F.R.D. 437, 470 (D.N.J. 2009) (certifying proposed 

class in light of numerous factual and legal variations “would be the legal equivalent 

of encountering a sign warning of quicksand, yet rushing headlong forward despite 

the warning.”); Newton, 259 F.3d at 192 (“Because injury determinations must be 

made on an individual basis … plaintiffs fail to satisfy the superiority standard.”).  

The class allegations should be stricken for this reason, too.  

C. Plaintiffs Cannot Resort To Rule 23(b)(2) 

The CAC also alleges certification under Rule 23(b)(2) of the nationwide 

class, as well both the state and non-PMA device state subclasses.  These allegations 

fare no better as far as the certification requirements are concerned.  As noted at the 

outset, certification under Rule 23(b)(2) is appropriate only for classes seeking 

                                           
MDL court no longer can remand those individual cases to their originating districts 
for trial.  As a result, not only will this Court have to conduct an unwieldy class trial 
involving medical monitoring of uninjured putative class members, but it also must 
continue to manage the claims of injured plaintiffs (i.e., who allege an ALCL 
diagnosis) who do not fall within the class definition and thus remain part of this 
MDL.  From this perspective too, a class action makes adjudication of these claims 
less efficient and less manageable—and, ultimately, the inferior method of resolving 
this litigation. 
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injunctive or equitable, not monetary, relief and where the class is sufficiently 

cohesive to facilitate classwide adjudication.  See discussion supra pp. 10-11.  These 

elements cannot be met for the CAC’s classes.   

In looking at Rule 23(b)(2), regardless of how the plaintiffs frame the medical 

monitoring request, a court must independently examine the requested relief to 

determine whether it is truly injunctive in nature.  “Relief in the form of medical 

monitoring may be by a number of means.”  Day v. NLO, Inc., 144 F.R.D. 330, 335 

(S.D. Ohio 1992), vacated in part on other grounds sub nom. In re NLO, Inc., 5 F.3d 

154 (6th Cir. 1993).  “First, a court may simply order a defendant to pay a plaintiff 

a certain sum of money.”  Id.  “The plaintiff may or may not choose to use that 

money to have his medical condition monitored.”  Id.  “Second, a court may order 

the defendants to pay the plaintiffs' medical expenses directly so that a plaintiff may 

be monitored by the physician of his choice.”  Id.  Neither of these situations 

constitutes injunctive relief for purposes of Rule 23(b)(2).  See id. 

“However, a court may also establish an elaborate medical monitoring 

program of its own, managed by court-appointed court-supervised trustees, pursuant 

to which a plaintiff is monitored by particular physicians and the medical data 

produced utilized for group studies.  In this situation, a defendant, of course, would 

finance the program as well as being required by the court to address issues as they 

develop during program administration.”  Id. at 336. 

Based on these principles, courts have found that unless the court or the 

defendants are substantially involved with overseeing, conducting, managing, and 

otherwise supervising a medical monitoring relief program, the program is a form of 
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monetary rather than injunctive relief.  See, e.g., Barnes, 161 F.3d at 131; Arch, 175 

F.R.D. at 483; see also Abbent, 1992 WL 1472751 at *13.  For example, in  Barraza, 

the plaintiffs proposed a medical monitoring scheme in which the defendants would 

pay money into a fund, and the fund would be “used to pay for class members to see 

their own physicians, receive a scan from a CT provider of their choice, and receive 

a report on the scan from a designated reviewing radiologist.”  322 F.R.D. at 386.  

The court had “difficulty distinguishing this remedy from a simple claim for money 

damages that a plaintiff will use to pay for a doctor visit, a CT scan, and review of 

the scan.”  Id.  Even though there were limitations on use of the funds, the court 

questioned whether “that single distinction—that the funds in this case can be used 

only for a doctor visit, a scan, and review of the scan—transform this from monetary 

to injunctive relief?  The Court does not think so.”  Id.  The court also denied class 

certification under Rule 23(b)(2).  Id. 

Here, Plaintiffs’ seven independent medical monitoring causes of action have 

attempted to sidestep some of the obvious problems highlighted in the above cases 

by requesting “a Court-supervised, Defendant-funded” medical monitoring program 

which will “include a trust fund” to pay for medical monitoring and diagnoses “as 

frequently and appropriately as necessary.”   (CAC ¶¶ 5512, 5528, 5545, 5562, 5579, 

5596 5613.)  But this is virtually the same as what the Barraza plaintiffs asked for—

“a Court-supervised and Court-administered trust fund, in an amount to be 

determined, to pay for the medical monitoring protocol for all Class members”—

and what the Barraza court ultimately refused to certify under Rule 23(b)(2).  322 

F.R.D. at 386.  The Rule’s requirements thus cannot be avoided by mere labels. 
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In Barraza, neither the defendants nor the Court were tasked with assigning 

or supervising the physicians or monitoring protocols for the plaintiffs; rather, the 

requested trust fund would exist only to pay for monitoring services conducted by 

the physicians or facilities of the plaintiffs’ own choice.  Moreover, any data 

generated through monitoring would not be used for research purposes or to benefit 

the class.  Similarly here, Plaintiffs have not requested that Allergan do anything 

beyond paying for a medical monitoring program, and they have not indicated that 

data generated by such a program will be used for any class benefit.  As in Barraza, 

this Court cannot conclude “that a remedy requiring Defendants to do nothing more 

than write a check can properly be viewed as an injunction.”  Id. at 387.  

This rings all the more true given that Plaintiffs consistently reference 

“medical monitoring” in purely economic terms.  See In re School Asbestos Litig., 

789 F.2d at 1008 (“[A]n action for money damages may not be maintained as a Rule 

23(b)(2) class action.”).  For example, in each of Plaintiffs’ innumerable strict and 

negligent failure to warn claims, manufacturing defect, and design defect claims, 

Plaintiffs allege “expenses associated with ongoing medical monitoring” as 

economic damages they have suffered.  (See, e.g., ¶¶ 406, 1263, 2159, 3042, 4125, 

4742, 5320.)  Similarly, Plaintiffs’ state consumer fraud and deceptive trade 

practices claims, as well as their unjust enrichment claims, allege an “ascertainable 

loss of money or property, real or personal, as described above, including the present 

and future costs associated with … the surgical and diagnostic fees and medical 

monitoring associated with retention of the products,” or that Allergan has not 

compensated them sufficiently for the same.  (See, e.g., id. ¶¶ 5878, 6484.) 
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Lastly, as also noted, Rule 23(b)(2) cannot be invoked where the putative class 

lacks cohesiveness.  While Rule 23(b)(2) class actions “have no predominance or 

superiority requirements, it is well established that the class claims must be 

cohesive.”  Barnes, 161 F.3d at 143.  “This is so because in a (b)(2) action, unnamed 

members are bound by the action without the opportunity to opt out.” Id. at 142–43; 

accord Gates, 655 F.3d at 264.  “[T]he very nature of the relief available under 

(b)(2)—injunctive or declaratory relief obtained in a trial of the class 

representative’s claim and applicable to all members of the class—works only when 

common issues predominate.”  Barraza, 322 F.R.D. at 389.  Thus, a district court 

may “deny certification in Rule 23(b)(2) cases in the presence of disparate factual 

circumstances.”  Barnes, 161 F.3d at 143 (citation and quotation marks omitted).   

In these cases, as discussed above, common issues do not predominate.  The 

putative class is replete with individual legal and factual issues that overwhelm any 

common questions.  Lack of cohesiveness flows a fortiori from that discussion.  On 

the whole, Plaintiffs’ request for medical monitoring is monetary rather than 

injunctive in nature and the putative class lacks cohesiveness.  Rule 23(b)(2) cannot 

be used to salvage these invalid allegations and the CAC’s class allegations 

involving this Rule should also be stricken. 
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V. CONCLUSION 

On their face, Plaintiffs’ class allegations are unsustainable under Rule 23 and 

no amount of discovery can change that.  The Court has the discretion to strike the 

class allegations from the CAC and it should do so. 
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